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Preface

While many excellent textbooks deal with pharmacy laws, regula-
tions, and ethics, virtually all of those currently marketed are aimed
at the university-level pharmacy student. During my years as a faculty
member and as a department chair, the lack of textbooks intended for
pharmacy technicians became more and more noticeable, especially
after visiting with pharmacy technician faculty and our colleagues at
Pharmacy Technician Educator’s Council (PTEC) meetings. The stan-
dard practice has been to incorporate law and ethics material into
other classes, using parts of these university-level textbooks and arti-
cles and adding extra lecture time and materials. Very few programs
have a stand-alone law and ethics course or even a segment of such a
course, which can perhaps be explained by the fact that so few texts
have been aimed at this need. Instructors have been forced to “make
do” with materials and resources meant for an entirely different group
of students.

This book attempts to fill that gap by covering topics of which phar-
macy technicians should be knowledgeable in order to practice in a man-
ner that is both legal and ethical. A large part of a technician’s duty is to
be aware of the law’s requirements and restrictions. This awareness takes
much of that worry away from the pharmacist, while being exposed to
education in ethics frees a person’s mind to act in a manner that is loyal
to one’s own standards and to the expectations and obligations of serving
people’s health needs. This book brings these together in one resource in
a manner that is appropriate to the technician’s practice and role.
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chapter one

The legal system in
the United States

Owverview and objectives

The practice of pharmacy is one of the most regulated activities in our soci-
ety. Imagine, just based on the differences in laws and regulations applying
to the two endeavors, how much simpler it is to operate a card-and-gift shop
than to operate a pharmacy. Pharmacy laws and regulations are so exten-
sive because of the basic nature of our work. We routinely handle substances
for which an error in dispensing can be fatal, and an error in distribution,
shipping, or purchasing could result in the availability of dangerous drugs
on the street through illegal, unregulated channels. To practice within legal
limits, pharmacy personnel have much to remember. Most of these limits
and requirements have resulted from problems that occurred in the past or
have been put into place in an effort to avoid improper events.

Legal issues are often difficult to see as either right or wrong because
most things are not simply black or white; there is a broad gray zone
in the legal system’s interpretation of laws and regulations. If laws and
regulations were always simply yes or no, black or white, true or false,
courts, judges, and lawyers would not be needed very often. However,
circumstances that could affect the legality or motivation of an action
and therefore change the way something is viewed by the legal system
usually surround an event. Most often, common sense wins out, and the
right thing to do is obvious, but sometimes extra steps should be taken
to do what is best for the patient and still do what society expects of us.
Society’s opinions are spelled out in a nation’s laws and regulations, and
when there is a disagreement, these opinions are interpreted by the courts.
Pharmacy personnel have a dual challenge in daily practice in that they
must abide by society’s opinion of what is proper conduct by obeying the
laws and regulations, and they also must do what is ethically right for the
patient’s proper care.

Chapter 1 discusses the following subjects:

e Legislation and legislative bodies
e Regulations and administrative regulatory agencies
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* Court actions and interpretations
¢ Criminal prosecutions and civil lawsuits
* Malpractice

Legislation, regulation, and interpretation

Laws as they exist in their final form have been enacted as a result of
three factors:

1. The actions of a legislative group
2. The actions of a government administrative agency
3. The actions of the courts

Each of these, in its own way, creates requirements of our behavior.
Taken together, the actions of all these bodies govern one’s performance.
Legislative groups, such as state legislatures or the federal Congress,
are composed of people elected to make decisions on our behalf; the
laws they pass are called statutes. Statutes are mostly laws that direct
administrative agencies, such as the state board of pharmacy or the fed-
eral Food and Drug Administration, to determine how to accomplish
something and then do it. As such, they are often called enabling legisla-
tion because the law enables an agency to do something that needs to
be done.

Clearly, neither the state legislature nor the federal Congress has the
time or knowledge to control and monitor every little detail of every law,
such as where to place stop signs, what kind of eye test should be used for
a driver’s license exam, who should be allowed to dispense medications, or
how we should keep records of continuing education classes. They leave it
up to the administrative agency to take care of those details, which gives
the administrative agency its power to create regulations that the citizens
must obey. At this stage, it is easiest for people to influence these events
because the administrative agencies ask interested people to comment on
the proposed regulations during the process of making regulations. The
agency must consider all comments while forming the final draft of the
regulation, and comments from individual citizens are routinely incorpo-
rated into regulations.

Three considerations determine whether a regulation is legal:

1. Does the agency have the authority to regulate a given topic?
Obviously, a state board of pharmacy has authority to regulate phar-
macy-related legislation, but does it have the authority to regulate
some of the actions of a physician? Of a nurse? Of a police officer? Of
a convenience store clerk? Of a TV repairman? Of a barber? Some of
these people, depending on the specific situation, could be affected
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by pharmacy regulations, but others are clearly beyond the scope of
authority of a board of pharmacy.

2. Is there a statute that gives the agency the authority to regulate
a specific subject? Before an agency’s actions can be considered
legal, there must be a statute to direct it to carry out such actions.
This direction can be quite broad, perhaps just stating that phar-
macists and technicians must complete an “adequate amount of
continuing education activities” to keep their licenses. It is then
up to the state board to determine what that means and how to
accomplish it, which usually results in several pages of require-
ments and directions.

3. Does the regulation address the public health, safety, and welfare?
Regulations must be pertinent to be appropriate. Requiring all phar-
macy personnel to wear a certain type of clothing is not an appropri-
ate thing to regulate but requiring them to clean their work surfaces
with isopropyl alcohol or another approved disinfectant is.

Regulatory agencies provide the detail work of governing, and it is
here that citizens have the greatest influence—from serving on the advi-
sory boards or the regulatory board itself to giving input on topics under
consideration. Federal agencies inform the public of an opportunity to
comment by publishing proposed regulations in the Federal Register, a
daily publication that includes all proposed regulations, final regulations,
and notices. The proposed regulation is printed, and an address to which
citizens can send comments is provided, allowing anyone an opportunity
to express an opinion on the proposal. Once a regulation is made final, it
is published in a subsequent issue of the Federal Register and in the Code
of Federal Regulations, an annual publication of all finalized regulations
divided into subject areas referred to as titles. For example, all regulations
of the Food and Drug Administration are in Title 21.

Court decisions are the third factor that affects the law and how it regu-
lates behavior. Courts enter into the picture when one of two things occurs:

1. There is a dispute between two or more people or parties. This is
where the ancient principle of common law applies. Common law
is the history of resolved disputes in a court’s area of authority
(referred to as its jurisdiction). It gives our legal system a set of prec-
edents that allow for continuity or predictability in court decisions
based on what was decided in similar situations in the past.

2. There is a question concerning the interpretation of the law or regu-
lation; that is, what was really intended when this statute or regula-
tion was written. Here, courts attempt to determine what the intent
of the legislature, Congress, or state board was at the time the statute
or regulation was passed and whether it applies to the problem at
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hand. The court may go so far as to read the minutes of meetings
to determine the intent. At other times, the court will conclude that
the current situation had no precedent, and the court will have to
decide, based on its own interpretation of legislative intent, how to
apply the law to today’s world.

Courts have the final say on what the law really means, and law schools
recognize this by requiring that students intensively study past court cases.
By referring to past decisions, lawyers determine how they are going to
handle a problem and influence the way a current situation is managed.

Criminal versus civil law

Courts can address a problem as either a criminal problem or a civil issue, and
because of the fundamental differences between the two concepts, someone
who violates the law can be prosecuted in both ways at the same time.

Criminal law deals with the relationship between the individual and
society as a whole. It is called into action when people break a law. They
have done something against all of society, and they are prosecuted by the
government’s attorneys for breaking the law. For example, if people steal,
the state can prosecute them for the theft as a criminal act.

Civil law is called on when the relationship between individuals
presents problems. Its two segments are contracts and torts. Contracts are
agreements into which two or more people enter. For example, a painter
may agree to paint a house for a certain amount of money, and if it is not
done or not done right, then the homeowner could sue the painter for not
living up to the agreement. This type of suit is called a breach of contract.
Torts are obligations that the law enforces between two or more people. For
example, pharmacists must dispense the right medication as prescribed.
Civil lawsuits are prosecuted by attorneys hired by people who feel they
were treated wrongly. Government lawyers are not involved.

A person can be prosecuted by both a criminal proceeding and a civil
lawsuit for the same crime. For example, a thief could be prosecuted by
the state both for breaking the law that prohibits stealing another per-
son’s property and also could be sued by the property owner for violat-
ing the right of ownership. Similarly, if pharmacists dispense the wrong
medication, they could be prosecuted by the state for breaking the law
against dispensing the wrong medication, and they could be sued by the
patients for any damage the wrong drugs could have caused or benefits
that were missed because the right drugs were not given. Breaking the
law is a criminal law issue dealt with by the government; depriving peo-
ple of their property or adversely affecting their health is a civil issue dealt
with by the people involved (and their attorneys). Criminal issues almost
always go to trial to determine guilt and punishment; civil issues almost
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never go to trial because the people involved (and their insurance compa-
nies) negotiate a settlement before the case gets to trial.

Malpractice

Malpractice is an issue of professional negligence. When pharmacists or
technicians accidentally make mistakes through thoughtlessness or care-
lessness, they are legally accountable for the consequences, and compen-
sation is negotiated for and paid to the patient by the insurance companies
that carry their professional insurance policies.

As with other types of civil cases, these rarely go to trial because set-
tlements are almost always negotiated out of court. During the early part
of the case, a preliminary motion may be filed in which the pharmacist
or technician tries to have the case dismissed. This is called a motion for
summary judgment. If the judge grants a motion for summary judgment,
the case is dismissed; if not, then it proceeds, and the negotiations for an
out-of-court settlement become serious. Because most civil cases proceed
to this point and then are settled, pretrial motions are where courts apply
the law and create most of the precedents for others to follow in the future.
In pharmacy cases, this means that courts’ rulings on pretrial motions
such as summary judgments are where they make most of the rulings that
define the pharmacist’s responsibilities. By allowing a case to proceed, the
court is saying that the patient’s complaint appears to be valid. By grant-
ing the summary judgment and stopping the case, the court is saying that
the pharmacist or technician appears to be in the right. The circumstances
of the case are recorded and filed for future reference, adding to the body
of common law just as an actual trial would. Of course, just like any other
court action, these pretrial rulings can be appealed to a higher court.

The majority of malpractice cases involving pharmacists and techni-
cians are simple dispensing errors: wrong drug, wrong strength, wrong
label information, and so on. These types of errors should be addressed by
the individual person’s attentiveness to details as well as by the pharmacy’s
procedures. A well-run pharmacy has steps built into its dispensing pro-
cedure that make it more difficult to make a dispensing mistake. Things
such as double checks by another person, a form that requires data entry a
second time, computer software that requires an additional check step or
uses bar code technology to verify accuracy, and placement of inventory
that prevents easily confused products from placement near each other
even if the system would normally have them close together. For example,
cisplatin and carboplatin are both chemotherapy drugs, and should be on
entirely different shelving units even though they are close alphabetically.

These are just a few basic concepts of risk management in medica-
tion safety. Having safety features in dispensing procedures makes it
harder to make a mistake; counting solely on one person’s attentiveness is
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a guarantee of failure. Dispensing errors are more of a system failure than
a personnel problem.

Intellectual errors make up the rest of malpractice cases and are going
to become increasingly significant with the introduction of more sophis-
ticated drugs. Intellectual errors are those of judgment and information,
for example, in confidentiality and patient counseling. Confidentiality is
a basic responsibility of anyone with access to personal medical records,
whether these are a drugstore’s prescription file, a surgeon’s report, or a
psychiatrist’s notes. We all need to be constantly aware of this and only
look at information we need to see to do our jobs and then keep it to our-
selves. Retail pharmacies are a particularly easy place for information to
be misused in that we often need to discuss the filling or recording of
a prescription, but the prescription counter is in a location where other
people are easily within hearing. Retail pharmacy staff must be aware of
this and keep such conversations in a low tone to avoid being overheard.

Patient counseling problems arise from lack of counseling, incomplete
counseling, and wrong information. Patients have a right to be informed
about their medications, and it is the pharmacist’s duty to provide this
information discretely and accurately. Many states allow this to be accom-
plished by patient information sheets dispensed with the medication; oth-
ers require personal interaction. In 1990, the federal government passed
a law called the Omnibus Budget Reconciliation Act of 1990, commonly
called OBRA "90, which requires states to provide medication counseling
for all Medicaid patients unless these patients refuse it. Some states have
made this counseling mandatory for all patients, and some have left it for
only Medicaid patients, but it really does not matter in real practice. No
pharmacist is going to take the time to look up a patient’s Medicaid sta-
tus and then decide to offer counseling or not, so in reality it affects all
patients. OBRA “90 spells out what information must be given to a patient
and instructs the states to develop ways of doing it. OBRA "90 is a good ref-
erence point for complaints about a failure to counsel or providing incom-
plete counseling. If a pharmacy provides accurate counseling that meets
OBRA 90 standards and documents it, it is doing the right thing for its
patients, and it can prove it if a question arises in the future. Patient coun-
seling is a time-consuming duty, but it is just that: a duty. A pharmacy
technician’s role is to know when to turn the patient over to the pharmacist
for information and to support the pharmacist’s counseling efforts.

Almost all pharmacy malpractice cases are the results of uninten-
tional mistakes that all humans make even if they are trying to do their
best; the mistakes are rarely intentional or the result of sheer thoughtless-
ness or irresponsible actions. The question then arises regarding whether
a person should be liable for a simple, unintentional mistake. Surely, if
great harm was done, then someone has to take responsibility regardless
of whether it was accidental, but what if there was no great harm? The law
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allows for this by requiring three things to be present for something to be
considered professional negligence:

1. A breach of duty occurred.
2. Damages are significant.
3. The professional’s action or inaction is the direct cause.

If any one of these three is missing, then it was a simple mistake, and no
legal liability exists.

A breach of duty occurs when something is expected of a person in a
position of responsibility, and it is not provided. The duty of pharmacy
personnel is one of a high degree of care, in fact requiring virtually an
error-free standard. Pharmacists are expected to provide the right thing to
the right person in the right way every time, which is an impossible expec-
tation. However, this is made workable by the doctrine of a “reasonable
and prudent person.” That is, a pharmacist or technician is expected to
do what a reasonable and prudent person would have done under similar
circumstances. It is easy to criticize and second-guess someone’s actions
with the benefit of hindsight, so the courts will attempt to determine what
a competent professional person should have done at the time by calling
expert witnesses to give their opinions. If the professional’s actions were
reasonable and prudent given the circumstances, then the duty was ful-
filled appropriately. This is no excuse for carelessness or thoughtlessness
because human fallibility is not a defense, but if the work is carried out
thoughtfully and carefully in a manner that was intended to be in the
patient’s best interest, the pharmacist is doing the right thing.

To be able to legally claim negligence, the patient must have been
harmed—no harm, no malpractice. It becomes less clear when we try to
define harm. Physical harm is quite clear in that the person would have
had some kind of medical reaction to the error and should be compen-
sated for lost wages, if any. It should be easy to determine a dollar value
for that, but it becomes an issue when compensation is for illness, injury,
pain, or emotional stress because calculation of value is difficult for all.
In such cases, a jury will award money to make the harm that was done
somewhat easier to tolerate. The pain or emotional distress will probably
still be there, but a financial award attempts to make dealing with it easier.
If the error was particularly significant or the pharmacy personnel did not
do the reasonable-and-prudent thing, then money for punitive damages
may also be awarded to make an example of them and to punish them.

The third factor is one of cause: did the pharmacist’s action or inaction
cause the harm? This can be difficult to determine. If there is disagreement
over which drug was dispensed and used, then the evidence has long
ago been eliminated from the person’s body, making it difficult for the
patient to prove harm. If the medicine is known, there may be a question
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of whether something other than the medicine caused the harm. Another
factor is whether the patient took action to treat the problem; for example,
if a person receives too high a strength of digoxin from the pharmacy and
notices adverse effects, then it would be within a day or two of starting
to take the higher strength. If the patient immediately calls the doctor
about these effects, a good case could be made against the pharmacy, but
if two weeks are allowed to elapse, the court may find that the plaintiff’s
inaction caused much of the problem, and the pharmacy’s liability will be
far lower. Another question deals with the actions or inactions of other
people; that is, did someone else do something that was the true cause
of the problem? For example, pharmacy personnel may have committed
a breach of duty by not warning a patient to keep medicine away from
children, but the pharmacy can hardly be held accountable for something
that happens if a grandparent thoughtlessly leaves an open prescription
vial on a low table where a toddler can reach it. The pharmacy’s failure
to warn may have been a contributing factor, but the grandparent’s neg-
ligence is the true cause and, in this case, the pharmacy’s liability will be
either minimal or none at all.

Laws are a system of rules used to control the actions of people. These
rules of conduct are formally considered binding and are enforced by a
recognized authority to provide security and safety for society. When
someone disobeys or breaks a law, a penalty is handed down by a court.
These penalties, which are written into the law, vary depending on the
severity of the crime committed. For this reason in particular, profession-
als in the medical field carry liability insurance. Like other insurance,
liability insurance has one main objective or purpose—to spread the risk
of loss among all the members who carry the same insurance.

Medical professionals, including pharmacists and pharmacy techni-
cians, wish to protect their assets. In case of a judgment against these pro-
fessionals, liability insurance will help defray their out-of-pocket losses
and costs. Each member pays a premium that is pooled and drawn from
if members have claims charged against them. Whenever a health care
professional deals with others, a chance exists that something can unin-
tentionally go wrong. It is important for such professionals to protect
not only their assets, but also themselves. Liability insurance is a must.
Luckily, it is also relatively inexpensive.

Although the obvious risk of loss is that of a judgment or penalty
imposed for malpractice, another risk factor lessened by insurance is
that of defending oneself even if innocent. Often, people are drawn into
a lawsuit when they really are not the targets; yet, they are forced to
hire lawyers to defend themselves and, hopefully, have the case dis-
missed. Professional liability insurance deals with this issue, making
defense affordable.
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Sample questions for student review

1.

NGk W

Which three government entities together create laws, and how
are they applied?

. What is enabling legislation?

. Which three factors determine whether a regulation is legal?

. Where would a listing of all finalized federal regulations be found?
. Who has the final say on what a law really means?

. What is the difference between criminal and civil law?

7. What is a tort?

8.
9.
10.
11.

12.

13.

What is a contract?

What is a motion for summary judgment?

Most malpractice cases involve which type of error?

Are most dispensing errors caused by human error or dispensing
system flaws?

What legislation spells out the information that should be given to a
patient for adequate counseling?

Which three things must occur before a mistake is considered negli-
gence? Define each of them.






chapter two

History and development
of current law

Owverview and objectives

Early laws regarding prescription drugs in the United States were essen-
tially nonexistent, which led to frightening incidents and public outcry for
protection by the government. As a result, the rule of law regarding pre-
scription drugs in America was quickly updated in the early to mid-1900s
and was soon the model of the developed world. Because of the strength
of states’ rights in our system of government, both the federal government
and individual states have laws and regulations controlling prescription
drugs and their uses. Although both address many of the same subjects,
the federal government has more say in some areas, and in others, the
states have more influence.
Chapter 2 discusses the following subjects:

e Early lack of government oversight

Foreign involvement in drug distribution

Several developments leading to legislation that affects us today
The topics dealt with by the federal government

The topics dealt with by the state governments

How state and federal governments handle topics with which
both deal

® Roles of state and federal governments

The federal government controls drugs through two major laws, the
federal Food, Drug, and Cosmetic Act (FDCA) and the federal Controlled
Substances Act (CSA), which are discussed in Chapters 3 and 4.

The FDCA is mostly concerned with regulating the manufacture,
distribution, sale, prescribing, storage, recordkeeping, and dispensing of
drugs. This is handled by the Food and Drug Administration (FDA), a
branch of the Department of Health and Human Services. The CSA deals
only with drugs that have addictive potential and can be abused. These
drugs, called controlled substances, are monitored by special regulations
regarding recordkeeping and registration of those who handle them. A

11
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branch of the Federal Bureau of Investigation called the Drug Enforcement
Administration (DEA) administers the CSA. Because there is quite a bit
of overlap in their responsibilities, the FDA and DEA cooperate in their
efforts; for example, the DEA gets scientific advice from the FDA when it
is deciding which drugs to include in its controlled substances lists.

State rules and regulations have their greatest role in the area of licens-
ing and dispensing. The states decide what kind of licenses are necessary
for prescribers, pharmacists, pharmacy technicians, and pharmacies, as
well as what requirements must be met before the licenses can be issued.
States also have more requirements for prescription dispensing than the
federal government. Consequently, much of what pharmacists do while
dispensing prescriptions is a result of state requirements. Students reading
chapters on federal law should keep in mind that their own state laws and
boards of pharmacy regulations will be much more extensive. While taking
an exam on federal law or taking the Pharmacy Technician Certification
Board (PTCB) certification exam, they need to remember what comes from
federal requirements and what is added by a particular state.

Each state has its own FDCA and CSA legislation, most of which sim-
ply copy the federal laws to the point of even using the exact wording of
the FDCA and CSA. When the federal and state laws deal with the same
subject but do not exactly agree with each other, the stricter rule is the one
that will apply. For example, if federal law specifies that certain records
must be stored for three years but state law specifies five years, then every-
one in that state must keep records for five years.

Into the twentieth century
Lack of controls

While the United States was a young, developing nation, issues such as
regulating the few drugs in existence were not considered important.
Europe and other nations had realized the importance of such regula-
tions and were far ahead of the United States, which resulted in some
unique and interesting developments in the late 1800s and early 1900s.
Many people and businesses took advantage of the lack of government
involvement and the innocence of the general public.

In the United States before the twentieth century, the regulation of
the sale of drugs was practically nonexistent. Opium, morphine, and
cocaine—all drugs with high abuse potential—were both legally and
readily available without prescription. These medications, mixed with a
high percentage of alcohol, were quite often ingredients in the “miracle
cure” syrups, elixirs, and potions found in pharmacies, general stores,
catalogs, and traveling medicine shows. Traveling salesmen calling them-
selves “Doctor” sold bottles of the miracle elixir for $1 apiece and then
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moved quickly on to the next town before their deception was uncov-
ered. Pharmacies and other retail businesses brewed whatever concoc-
tions they wished and sold them alongside legitimate manufactured
medications and local traditional remedies. Claims were made that these
so-called miracle cures could heal anything from sprains and fevers to
gout and tuberculosis and, in fact, usually did make people feel better,
but not because of any therapeutic benefit. The opiates and alcohol simply
reduced pain and produced a euphoric state.

In addition, this lack of oversight resulted in products that were con-
taminated with various chemicals as well as insect parts and rodent hair
and droppings. Many people became ill because of this chemical and ani-
mal contamination.

At the time, no law required manufacturers actually to state the con-
tents of their products, so often no ingredients were listed on the product’s
label. In addition, wild claims could be made regarding the product’s use-
fulness without fear of legal action.

Laws and regulations are usually a result of some event that
prompts lawmakers and regulators to react in response. When a prob-
lem develops and people are hurt or money is lost, a new law or regu-
lation comes about to address the problem. There are some occasions
when government action is taken to head off a possible problem, but
that is relatively unusual.

Foreign manufacturers” influence

Although European countries had laws and restrictions regarding drug
composition, the United States lacked the laws and regulations that would
ensure drug quality and purity. Because of the absence of these laws, the
United States became the world’s dumping ground for substandard, con-
taminated, and often dangerous drugs. When a European manufacturer
had problems with quality control regulations in its own country, it sim-
ply sold the problem batch to an American company, which would then
distribute it in the United States without government interference.

Early misbranding of miracle cures

Because both the safety and efficacy of many products available in the
1800s and early 1900s were unknown, and because of the numerous
reports of people becoming addicted to the opiates and alcohol as well as
being hurt by contamination, Dr. Harvey Wiley, a physician and congress-
man, persuaded congress to pass the Federal Food and Drug Act of 1906,
commonly called the Wiley Act of 1906.

This act banned adulterated and misbranded food, drink, and drugs
from interstate commerce. Although with the passing of this act the need
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for regulation was finally recognized, this law was ultimately considered
inadequate for a number of reasons:

¢ Untrue statements made by the manufacturer were not considered
misbranding by the courts.

¢ This act included legislation regarding only food, drink, and drugs,
not cosmetics.

¢ Although this act limited commerce to those drugs that were safe, it
did not authorize the banning of unsafe drugs.

¢ Finally, the medication’s contents were still not required to be identi-
tied on labels.

Congress corrected the false statement situation by including a defi-
nition of misbranding that encompassed “false or fraudulent claims,” but
other problems were not addressed. Of course, this left consumers almost
as unprotected as before, so the Wiley Act of 1906 did not accomplish
much other than being the first time it was recognized that drugs and
other consumables needed regulation to protect the public.

Opium and heroin “epidemic” of the early 1900s

By the early 1900s, it was a widely recognized fact that narcotic drugs
possessed a high potential for abuse, and “opium dens,” where people
smoked opium and its chemical derivatives, were commonplace in metro-
politan areas worldwide. President Teddy Roosevelt referred to opium as
the greatest threat to the safety of the United States at that time.

In an attempt to control this class of drugs, the International Opium
Convention of 1912 was held at The Hague in The Netherlands. Numerous
nations came together with the hope of controlling narcotics through inter-
national agreements and treaties. Each nation that signed the agreement
was to designate specific ports and towns where raw opium could be legally
imported and exported. In addition, only persons specifically licensed
could import or export opium. Importation or exportation of opium used
for smoking, also called prepared opium, was prohibited. The nations also
decided to limit the manufacture of morphine, cocaine, and similar chemi-
cals. The establishments where these drugs could be manufactured, sold,
or exported had to be licensed to do so, and persons who were registered
to import or export these compounds were required to keep up-to-date
records of the amounts handled. The use of these drugs was then limited
to legitimate and medical uses only. Finally, the import and export of these
narcotic drugs were to be supervised by each government.

To fulfill these provisions, the U.S. Congress adopted the Federal
Narcotic Drug Act in 1914, also called the Harrison Narcotic Act of 1914
after its primary sponsor. This act attempted to control narcotic drugs by
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mandating that containers must exhibit a tax stamp. The importer or man-
ufacturer of the narcotic drug was required to purchase governmental
tax stamps and seal the narcotic drug container with such a stamp, which
verified that it had entered the marketplace through proper channels.

Under this act and its following amendments, it was unlawful to sell
or possess narcotics unless they were in an original stamped package.
Two exceptions to this rule were observed. The first allowed a person
to possess narcotics without a tax stamp if the narcotics were obtained
through a legal written prescription issued for a legitimate medical pur-
pose. Instead of the tax stamp, the container had to bear the name and
registry number of the pharmacist and the prescriber as well as the name
and address of the patient. Refills of these prescriptions were not allowed.
The second exception allowed patients to possess a container free of a tax
stamp if the narcotic was lawfully administered or provided by a licensed
prescriber. This was the first time the concepts of a prescription and a
prescriber appeared in the law.

Sulfanilamide disaster of 1937

Sulfanilamide was a widely used topical anti-infective. It was thought to
be a miracle drug because it was by far the most effective product for fight-
ing infections in wounds and cuts. In World War I and early World War II,
military medics on the battlefield covered a wound with this yellow, sulfur-
based powder and dressed the area with clean bandages as the standard
treatment. This resulted in a huge decrease in combat deaths from infected
wounds. Prior to this, infection was the main cause of death of wounded
soldiers, not blood loss nor the damage caused by the actual wound.

In 1937, a manufacturer decided to market a liquid form of the drug
to be used to treat sore throats. The sulfanilamide was mixed with dieth-
ylene glycol, a light pink, sweet-tasting liquid that masked the taste of the
sulfanilamide. Unfortunately, no clinical tests were required or conducted
before the product was marketed. As we now realize, diethylene glycol—
or what is more commonly known today as automobile antifreeze—is a
highly poisonous substance. There were 107 reported deaths caused by the
ingestion of the mixture, and the manufacturer was prosecuted by the FDA
for manufacturing and marketing an untested, unapproved product.

Pharmaceutical organizations came to the manufacturer’s defense,
pointing out that laws and regulations in this area were inadequate and
incomplete in that the FDA did not have the authority to ban unsafe drugs.
(Ultimately, the manufacturer was prosecuted for misbranding because
the medicine was labeled as an elixir but contained no alcohol; the defini-
tion of an elixir is that it contains alcohol.) New legislation was passed
within a year, the sweeping federal Food, Drug, and Cosmetics Act of
1938, which is addressed in Chapter 3.
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Increasing sophistication and complexity of new drugs

With the discovery and marketing of penicillin in the 1940s, research and
development of new drugs increased dramatically, resulting in many prod-
ucts that were too sophisticated and complicated for the average person to
understand and use safely and properly. The original legislation required
all products to be labeled as we see over-the-counter (OTC) drugs labeled
today, and many new drugs were just too complex or potentially danger-
ous for the general public to be able to choose and use them wisely. The
realization of this produced an amendment to the FDCA, the Durham-
Humphrey Amendment of 1952. This separated drugs into those that
could be properly handled by an average person after reading the label
and package information and those that could not. The second were called
prescription drugs which could only be sold or used under the supervision
of a prescriber, who would choose the product and monitor its use.

This finally created the broad categories of OTC and prescription drugs
with their different labeling and professional supervision requirements
that are so familiar today. Those now listed in the new prescription drugs
category could be obtained only through the authorization of a supervising
prescriber and needed to be labeled with comparatively little information.
All new drugs were ordered to be prescription drugs until it was proven
that they could be properly and safely used by the general public without
a prescriber’s supervision. Also included were drugs that were deemed to
be habit forming and those that were not safe for self-medication because
of toxicity, a potential for harmful effect, or complexity of use. Prescription
drug containers had to be labeled with the statement “Caution: Federal law
prohibits dispensing without a prescription”; they are sometimes called
legend drugs because this statement, or legend, is required.

Thalidomide disaster of 1962

In 1962, a sleeping pill and antiemetic named thalidomide was under
study in the United States. It had been widely used worldwide to treat
nausea in the first trimester of pregnancy, but it was not yet approved
for use in the United States. While investigating the use of the drug, the
William S. Merrell Company of Cincinnati discovered that the drug could
harm a fetus if the mother took thalidomide during the first trimester
because, in Western Europe, the drug had been associated with thousands
of babies who were born either without arms or with severely deformed
limbs, a deformity known as phocomelia. Dr. Frances O. Kelsey, a physician
working for the FDA, was instrumental in keeping thalidomide off the
U.S. market. Unfortunately, many babies with phocomelia were born to
American women who had taken or purchased thalidomide when abroad.
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The public became concerned about just how much was known about
drugs before they were introduced into the marketplace, and Senator Estes
Kefauver led Senate committee hearings on the issue of premarket research
and safety and effectiveness of drugs. This became a huge media event after
a Texas woman who had taken thalidomide during the first trimester of a
pregnancy traveled to Europe to obtain an abortion out of fear of bearing a
deformed child (abortions were difficult to obtain in the United States at that
time). Her decision, as well as the controversy over inadequate and sometimes
falsified premarket testing, was the subjects of magazine cover stories, seg-
ments on network news shows, and sermons in churches across the country.

People became nervous about drugs in general, and it was obvious
that new legislation was needed. The answer was the 1962 Kefauver-Harris
Amendment, which required manufacturers to prove the effectiveness of
their products before marketing them. Safety issues were also expanded
from what previous legislation had required, and several requirements
for good manufacturing practices, such as those regarding cleanliness,
storage, and purity, were put in place. In addition, better procedures for
new drug investigations and approval applications were initiated.

Habit-forming and dangerous drugs

Society became more alert to the dangers of some drugs through a consen-
sus based not on specific instances, such as mentioned in this chapter, but
on an awareness that developed gradually. Street use of heroin and other
chemicals, the emergence of gangs in urban centers and their trafficking
of these items, and the dangers to individuals and society that were pres-
ent in these conditions led lawmakers to move to control these dangerous
substances. In 1970, the Federal Comprehensive Drug Abuse Prevention
and Control Act of 1970, usually called the Controlled Substances Act
(CSA), was passed. This legislation, which created methods of controlling
drugs that were deemed dangerous through their potential for abuse and
addiction, is discussed in Chapter 4.

Sample questions for student review

1. What is the FDA?

2. What is the DEA?

3. Which has the most influence in licensing and dispensing practices,
individual states or the federal government?

4. Describe the status of drug laws in the United States in the 1800s.

5. What was the first drug control law in the United States?

6. What was the main focus of the Durham-Humphrey Amendment
to the FDCA?

7. What is the difference between the labeling requirements for OTC
and prescription drugs?
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Food, Drug, and Cosmetic
Act of 1938

Owverview and objectives

The Federal Food, Drug, and Cosmetic Act (FDCA) of 1938, as described
in Chapter 2, was formulated as a reaction to instances that occurred
because of lack of governmental controls. Although people do not want
governments to control their lives more than necessary, certain things can
be done only by government actions. Protecting each citizen from adulter-
ated or misbranded drugs is one of those things; no one person has the
ability or the resources to make such determinations independently, so the
FDCA and its amendments are meant to provide this protection through
the actions of the Food and Drug Administration (FDA) as it administers
the FDCA.
Chapter 3 discusses the following subjects:

Adulteration and misbranding
Prohibited acts

Handling of samples

Testing and introducing new drugs
Prescribing and dispensing

Adulteration

To adulterate something is to make it impure or inferior by using or
adding the wrong ingredients. The FDCA is interestingly descriptive
in this saying, “if it consists in whole or in part of any filthy, putrid, or
decomposed substance.” This part of the legislation does not deal with
the actual purity or quality of the final drug product. For example, a
substance used to give bulk to a tablet may decompose slightly without
harming the product or a person who uses it, but the product will still
be adulterated. And, just what is meant by “filthy” or “putrid” and when
would a drug product affected by either become a health hazard or have
its quality or purity affected? The FDA has several regulations that clear
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up such definitions, but affecting the quality or purity of a product is not
necessary to have violated the FDCA; the mere presence of filthy, putrid,
or decomposed material is a violation even if the presence is not enough
to make a difference. This, of course, applies to the manufacturing pro-
cess, something that retail, hospital, or investigational pharmacies would
rarely, if ever, be involved in, but something of a daily concern to manu-
facturers and distributors.

Another statement says that if a product is prepared or held under
unsanitary conditions by which it may have been contaminated with
filth or otherwise have become possibly injurious to a person’s health
or if the facilities or procedures did not meet current good manufactur-
ing practices, then it is an adulterated product. Again, no reference is
made to the actual quality or purity of the product in these statements.
A product is considered adulterated if the conditions at the factory,
or during shipping or storage, were not up to standards, regardless
of whether the product itself was affected. This applies to all aspects
of pharmacy and drug manufacturing and distribution. Good manu-
facturing practices are explained in the regulations governing manu-
facturers, and their facilities must meet them or be considered to be
breaking the law. The word held makes this segment apply to shipping
companies, wholesalers, and all pharmacies in that the methods of han-
dling and storing drugs must meet certain standards. A retail or hos-
pital pharmacy must keep its storage areas clean and under controlled
temperatures, refrigeration must be used when called for, products
must be stored on shelves off the floor, and other considerations must
be met to satisfy the requirements for proper storage. Samples of the
drugs are an issue here because a salesperson might transport them in
the trunk of an automobile, where it may be unclean and the tempera-
ture uncontrolled.

A product is considered adulterated if the container is made of a sub-
stance that might affect the drug inside. There are standards explaining
the type and quality of the glass or plastic used in drug containers, both
bulk containers from the manufacturer or distributor and the individual
prescription vials in which the drugs are dispensed to consumers. The
right type of plastic or glass will prevent outside substances from leaching
into the vial and contaminating the drugs inside and will also prevent the
drug product from vaporizing or leaching out of the vial, which would
reduce its strength. This is why nitroglycerin sublingual tablets must be
in a certain type of glass vial rather than plastic; no plastic can prevent it
from vaporizing, so some of the drug would escape, and the tablets would
not remain at full strength if a plastic vial were used.

A separate statement in the FDCA refers to the requirement that
strength, quality, and purity must be up to the claims made on the label.
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Misbranding

The term misbranding is somewhat self-explanatory in that it deals with
the label statements on the bulk container and the prescription vial. The
first and main provision of this section is so broad that it seems to cover
nearly any situation. It states that a drug is misbranded if its label is false
or misleading in any way. This phrasing applies not only when a prescrip-
tion drug is dispensed without there being an active prescription (per-
haps there are no refills left, or perhaps it is just sold illegally without a
prescription), but also any time the bulk container label misrepresents the
product (such as in the case of imitation or counterfeit drugs) or does not
list all ingredients, either active and inactive.

Over-the-counter (OTC) medication labels must contain adequate
directions for use and adequate warnings against use to allow the average
person to use a drug safely and for the intended purpose. An extensive
list exists of exactly what must be included on the OTC label to meet this
requirement, and the FDA must approve a label before the product can be
marketed. The first part of this is commonly called the seven-point label,
which consists of

1. Approved name of the drug

2. Name and address of the manufacturer or distributor
3. Amount contained in the package

4. Approved names of all active and inactive ingredients
5. Name of any habit-forming component

6. Cautions and warnings for the consumer

7. Adequate directions for use

Several other points must also be included:

¢ Intended conditions and purposes

Normal dose for each intended use and for people of different ages
and physical conditions

Frequency and duration of administration

Administration related to meals, symptoms, or other time factors
Route or method of administration

Any necessary preparations for use (such as mixing in water, etc.)

In 1999, the FDA published OTC regulations that require standardized
labeling of “Drug Facts” on nonprescription medications (see Figure 3.1).

The label of a prescription drug bulk container as it is purchased from
the manufacturer or wholesaler has its own set of requirements meant to
supply adequate information for use for the practitioner rather than the
patient and contains the scientific and medical information needed to aid



22 Essentials of Law and Ethics for Pharmacy Technicians

Drug Facts

Active ingredient (in each tablet) Purpose

Chlorpheniramine maleate 2 mg ............ ..ottt Antihistamine

Uses temporarily relieves these symptoms due to hay fever or other upper respiratory allergies:
M sneezing M runny nose M itchy, watery eyes M itchy throat

Warnings

Ask a doctor before use if you have

M glaucoma M a breathing problem such as emphysema or chronic bronchitis
M trouble urinating due to an enlarged prostate gland

Ask a doctor or pharmacist before use if you are taking tranquilizers or sedatives

‘When using this product

M you may get drowsy M avoid alcoholic drinks

M alcohol, sedatives, and tranquilizers may increase drowsiness

M be careful when driving a motor vehicle or operating machinery
M excitability may occur, especially in children

If pregnant or breast-feeding, ask a health professional before use.
Keep out of reach of children. In case of overdose, get medical help or contact a Poison Control
Center right away.

Directions
adults and children 12 years and over take 2 tablets every 4 to 6 hours;
not more than 12 tablets in 24 hours
children 6 years to under 12 years take 1 tablet every 4 to 6 hours;
not more than 6 tablets in 24 hours
children under 6 years ask a doctor

Other information storeat 20-25° C (68-77°F) M protect from excessive moisture

Inactive ingredients D&C yellow no. 10, lactose, magnesium stearate, microcrystalline
cellulose, pregelatinized starch

Figure 3.1 Standardized labeling of drug facts required on nonprescription
medications.

in its appropriate prescription. Because this information is so extensive, it
is usually provided by means of an informational insert packaged into the
bulk container or glued to it. This insert must contain the following topics
in the order listed (this uniform order helps people look up specific topics
quickly because they are always presented in the same sequence):

e Chemical and physical description
Clinical pharmacology
Indications and usage

¢ Contraindications

Warnings

Precautions

® Adverse reactions

¢ Drug abuse and dependence

* Over dosage topics
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* Dosage and administration
* How supplied (product description and packaging)
* Date of label revision

In addition, several other points must appear on the outer label of
the container:

Name and address of the manufacturer or distributor

Approved name of the drug

Quantity and amount of each active ingredient

Quantity of each unit (that is, the strength of each tablet, e.g., “100 mg”)

Total units in the container (e.g., “500 tablets”)

Usual dosage or a statement referring the reader to the package insert

The symbol “Rx Only” or the legend “Caution: Federal law prohibits

dispensing without a prescription”

Route of administration if anything other than for oral use

¢ Lot number

* Statement telling the pharmacy what type of container in which to
dispense the prescription

¢ Expiration date, if applicable (a few products do not have expiration

dates, mostly things used in compounding)

An additional component of the bulk container’s label is the National
Drug Code (NDC) number. The NDC number is unique for each prod-
uct and package size and is 11 digits long. The first 5 digits identify the
manufacturer or distributor; the next 4 digits identify the product name,
strength, and dosage form; and the last 2 digits refer to the package size.
This information is useful in inventory control as well as in conjunction
with electronic dispensing records, such as seen with bar code checking.

Drug samples

Drug samples are intended only to promote the sale of the drug. Although
many patients benefit from receiving these “free” samples, the manufac-
turer’s purpose is simply to get the prescriber to use the product and
therefore influence prescribing habits. Once prescribers become familiar
and comfortable with a drug, they tend to continue using it (writing pre-
scriptions for it) after the supply of samples is gone.

Although this may seem to benefit the patients who receive these free
samples, many problems can arise. One is that no pharmacy has a record
of the drug’s use in the patient’s profile. This can be dangerous in that
drug-drug interactions and drug allergies will be missed by the pharma-
cy’s checking system with potentially dangerous consequences. Another
is that most patients see several physicians, which leaves the pharmacy
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as the only source of complete drug records on patients; samples would
not be included in the pharmacy’s records. In addition, samples are not
usually kept under ideal storage conditions by the salespeople distribut-
ing them, which might affect the expiration date of the product as well as
its cleanliness.

Drug samples may not be legally sold or traded, but because no
records have historically been kept, they presented a great tempta-
tion; many prescribers sold or traded them to pharmacies, which then
repackaged and dispensed them. While repackaging, the drugs would
be removed from their original packaging and mingled with other lot
numbers, breaking misbranding and adulteration rules. A 1987 amend-
ment to drug sample regulations sought to better regulate this activ-
ity. Before this amendment, unsolicited samples were mailed directly to
physicians, with individual prescribers often receiving many each day.
These were not always related to the prescriber’s field of practice, which
led to more of the sale and trading mentioned. The 1987 amendment
now requires a written request before a sample can be provided either
directly by the manufacturer or distributor or personally by the sales
representative. This request must list several details, such as the name
and quantity of the drug, the manufacturer, and the requesting physi-
cian’s name. A receipt must also be signed by the physician and kept by
the manufacturer or distributor for at least three years. The prescriber
may ask to receive the samples personally or may designate another
health care provider or hospital pharmacy to receive them. If represen-
tatives from the manufacturer distribute them, then an annual inven-
tory must be taken to determine where the samples are stored. If drug
samples are stolen, misplaced, or unaccountable, then these instances
must be reported to the Secretary of Health and Human Services.

Investigational new drugs
Definition
It is generally recognized that the FDA’s greatest role is to decide and regu-
late which drugs will be made commercially available in the United States.
Before any new drug may be commercially sold, imported, or transported
between states, it must first be approved by the FDA. This is controlled by
the filing and approval of two forms: the Investigational New Drug (IND)
form and the New Drug Application (NDA).

Perhaps before discussing new drug approvals, what a “drug” is,

according to the FDCA, should be defined. A substance is considered a
drug when one of these factors applies to it:
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¢ It is a substance recognized in one of the three official reference
books for the chemicals used as drug products. These are the United
States Pharmacopeia, often just called the USP, which deals primarily
with the chemical specifications of a drug; the National Formulary,
often just called the NF, which deals primarily with use and applica-
tion of a drug; or the Homeopathic Pharmacopeia of the United States,
which deals only with homeopathic remedies and treatments.

e It is something intended for use “in the diagnosis, cure, mitigation,
treatment or prevention of disease in man or other animals.”

¢ It is something other than food intended to affect the structure or
any function of the body of humans or other animals.

e It is something used as a component of anything in the above
three categories.

Moving on to what is considered a new drug, the full text of the FDCA'’s
definition of a new drug is as follows:

¢ Any drug (except a new animal drug or animal feed bearing or con-
taining a new animal drug) the composition of which is such that
such drug is not generally recognized among experts qualified by
scientific training and experience to evaluate the safety and effec-
tiveness of drugs, as safe and effective for use under the conditions
prescribed, recommended, or suggested in the labeling thereof,
except that such a drug not so recognized shall not be deemed a
“new drug” if, at any time prior to June 25, 1938, it was subject to
the Food and Drug Act of June 30, 1906, as amended and if at such
time its labeling contained the same representations concerning the
conditions of its use; or

® Any drug (except a new animal drug or an animal feed bearing or
containing a new animal drug) the composition of which is such that
such drug, as a result of investigations to determine its safety and
effectiveness for use under such conditions, has become so recog-
nized, but which has not, otherwise in such investigations, been used
to material extent or for a material time under such conditions.

This means that a drug “becomes a new drug” and must follow new
drug application procedures when

* A substance that composes such a drug, whether an active substance,
carrier, or coating, is new for drug use. This means that if a change is
made in the coating, the ink used on the tablet or capsule, the bind-
ing or filler materials used to make the bulk of the tablet or to fill a
capsule, or any other part of the product, a new form must be filed
to get approval.
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¢ Two or more substances, neither of which is anew drug, are combined
for drug use. In this case, if a manufacturer wants to make a new
combination product using drugs that had already been approved as
individual products, a new form must be filed to get approval.

¢ Thereis a change in the proportions of a combination of substances for
drug use. That is, if any change is made in the amounts of any drug in
an already approved combination product, a new form must be filed.

* A new use for a drug is claimed even though the drug is not new
when used in the treatment of another disease; that is, an addition
to the listed indications for drug use. IND and NDA forms specify
what the product is to be used for. If a manufacturer wants to add
another use or change the currently approved use, a new form must
be filed.

* A new dosage, method, or duration of application is recommended or
suggested. Any change in any of these requires a new form to be filed.

Only one exception to these rules is recognized. Some drugs were
exempt from the new drug procedures because they had been in general
use for a very long time (since prior to 1938, when the FDCA was passed).
It was thought that any problems with drugs in general use that long were
well known already, so further studies were unnecessary. However, these
drugs are exempt only if the claims and representations on their labels
have remained the same. If any of these drugs vary in chemistry, strength,
route of administration, dosage, or indication for use, then these “new ver-
sions” must comply with new drug procedures.

Procedures

Studies conducted by computer modeling and on laboratory animals are
undertaken before an IND or NDA is filed. If the manufacturer then con-
cludes that the drug investigated may be beneficial in treating a certain
disease or medical problem, the manufacturer will then file an IND with
the FDA. This filing indicates that the computer and animal studies have
convinced the researchers that the investigational drug should be rela-
tively safe to administer during trials using human subjects.
According to FDA regulation 21 C.ER. 312, an IND must contain

® A description of the composition of the drug and methods of
manufacture.

* A statement of methods of manufacture and quality control.

* Astatementofallinformationderived fromearlier investigations, includ-
ing identification and qualifications of the investigators and enough
information to allow scientific review of the sponsor’s conclusions.
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¢ A statement about the drug’s history, copies of information supplied
to the investigator, including all relevant hazards and the identities
and experience of each clinical investigator.

* An outline of the proposed phases of the investigation, which is usu-
ally conducted in three phases. In Phase 1, the drug is given to peo-
ple only in small amounts with the purpose of determining toxicity,
safe dosage range, metabolism, absorption, and elimination. Phase
1 involves only a few dozen human subjects. Phase 2 covers initial
trials on a limited number of persons for the control or prevention
of a specific disease. This usually involves a few hundred human
subjects. Phase 3 covers the final testing of the drug for safety, effec-
tiveness, and dosages on a large number of patients already affected
by the disease or on research subjects, usually numbering several
hundred to several thousand human subjects.

* A statement identifying an institutional review board with continu-
ing reviewing authority over the investigations. Any institution (a
hospital or university, for example) that does investigational studies
on humans must have an institutional review board that oversees
these investigations to be sure all regulations are followed. This is
important for patient safety as well as for the quality of the studies.

* An agreement by the sponsor to report any significant hazards, con-
traindications, side effects encountered, or adverse drug experiences
during the investigation.

Studies on humans may not begin until 30 days after the FDA receives the
IND notice.

AnIND’s purpose is to tell the FDA about the investigation and its pro-
tocol and procedures to ensure the quality of the investigation. Patients’
and investigational subjects’ rights are also outlined in the protocol. An
IND only notifies the FDA of the investigation; this does not imply an
official endorsement of the investigation by the FDA.

The investigational drug must be labeled with the legend “Caution:
New drug: Limited by federal law to investigational use” and is usually
handled only by hospital or research pharmacies, although clinic pharma-
cies may occasionally be involved.

Because of the potential commercial value of a new drug, the FDA
does not disclose any information about an IND except to human subjects
who receive the investigational drug. The FDA believes these individu-
als have the right to know about any adverse reactions that have arisen
during animal studies or earlier phases of human studies. The people
involved must be informed of all aspects of the drug and its investiga-
tion, and they must sign a form indicating what they were told and that
they understand it; copies of this form are kept in the patient’s medical
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record as well as by the investigating physician and the manufacturer or
research institution.

Only investigators named in the protocol of the investigational drugs
may prescribe them. They may not be prescribed by any other physician.

New drug applications

Definition

After a drug company successfully completes an IND and determines that
the drug is both safe and effective for the indicated purpose, the company

files an NDA with the FDA. This procedure is the main regulatory device
the FDA uses to control drugs in the United States.

Procedures

Contained in the NDA submitted by the drug’s sponsor is basically all of
the information it has about the drug. Included are all references to any
other investigational new drugs affecting the drug, methods of manufac-
ture, evaluation of safety and effectiveness, chemistry, names of investiga-
tors and their full reports, and both proposed labeling of the drug, and
proposed instructions regarding how it is to be prescribed.

After the NDA is complete, the FDA will review the application. If the
FDA feels that more information is needed, then the sponsor will have to
respond with the requested additional information. Then, “if the appli-
cation is supported by substantial evidence that the drug will have the
effect it purports or is represented to have under the conditions of use pre-
scribed or suggested in the labeling,” the NDA is approved. That is, if the
FDA review committee agrees with the study’s conclusions as stated in
the NDA, the company is permitted to go ahead and market the product.

Postmarketing adverse reaction reporting

NDA approval does not mean the sponsor’s responsibilities have ended.
The sponsor must maintain a system of records and make periodic reports
to the FDA regarding the drug. These reports are made numerous times
annually for many years.

Even though a newly approved drug has undergone extensive study
and testing, once it is commercially available to the general population
the drug is used by many more people than it was while the studies were
ongoing. Because of this increased use, the potential for the appearance
of adverse drug reactions is greater. The FDA requires that any informa-
tion about adverse drug effects, injury, drug toxicity, or other unexpected
adverse events be reported with 15 days of the adverse event.
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Health care professionals are learning to recognize potential drug
safety problems associated with drug therapy. The FDA has launched a
program to encourage all health care workers to directly report all adverse
drug reactions to the FDA. Serious adverse drug reactions include hospi-
talization, severe disability, and death.

Even if the adverse drug reaction is not severe, the FDA encourages
health care professionals to report all adverse reactions—even those
potential reactions included in the drug information. After a report is
filed, the FDA adheres to the policy of complete confidentiality. Neither
the professional reporting the reaction nor the patient’s identity will be
disclosed.

The Drug Price Competition and Patent-
Term Restoration Act of 1984

The introduction of generic drugs engendered intense competition
between generic manufacturers and manufacturers of innovative or “pio-
neer” drugs. This led to the Drug Price Competition and Patent-Term
Restoration Act of 1984, which was intended to encourage both the intro-
duction of generic copies of pioneer drugs and the continuing research
and innovation that leads to new drug concepts and therapies. This leg-
islation gives advantages to both types of manufacturers, with the public
the ultimate winner by having cheaper generic copies available while still
enjoying the benefits of new products.

This legislation allows generic manufacturers to introduce a prod-
uct without going through the IND and NDA research and approval
process, thereby shaving years and cost from the introduction of the
generic product. The generic manufacturer files an Abbreviated New
Drug Application (ANDA), through which the only studies that must be
conducted are human studies on the bioavailability (that is, the drug’s
absorption and distribution characteristics) and bioequivalence (that
is, how closely its effects mimic the original pioneer drug). The lower
cost and shorter time encourage the introduction of generic products,
which saves money for consumers, government programs, and insur-
ance companies but could take market share and resultant profits from
the innovating manufacturer. To compensate for this potential loss, the
legislation allows the FDA to grant extensions to the exclusive market-
ing time that patents provide. Generally, a patent gives an innovator
seventeen years in which to be the only company allowed to sell and
profit from a patented product. Because patents are granted long before
the IND and NDA research process is over, innovating manufacturers
enjoy patent protection from competition for much less than this seven-
teen years; this act allows the FDA to extend this for two to five years
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when a competing generic product is proposed. This extended exclu-
sive marketing period is intended to compensate the innovator for the
studies required by IND and NDA processes that the generic manufac-
turer did not need to carry out.

The Orphan Drug Act of 1983

The IND and NDA procedures are time consuming and expensive,
so manufacturers will pursue only those drugs they feel will gener-
ate enough sales volume to cover these expenses and still turn a profit.
Unfortunately, this means that drugs to treat diseases affecting only a
few people are not developed and marketed; products must generate
profits to enable the manufacturer to stay in business, and if there are
not enough people who need a certain drug, its manufacture will not be
profitable. Congress responded to this issue by passing the Orphan Drug
Act of 1983, which gives tax incentives and enhanced marketing rights to
manufacturers who develop these drugs. Such drugs are routinely called
orphan drugs.

The downside of this seemingly noble idea is that there have been
cases of a manufacturer’s initially requesting FDA approval of a drug as
an orphan drug when actually it may have other uses that are more wide-
spread. Then, once it has gained orphan drug tax and licensing advan-
tages, the manufacturer sponsors researchers who publish articles about
the other uses in more common diseases (see the section on approved
versus unapproved uses). This then gives the manufacturer the tax and
marketing advantages of an orphan drug while enjoying the profits of its
other, more-widespread use. Thankfully, such unethical behavior is not a
common occurrence.

Prescribing requirements and restrictions
Who may prescribe prescription drugs (see also Appendix 8)

Although the federal government plays an important role in drug reg-
ulation, the individual states have the power to regulate the terms and
conditions for obtaining and holding a license. State governments have
the authority to determine who can practice as a physician, pharmacist,
dentist, nurse, and the like and determine what a health care provider can
legally do. This is referred to as scope of practice. For example, podiatrists,
or foot doctors, are allowed by some states to treat foot pain and deterio-
rating bones from the knee down to the foot; other states limit them to the
ankle and foot, and still others limit them to the foot only. It is common
to see prescriptions written by these doctors for pain medication or drugs
used to halt bone loss because these problems fall within the scope of
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authorized practice for a podiatrist to diagnose and treat. It would be a
different situation altogether should a podiatrist write a prescription for
a seizure medication. Obviously, the diagnosis and treatment of seizures
would not be handled by a podiatrist; this is said to be beyond that prac-
titioner’s scope of authorized practice.

Ideally and technically, health care professionals should prescribe
drugs related only to their line of work, but because prescribing medica-
tion is done in private and a diagnosis is not included on a prescription,
it may be difficult or impossible for pharmacy personnel to determine
whether prescribers are acting within their scope of authorized practice.
Most of the time, it is fairly clear if a prescription is outside the prescrib-
er’s scope of practice, such as in the example of the podiatrist prescribing
a seizure medication. Other times it is not. For example, when a dentist
prescribes pain medication, pharmacy personnel do not know whether
the pain medication is for a toothache within the dentist’s scope or for
a headache related to eye strain, which is not within a dentist’s scope of
practice. We can only assume the dentist is using it for something within
his or her scope. Pharmacy personnel need to take extra steps to check on
this only when it is clearly out of the prescriber’s scope of practice or they
have other reasons to doubt it.

To further complicate matters, many states have given prescribing
rights to health care providers other than the traditional physicians, den-
tists, podiatrists, osteopaths, and veterinarians. In various states, these
rights have been extended to chiropractors, registered nurse practitioners,
physician’s assistants, and pharmacists. The rules regarding prescribing
rights vary from state to state. Some allow unrestricted prescribing for
some categories of these “midlevel” prescribers and limit others to spe-
cific drugs, diseases, or situations. Many states require some midlevel
practitioners to follow a protocol (or standard procedure and policy) that
requires a physician’s supervision over their prescribing, even to the point
of requiring a physician to co-sign prescriptions for certain drugs. For
example, a certified nurse practitioner may be able to write prescriptions
for any medication, but physician’s assistants may be required to have
prescriptions co-signed by their supervising physicians. Pharmacists are
often allowed to alter or adjust the dosing of medications for hospitalized
patients. Each state’s rules vary.

Questions regarding out-of-state prescribers also arise. The FDCA
does not require the prescriber to be licensed in the state where the pre-
scription is filled, provided the prescription is valid where it was written.
However, the individual states have the right to determine whether pre-
scriptions from out-of-state prescribers are valid.

Obviously, health care professionals are the only people who can
prescribe medications, but some states allow certain people (e.g., a nurse
or receptionist) to transmit the prescription or prescription refill to the
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pharmacy. Although they may transmit the information, they may not ini-
tiate or authorize a prescription or a refill. If this prescription information
is sent by voice over the telephone, the pharmacy employee must imme-
diately “reduce the prescription or refill authorization to writing (that is,
write down the information) and file it.”

Approved versus unapproved uses

It is common practice for prescribers to prescribe a drug for a use or in
a dosage not approved by the FDA or recommended by the labeling of
the drug. These prescriptions may be filled without violating federal law.
There are two reasons that it is legal to prescribe and dispense drugs for
unapproved uses or in unapproved doses: new uses and doses for drugs
are often discovered after FDA approval, and after articles about these new
uses or doses are published in professional journals, it is acceptable medi-
cal practice to use this new information because it allows practice to keep
up with the latest discoveries. The other reason is that the FDA is reluctant
to interfere in the judgment of prescribers or the states’ regulation of them.

In the past, manufacturers’ sales representatives were prohibited
from discussing unapproved uses for medications with prescribers, but
the FDA Modernization Act of 1997 allows them to provide this informa-
tion, providing the information meets strict requirements.

Dispensing requirements and restrictions
Labeling requirements

Anyone who has ever seen prescription drug containers has realized that
certain information must be included on the label before the medication
can be dispensed.

By federal law, the label of the medication container must contain

e Name and address of dispenser (pharmacy)
e Serial number (Rx number)

¢ Date of prescription or filling (either one)

e Name of prescriber

If they are stated in the prescription, then the label must also include
e Name of patient

¢ Directions for use
¢ Cautionary statements (auxiliary labels)
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You will notice that the first list is absolutely required and the second
is required only if stated in the prescription. Federal law leaves further
requirements up to the states, so in addition to these federal requirements,
individual states often have stricter label requirements that must be fol-
lowed. Commonly, these require that the label include the patient’s name,
the directions for use, and cautionary statements as well as the drug name,
strength and quantity, and the pharmacist’s initials.

When taking a national examination such as the PTCB certification
exam, you will want to remember which requirements apply to federal
law and which may be from the individual state’s laws and rules. The
final contents of a prescription label are a combination of both state and
federal rules.

If the medication is intended for animal or veterinary use and if a
licensed veterinarian dispenses the drug, then the label must contain

¢ Name and address of the veterinarian
* Any directions for use and cautionary statements specified by the
veterinarian

However, if the drug is dispensed by a pharmacy for animal use, then
the label must contain

* Name and address of the pharmacy

¢ Serial number

* Date of the order or its filling

¢ Name of the veterinarian

¢ Directions for use and cautionary statements, if any, contained in
such order

Again, state law may require more information on the label.

Patient information and cautionary statements

Regarding labeling requirements, the FDCA assumes that the patient has
received adequate instruction for use and precautions from the physi-
cian. As pharmacy professionals know, unfortunately this is not always
the case. With the exception of certain drugs, federal regulations do not
require prescription labels to contain directions for use or cautionary
statements. However, several drugs must be dispensed by the pharmacy
accompanied by an informational brochure, or patient package insert
(PPI), that outlines many facts about the drug’s use, side effects, precau-
tions, and contraindications.



34 Essentials of Law and Ethics for Pharmacy Technicians

Such patient information brochures must be included with oral con-
traceptives, postcoital oral contraceptives (the so-called morning-after
pill), diethylstilbestrol, injectable contraceptives, medroxyprogesterone
acetate, estrogens, and progestational (fertility drug) prescriptions.

The drug manufacturer supplies these package inserts, usually by
including several with each bottle the pharmacy buys from the whole-
saler. It is the pharmacy’s responsibility to provide the PPIs to the patient.
This must be done when one of four things occurs:

1. When a prescription for a listed medication is first filled
2. Any time at the patient’s request

3. Before the first dose given in a hospital

4. Every 30 days in a hospital

This does not reduce the pharmacist’s responsibility to counsel the
patient on each prescription; patient consultation remains one of the main
functions of a pharmacist. The well-informed patient is much more likely
to follow the doctor’s orders regarding drug use, which is bound to result
in better health and more efficient use of drugs and the money that is
spent on them. Supplying written information is an effective way of sup-
plementing a pharmacist’s consultation, but in no way replaces or dimin-
ishes the importance and impact of personal consultation.

Compounding versus manufacturing

As a routine part of the dispensing process, pharmacies often compound
or make up products as specifically ordered by a prescriber (topical creams
and ointments are perhaps the most common of these) when there is no
commercial product that fits the patient’s needs. This routine prescription
compounding is sometimes questioned: when is a pharmacy simply filling
legitimate prescription requests, and when is it manufacturing (an activ-
ity that requires a different license and Drug Enforcement Administration
[DEA] number)? To clarify this question, the FDA issued compounding
guidelines to help both pharmacies and law enforcement officials deter-
mine when a pharmacy has crossed the line into manufacturing. Any of
the following activities are considered to be those of a manufacturer, and
a pharmacy doing any of these could be prosecuted for doing something
it was not licensed to do:

e Soliciting business to compound products

¢ Compounding regularly or in excessively large amounts products
that are commercially available and are essentially generic copies of
commercially available products

* Using commercial-scale equipment
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e Compounding excessively large amounts of a product in anticipa-
tion of receiving valid prescriptions

¢ Offering compounded products at wholesale prices with the intent
for them to be resold at retail prices

* Distributing excessively large amounts of compounded products

A few other conditions also apply, but those listed above are the main
concerns for a pharmacy. Note that compounding a product to fill a pre-
scription is perfectly legal, as is making a “batch” of something to more
easily fill prescriptions that are expected to be received in the near future.
The six situations listed are beyond the scope of filling prescriptions or
preparing for expected prescriptions.

The Orange Book

To provide guidance to pharmacists in choosing which products are
appropriate to use for generic substitution, the FDA produces a book
called Approved Drug Products with Therapeutic Equivalence Evaluations,
commonly referred to as the Orange Book because of its distinctive
orange cover. This book rates products for therapeutic equivalence,
which really means biologic equivalence (or bioequivalence) in that
they have comparable absorption characteristics. An example of this
would be if several manufacturers each market their own products
of atenolol, a medication affecting blood pressure and heart rate. The
Orange Book would outline which ones were comparable and could
safely be used interchangeably.

The Orange Book uses a two-letter code to rate bioequivalence.
Products beginning with the letter “A” are considered therapeutically
equivalent; those beginning with “B” are not. Pharmacists should limit
their generic substitution choices to those products with an A rating,
because of the appropriateness for patient care and state laws. Following
the Orange Book is not a federal requirement, but it is a guide to help in fol-
lowing state laws and many insurance company regulations that require
bioequivalence or therapeutic equivalence for generic substitution.

Inspections

State pharmacy boards have inspectors who routinely look over the
records and inventories of pharmacies. They typically not only visit
each registered pharmacy on a regular basis, but also conduct additional
inspections if a problem is reported or suspected. The FDA and DEA may
also inspect a pharmacy, but their inspections are usually in response to a
complaint or suspected illegal activity. Some of these inspections require
them to have a legal search warrant; others (typically the routine state
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inspector’s visits) do not. DEA agents are required to provide the phar-
macy with a Form 82, “Notice of Inspection.” In any case, agents should
immediately be referred to the pharmacist in charge, and all personnel
should cooperate with their requests. As a word of caution, pharmacy
technicians should respond fully to their requests and questions but not
volunteer more than requested. The inspectors want specific answers to
specific questions, and adding more information can confuse the situation
and lead to more issues that might not have needed to be addressed.

Packaging

Drug containers must meet standards established by certain national
professional groups. Also, with the passing of the Poison Prevention
Packaging Act (PPPA) of 1970, all prescriptions for solid oral dosage
forms (that is, tablets and capsules for oral use) and for all controlled
substances must meet special packaging requirements, i.e., the container
must be designed or constructed to be difficult for children five years of
age and younger to open. These containers are then referred to as child-
resistant containers.

All prescriptions for solid oral dosage forms must be dispensed in
child-resistant containers, with the following exceptions:

¢ Sublingual doses of nitroglycerin

¢ Sublingual and chewable forms or isosorbide dinitrate in dosing
forms containing 10 mg or less

¢ Erythromycin ethylsuccinate granules for oral suspension and oral
suspension in packages containing not more than 8 g of erythromycin

® Anhydrous cholestyramine in powder form

e All unit doses of potassium supplements

e Sodium fluoride drug preparations containing less than 264 mg of
sodium fluoride per package

® Betamethasone tablets containing in the package less than 12.6 mg
of the drug

e Pancrelipase preparations

e Prednisone in tablet form when dispensed in packages containing
not more than 105 mg of the drug

e Mebendazole in tablet form in packages containing not more than
600 mg of the drug

* Methylprednisolone in tablet form in packages containing not more
than 84 mg of the drug

® Colestipol in powder form in packages containing not more than 5
g of the drug

¢ Erythromycin ethylsuccinate in tablet form in packages containing
no more than 16 g of erythromycin
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Drugs exempt from the PPPA include

¢ Drugs dispensed to patients in hospitals.

* Prescription drugs distributed by manufacturers in bulk “stock bot-
tles” without special packaging provided that they intend the phar-
macist to repackage the drug prior to dispensing. However, when
the manufacturer distributes a prescription drug to pharmacies in
containers designed to be dispensed to the consumer in that con-
tainer with only the addition of a label, then the manufacturer’s con-
tainer must conform to the special packaging requirements.

What happens when someone requests a non-child-resistant or easy-
open container? If the prescriber or the patient requests an easy open
container, the pharmacist may dispense the prescription using a non-
childproof container. The law does specify that patients may request that
all of their prescriptions be dispensed in non-child-resistant containers,
but a prescriber may only request this for individual prescriptions. This
distinction, which the courts have not ruled on, is not routinely given
much attention.

Pharmacies should require the patient to sign a written request to use
non-childproof containers. The PPPA law allows a patient to make this
request verbally, but written and signed statements hold up much better
in court, and most pharmacies now keep a log book or use standard forms
for the patient to sign.

In addition to prescription drugs, OTC aspirin and eighteen other
specified OTC drugs must be in child-resistant containers. Manufacturers
are allowed one exception: they may have one single size of package in a
non-child-resistant container as long as there are other sizes that are child
resistant. For example, as long as there are some child-resistant packages
of aspirin, a manufacturer or distributor may also sell one package size
that is not. This is to accommodate adults such as the very elderly or infirm
or those with arthritis or other problems that make opening these con-
tainers difficult. By marketing both types of containers, young children
can be protected when their parents choose a product in a child-resistant
container, and adults who are unable to open child-resistant containers
can handle their own medication bottles. To reduce possible confusion
and mistakes, the warning “This package for households without young
children” or “Package not child resistant” must be printed on the package
in bold capital letters.

It is interesting to note that this legislation also forbids the reuse of
any part of a prescription container that is made of plastic. Child-resistant
containers function using the flexibility of plastic; when the plastic is bent
or compressed from pressure, the cap and vial connect through interlock-
ing molded parts. After a period of use, the plastic weakens (through



38 Essentials of Law and Ethics for Pharmacy Technicians

repetitive opening and closing with dose after dose), and the container
loses its child-resistant feature. Therefore, when refilling a prescription,
the pharmacy may not reuse any plastic part of a child-resistant container.

Mailing
If a patient wishes to have a prescription sent by mail, a few regulations
must be followed by the pharmacy sending the medication.

Most drugs may legally be mailed, but when mailed, an inner con-
tainer (e.g., the prescription vial) must be properly labeled and securely
sealed with a child-resistant cap. A plain outer container or wrapper must
cover the inner container so there is no indication of the contents. Poisons,
alcohol, and flammables may not be mailed.

Note that these are U.S. Postal Service regulations, and that deliv-
ery services not associated with the U.S. Postal Service need not follow
these regulations.

The Robinson-Patman Act

The Robinson-Patman Act is of special interest in that it makes it illegal
for sellers to charge different prices for the same product when the price
difference could hurt competition. This arises if, for example, a wholesaler
charges two different pharmacies two different prices for the same product.
If these two pharmacies are competing with each other (perhaps they are
located in the same part of town), this price difference would be illegal.

There are two exceptions to this law. First, if the pharmacies are not
competing with each other, which could be because they are located far
enough apart not to compete for customers (e.g., two drugstores on oppo-
site sides of a large city) or because they do not compete at all, such as if
one were a retail drugstore and the other were a hospital using the prod-
uct for its own use. A hospital’s own use means providing drugs for 1)
inpatients, 2) emergency room patients, 3) patients to be discharged, 4)
employees, and 5) patients receiving treatment with the drug product on
the hospital premises. A hospital that also runs an outpatient pharmacy
for the general public must buy the drugs used in that retail pharmacy
from the same sources at the same prices as other retail pharmacies; a
retail outlet operated by a hospital may not sell products purchased by the
hospital at a special discount. It must buy its own inventory at the same
prices as competing retail pharmacies. The other exception is whether a
pharmacy qualifies for large-volume discounts. Price differences are legal
if one of the outlets is so much bigger that it can place an order large
enough to qualify for a volume discount, even if it is located close enough
to another to be competitive and is operating a similar business.
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Recalls

Unfortunately, sometimes after a drug has been approved and is in wide-
spread use, adverse effects and events become more significant than the
NDA studies suggested. If these events are severe enough, the FDA may
suggest that the drug manufacturer recall a product or even order it to do
so. Recalls are classified according to severity:

e A Class I recall is for a product that may cause serious or fatal
consequences.

¢ AC(Class Il recallis for a product that may cause serious but reversible
adverse effects.

® A Class IIl recall is for a problem that is not likely to cause adverse
health consequences.

This classification method is also used when a manufacturing or distri-
bution problem causes a drug to be adulterated, such as when a product
was stored or shipped improperly or when there is a problem with the
manufacturing process.

Depending on how widely distributed and how potentially harm-
ful the problem is, many methods can be used to notify the public of the
recall. Television notifications, printed warnings, and personal telephone
calls can all be used, but the most common is a letter or telegram to phar-
macies, hospitals, and prescribers. The general public is rarely informed
of a drug recall, mostly because there are few Class I or Class II recalls.
Almost all are Class III recalls caused by contamination, improper con-
tents, wrong amounts, or storage and distribution problems such as poor
temperature control or dirty storage conditions. Class I and II problems
are usually related to the drug’s pharmacological actions, which are nor-
mally noticed during preapproval IND studies.

Drug pedigrees

In 2007, Congress passed the Food and Drug Administration Amendments
Act (FDAAA). One of the more relevant components of this act is the pedi-
gree requirement. A drug pedigree is a tracking system or document that
identifies the drug’s origin and any sales, purchases, or trades. The act
is intended to encourage development of standards and technology that
protect consumers from receiving counterfeit, misbranded, adulterated,
or expired medications. Currently, the government allows both radio fre-
quency identification (RFID) or paper copies of the pedigree. By requiring
a drug pedigree, it will be more difficult for counterfeit medications to
enter the market. Overall, the purpose of drug pedigrees is to increase
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safety of medications for patients and decrease the ability for counterfeit
drugs to enter the market.

Sample questions for student review

1.
2.

9O Ul W

o]

12.

13.

14.

15.
16.

17.
18.
19.
20.

21.
22.

23.
24.

25.
26.

. What are the factors that characterize a new drug? What is the excep-

What is adulteration?
How does the cleanliness of the factory, storage facility, or transpor-
tation system affect adulteration of a drug product?

. What are two examples of misbranding?

. What is the seven-point label required for OTC drugs?

. What other information must be on an OTC product label?

. How can a physician or other prescriber obtain drug samples?

What are the four points that characterize a drug?

tion to this?

. Describe the three phases of an IND application.
10.

Which prescribers may write prescriptions or hospital orders for
investigational drugs?

Why did the Drug Price Competition and Patent-Term Restoration
Act of 1984 come about? What does it do for generic drug manufac-
turers? What does it do for innovator or pioneer drug manufacturers?
What type of drugs does the Orphan Drug Act help bring to market?
Which determines who may prescribe medications, the state gov-
ernments or the federal government?

What is meant by a scope of practice?

May a prescriber order a drug for a use or dose that is not approved
by the FDA?

Which determines most of what must be on a prescription label, the
state governments or the federal government?

What items does the FDCA require be placed on a prescription label?
When is it required to provide a patient with a package insert?
What is within the scope of the term compounding, and when do a
pharmacy’s activities become manufacturing?

What is the Orange Book?

May patients request that their prescriptions not be dispensed in
child-resistant containers?

What type of dosing forms must be in child-resistant containers?
When and why is there often one size of an OTC product that is not
in a child-resistant container?

Which parts of a child-resistant prescription vial may not be reused?
To send a prescription via the U.S. Postal Service, what must not be
on the outer wrapping?

27. List and define the different classes of drug recalls.



chapter four

Federal Controlled
Substance Act of 1970

Owverview and objectives

Humankind has utilized dangerous and addictive medicines since pre-
historic times, but with the increasing urbanization of the population
and the changes in social structure that urbanization brings about, as
well as the modern ability to synthesize new forms of drugs, the prob-
lems created by dangerous and addictive drugs became too much to
be dealt with by families and communities alone. The government had
made fitful, stuttering efforts at piecemeal controls dealing with narrow
topics, but had not addressed the major problems until the landmark
Controlled Substance Act (CSA) was enacted in 1970. This act replaced
more than 50 other minor pieces of legislation with a new concept and
approach to regulation: limit and register those to be legally allowed
to handle such substances. Anyone not registered is acting illegally,
and those who are registered have narrowly defined rules of behavior
to follow.

The CSA provides methods to control drugs that are considered dan-
gerous through their potential for addiction and abuse. To regulate these
controlled substances, this act created a closed system of manufacture,
distribution, prescription, and dispensing by assigning each entity in the
system with a registration number provided by the responsible federal
agency, the Drug Enforcement Administration (DEA).

Only businesses, institutions, and people registered by the DEA may
legally handle controlled substances, which thereby provides a method of
managing these products and keeping them out of illegal channels.

Chapter 4 discusses the following subjects:

e Registration requirements and procedures

e Handling and storage of controlled substances
® Record keeping

e Prescribing requirements

¢ Dispensing requirements

41
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Control schedules

Definitions

When the CSA was enacted into law, controlled substances were divided
into five categories or schedules. The attorney general was given the
authority to decide in which schedule a drug would be placed, and place-
ment among the schedules was and is based on the controlled substance’s
potential for abuse. Schedule I drugs have the highest potential for abuse;
Schedule V controlled substances have a relatively low potential for abuse.
A pharmacy usually dispenses controlled substances from a manufactur-
er’s stock bottle, and this bottle, by law, must be labeled with a capital let-
ter “C” and the Roman numeral from whichever schedule the controlled
substance is listed. A hyphen may also separate the two. For example, CII,
CIII, CIV, and CV may be printed on the stock bottle, or the label could be
printed with C-II, C-III, C-1V, and C-V.

Schedules

Of all drugs, C-I substances have the highest potential for abuse. Currently,
these drugs have no accepted medical use in the United States and lack
proof of safety for use under medical supervision. Included in Schedule I
are numerous opiate derivatives such as heroin, as well as hallucinogens
such as marijuana and LSD. By law, these drugs may not be prescribed
and are only legally seen in some research situations.

C-II substances have a high potential for abuse. Their abuse may lead
to severe psychological or physical dependence. Schedule II controlled
substances are currently accepted for medical use in the United States.
Included in this schedule are opium powder and its derivatives morphine,
cocaine, and codeine. Stimulants commonly used to treat attention disor-
ders, including methylphenidate and amphetamine, are also included in
Schedule I1.

C-III controlled substances have a lower potential for abuse than drugs
in Schedule II and have a currently accepted medical use in treatment in
the United States. Abuse of these substances may lead to low-to-moderate
physical dependence or high psychological dependence.

C-1V controlled substances have a lower potential for abuse than any of
the controlled substances in Schedules I through I1I. These substances have
a currently accepted use in treatment in the United States. Abuse of such
substances may lead to limited physical or psychological dependence.

C-V controlled substances have a lower potential for abuse than any of
the drugs in the other schedules. The drugs in Schedule V have a currently
accepted medical use in treatment in the United States. Abuse of these
substances may lead to less-limited physical or psychological dependence
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Table 4.1 The five categories of controlled substances

Accepted  Abuse

Schedule Use Potential Dependence Level

C1 None High Lack of accepted safety

C-II Accepted High Severe psychological or physical

C-II Accepted Less Moderate-to-low physical or high physical
C-1v Accepted Less Limited physical or psychological

C-v Accepted Less Limited physical or psychological

than that of the controlled substances in Schedules I through IV. Usually,
substances in Schedule V contain codeine plus other active ingredients.

Some narcotic drugs are listed both in Schedule II and in lower sched-
ules, thereby causing some confusion. The most common of these is codeine,
which by itself (e.g., codeine sulfate 30-mg tablets) is a C-II item but, when
mixed with other ingredients (such as in Tylenol no. 3 tablets, a combina-
tion of 325 mg acetaminophen and 30 mg codeine) is C-IIL. The key here is
the addition of other active ingredients, which allows a substance such as
codeine to be in more than one schedule even when the amount of codeine
per tablet is the same. Concentration per dose also can influence the schedule
assignment, such as for Robitussin AC, a C-V item because of its low amount
of codeine per dose. In this manner, codeine and combination products con-
taining codeine are listed in three different controlled substance schedules.

In addition, a law passed in March 2006 created a new category called
Scheduled Listed Chemical Products to control the over-the-counter
(OTC) sales of pseudoephedrine, ephedrine, and phenylpropanolamine to
combat the illegal manufacture of methamphetamine. The requirements
of this new category will be examined fully in this chapter in the discus-
sion of dispensing requirements and restrictions.

Registration
Who must register

The DEA does not determine who can be licensed to conduct certain activ-
ities. This is determined by the individual states; those the state allows to
handle or prescribe controlled substances must register with the DEA.

The federal CSA regulates practitioners handling controlled sub-
stances and the activities these practitioners conduct. Numerous activities
require registration with the DEA. Anyone who manufactures or distrib-
utes controlled substances must annually obtain registration to carry out
these activities. Any person or pharmacy that dispenses controlled sub-
stances must obtain registration. After approval, these registrations last at
least one year but no more than three years.
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Each of the following activities requires registration:

Manufacturing controlled substances.

Distributing controlled substances.

Dispensing controlled substances.

Conducting research with controlled substances classed in Schedules

IT through V. An exception to this rule, if the registrant is also regis-

tered to conduct some other activity, this person does not need addi-

tional separate registration to conduct research.

¢ Conducting instructional activities with controlled substances in
Schedules II through V.

¢ Conducting a narcotic treatment program using narcotic drugs from
Schedules II through V. An exception to this rule, if treatment is con-
ducted at more than one treatment location, each site must hold its
own separate registration.

* Conducting research and instructional activities with Schedule I
controlled substances.

* Conducting chemical analysis with controlled substances from
any schedule.

¢ Importing controlled substances.

¢ Exporting controlled substances.

¢ Acting as a compounder for a treatment program, as someone who

mixes, prepares, packages, or changes the dosage form of narcotic

controlled substances in Schedules II through V for use by a narcotic

addiction treatment program.

What a registrant may do

Generally, practitioners must register separately for every activity in
which they are involved. An exception to this rule allows activities that
are closely associated with the registered activity as long as these closely
associated activities take place at the same location as the registered activ-
ity. These are called coincident activities, and separate registration is not
required. Coincident activities are discussed in relation to each manda-
tory registered activity.

When registrants are manufacturers, they are involved in an activity
that includes the production, preparation, compounding, or processing of a
drug or substance by extraction or synthesis. Packaging, repackaging, label-
ing, and relabeling also fall into the manufacturing category. A business
that is registered to manufacture may also distribute that same substance
without holding separate registration as a distributor under the coincident
activities clause. Another recognized coincident activity involves conduct-
ing chemical analysis and preclinical research. These activities may be con-
ducted by a manufacturer without additional registration.
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An exemption to the manufacturing registration requirement refers
to pharmacies that compound prescriptions. A pharmacy is exempt from
the manufacturing registration if the substance is compounded for rou-
tine prescription dispensing and is an aqueous, oleaginous solution, or
dosage form composed of 20% or less of a narcotic controlled substance.
Compounding any prescription that contains a higher percentage of a nar-
cotic controlled substance requires separate registration as a manufacturer.

To distribute means to deliver. Dispensing and administering are not
in the same category as distribution. Registered distributors are usually
drug wholesalers. Although no coincident activities are allowed for dis-
tributors, a pharmacy may sometimes be recognized as a limited distribu-
tor. When pharmacies distribute controlled substances to other registrants,
such as different pharmacies or physicians, this is known as limited distri-
bution and is allowed as a coincident activity under the dispenser’s regis-
tration. This coincident activity practice may occur only if the amount of
controlled substances distributed does not exceed 5% of the total amount
of controlled substances distributed and dispensed by the pharmacy. If a
pharmacy does exceed the 5% limit, then it must register as a distributor.

A practitioner is one who dispenses. Hospitals, pharmacies, and pro-
fessionals that can prescribe controlled substances are all considered
practitioners. Pharmacists and nurses do not have their own separate reg-
istration numbers, but individual practitioners such as physicians, physi-
cians’ assistants, nurse practitioners, dentists, and investigators do. For
pharmacists and nurses, their place of employment—a pharmacy or a
hospital—is the registrant.

Narcotic treatment programs are divided into two categories: main-
tenance or detoxification programs. Maintenance programs use narcotic
controlled substances to treat those who are dependent on heroin or
other opiates. Decreasing doses of specific narcotic controlled substances
are given to these patients to “step down” their addiction. By decreas-
ing their doses, patients are basically weaned from their addiction into,
it is hoped, a drug-free state. Detoxification programs also use narcotic
controlled substances to wean people off dangerous drugs, but in a more
acute situation.

Every individual practitioner or dispenser involved in a narcotic
treatment program must be separately registered. If a practitioner han-
dles controlled substances outside the narcotic treatment program, sepa-
rate registration must also be obtained for this activity. Therefore, to be a
“compounder” for a narcotic treatment program, a pharmacy must regis-
ter separately for this activity. As previously described, a compounder is a
pharmacy that mixes, prepares, packages, or changes the dosage form of
controlled substances in Schedules II through V for use in a narcotic treat-
ment program. A pharmacy, hospital, or individual practitioner may then
end up with two DEA numbers: one for its regular practice and another
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for the narcotic treatment program. No coincident activities are recog-
nized in this category.

If a narcotic treatment program treats patients at more than one site
and narcotic controlled substances are kept at these multiple sites, each
site must be separately registered with the DEA.

In addition to the activities requiring registration and the associated
coincident activities listed, many exemptions to these rules exist. For
example, employees and agents of registrants are exempt from registra-
tion. Pharmacists, pharmacy technicians, pharmacy interns, and nurses
are not required to register personally with the DEA as long as their
employers—hospitals or pharmacies—are registered. In addition, those
who have part ownership in a hospital or pharmacy but are not practi-
tioners, pharmacists, pharmacy workers, or direct participants in daily
operations are not required to hold separate DEA registration.

As stated, employees of a registered hospital do not require separate
registration. Also, practitioners employed by a hospital who practice only
for that hospital do not require separate registration. However, if a prac-
titioner writes a prescription for a controlled substance that will be filled
by a pharmacy outside the hospital, that practitioner must be individually
registered. In addition, the hospital pharmacy may not fill a controlled
substance prescription from a nonindividually registered practitioner if
the hospital pharmacy itself is registered as a practitioner separately from
the hospital.

Practitioners in settings within the Veterans’ Administration (VA)
have fewer restrictions. If they follow certain rules, then unregistered
employees—interns, residents, foreign-trained physicians, and VA phy-
sicians—may dispense, administer, and prescribe controlled substances
within the VA system. However, state law must first allow these people to
do so. Also, prescribing must be done within the usual course of employ-
ment in the hospital. Finally, these individuals must be authorized by the
hospital to do so. A specific internal code is assigned to each prescriber;
the code is attached as a suffix, separated by a hyphen, to the institution’s
DEA number. If any of these VA prescribers practice in a private setting,
separate registration must be obtained from the DEA.

Public Health Service prescribers, Bureau of Prison prescribers, and
military prescribers may prescribe, administer, and dispense in the usual
course of their official duties without separate registration. Controlled
substance prescriptions must contain the prescriber’s branch of service
and service number. If any of these prescribers practices in a private set-
ting, separate registration must be obtained from the DEA.

Although law enforcement laboratories must register with the DEA,
law enforcement personnel and civil defense officials do not need to reg-
ister to handle controlled substances.
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Security and storage

In addition to comprehensive laws regarding record keeping, which
are discussed in a separate section, maintaining security over controlled
substances and properly storing them are very important issues.

Two ways to store controlled substances are recognized by the DEA.
By following either of these methods, the theft of controlled substances
ideally will be minimized. Controlled substances can either be kept
together in a securely constructed, locked cabinet or dispersed throughout
the pharmacy. Many pharmacies lock up only Schedule II controlled sub-
stances and then alphabetically disperse the remaining controlled sub-
stances throughout the rest of their stock. Other pharmacies disperse all
controlled substances throughout their stock just like all other products.

Obtaining controlled substances
Who may place orders

The procedure for ordering and obtaining controlled substances is differ-
ent from ordering and receiving noncontrolled drugs.

To obtain Schedule II substances, a DEA Form 222 or triplicate order
form must be used (see Appendix 5). The DEA issues these order forms to
be distributed to registrants on request. The forms contain the registrant’s
name, address, DEA number, and the schedules the registrant is allowed
to order. Each order form is individually numbered.

The people who signed the applications for registration with the DEA
are the people who must sign the completed 222 order forms. If these peo-
ple are unable to sign the 222 order form, they may delegate that authority
to someone else by filing a letter of power of attorney, a statement that
gives another person the authority to act on their behalf. In this case, it
gives the designated person the power to sign 222 forms on behalf of the
originally authorized people.

The DEA 222 form must be perfectly filled out—erasures, cross-outs,
typeovers, or any kind of editing are not allowed. If a mistake or typing error
is made, the form must be voided and filed away and another form used.

When the order is placed, the buyer keeps Copy 3 of the 222 form and
sends the first two copies to the supplier, who then forwards Copy 2 to the
DEA. In this way, the DEA has records of all legal C-II purchases. When the
purchaser receives the order from the supplier, the recipient completes Copy
3, which has extra spaces on the right in which to record the actual number
of packages received as well as the date and the checking person’s initials.

The DEA now allows a purchaser to complete the 222 order form online
through the supplying wholesaler. Forms are available to download from
and return to the DEA, followed by requirements the wholesaler must
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meet in order to be registered for ordering C-II items online. The advan-
tage of online ordering is usually faster delivery, but more importantly the
pharmacy now has all 222 records available electronically and does not
have to store them in paper form. In addition, no one has to use the archaic
triplicate 222 form with carbon paper between the copies.

On a day-to-day basis, numerous C-II prescriptions may leave a phar-
macy. Sometimes, a pharmacy may not have enough of a C-II substance to
fill the prescription and may have to obtain the drug from another phar-
macy. When a registrant pharmacy wishes to obtain Schedule II controlled
substances from another pharmacy, the pharmacist ordering the C-II con-
trolled substance must complete a DEA Form 222 just as if it were being
purchased from a wholesaler. The ordering pharmacy retains Copy 3, and
the supplying pharmacy receives the first two copies and forwards Copy
2 to the DEA. The complete 222 form procedure must take place, even if
the two pharmacies are only lending and borrowing the drug without
exchanging money.

Occasionally, a physician may wish to have C-II items on hand for
office use. This also requires a DEA 222 form before the physician can
obtain the product, with the same requirements as those listed for phar-
macies. A physician may not use a standard prescription blank to order
C-IIitems for office use; the complete 222 form procedure is required.

Ordering and obtaining controlled substances in Schedules III through
V does notrequire as much work as controlled substances in Schedule II. The
DEA allows the purchaser to use routine purchase order forms or invoices
just like any other purchase. Again, a physician who wants some C-I1I, C-1V,
or C-V products on hand for office use may not use a standard prescription
blank to order them. The physician’s office must issue an invoice or pur-
chase order the same as if buying anything else from another vendor.

Record keeping
Records kept by a pharmacy

Maintaining an accurate record of all prescriptions is important for a
pharmacy, and the law allows the filing of prescriptions in any one of
three approved ways:

1. Three separate prescription files may be kept—one file for C-II con-
trolled substances, one for C-III through C-V controlled substances,
and one for all other prescriptions.

2. A pharmacy may choose to keep two individual files. In this two-
file system, one file contains only C-II controlled substance prescrip-
tions, and the second file contains all other prescriptions. Because the
second file has prescriptions from both scheduled and nonscheduled



Chapter four:  Federal Controlled Substance Act of 1970 49

prescriptions (Rxs), the DEA requires that the scheduled Rxs be
marked in a way that will make them easier to identify. The require-
ment is that all C-III through C-V controlled substance prescriptions
must be stamped with a 1-inch high red C in the lower right-hand
corner.

3. Another two-file system may be kept. In this system, all controlled
substance prescriptions are kept in one file, where again the C-III
through C-V controlled substances are identified by the 1-inch red
C. The second file contains all nonscheduled Rxs. Note that in all of
these choices of filing, the C-II Rxs never need the red C stamp.

Interestingly, if the pharmacy’s computer system allows a tech-
nician to find prescription information by prescription number, pre-
scriber’s name, patient’s name, drug, and date, the red C stamp may
be omitted.

Maintaining inventory records is another important topic. According
to the federal CSA, a beginning inventory of all controlled substances
on hand—controlled substances ordered and inventoried by the phar-
macy—is required on the date the pharmacy first dispenses controlled
substances. Every twenty-four months or sooner after this initial inven-
tory, a new inventory of controlled substances must be conducted. The
pharmacy may choose how often to do these updated inventories, but the
interval must be no longer than twenty-four months.

An exact count must be taken for C-I and C-1I controlled substances.
The quantity of C-III, C-1IV, and C-V controlled substances may be esti-
mated unless the container holds more than 1000 dosage units. In this
case, an exact count is necessary.

Pharmacies must also maintain accurate records of acquisition.
Executed and completed federal order forms for C-I and C-II controlled
substances (DEA Form 222) must be kept. Routine packaging lists and
invoices are sufficient for maintaining records of C-III through C-V con-
trolled substances. In addition, these records must be readily retrievable,
so they must be kept on the premises of the pharmacy for at least two
years. Individual states may require a longer time period. An exception
allows chain stores or hospitals to keep certain financial and shipping
records (but not 222 forms, prescriptions, or inventory records) at a central
location if they first notify the DEA of their intention to do so. Of course,
if the pharmacy uses online electronic ordering of C-II items, the record-
keeping details for C-II purchases are reduced to filing the packaging lists
and invoices, just as for C-III through C-V purchases, as long as the C-II
records are kept in a separate file.

Each state can decide to allow certain C-V products to be sold over
the counter without a prescription, providing that proper records of the
sales are kept. These include antidiarrheal items and cough preparations,
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and the pharmacy must keep a log book to record each sale. Because no
physician or other prescriber is involved in such a sale, only a registered
pharmacist is allowed to handle this interaction, although once the reg-
istered pharmacist has determined the validity of the request, the actual
sale and delivery can be handled by another staff person. There is a limit.
One person can purchase no more than 240 ml or forty-eight solid dos-
age forms of any product containing opium, and no more than 120 ml or
twenty-four solid dosage units of any other C-V item in any given forty-
eight-hour period. Also, the purchaser must be at least eighteen years of
age and show proper identification. Therefore, the log book for these OTC
C-V sales must include the following information to keep track of:

e Purchaser’s name and address

* Name and quantity of the product purchased
® Date of each sale

Initials of registered pharmacist

This log book must be kept for two years, just like other federal record-
keeping requirements. Remember, your state may specify a different time
span for keeping records.

Records kept by an institution

An institution is a hospital, nursing home, clinic, or extended-care facility.
Its records of purchases, other acquisitions, and inventory levels must be
kept in the same manner as those for a pharmacy.

Institutions differ from pharmacies in that they must also record
the number of units dispensed to each individual patient, the name and
address of the person receiving the substance, written or typewritten
name or initials of the individual who dispensed or administered the sub-
stance, and any other dispersal information that may be appropriate, such
as the patient’s room number, time of day, and the remaining balance of
the controlled substance on hand. This is usually done by a medication
administration record sheet kept in each patient care area. The nurse or
other caregiver fills out this administration record sheet each time a dose
is given to a patient.

Records kept by an individual practitioner

An individual practitioner is a person licensed to prescribe controlled sub-
stances. Two sets of rules for practitioners exist, and depending on the
category in which prescribers fall, they will follow the set of rules estab-
lished for them. Two factors determine which regulations are followed: the
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activity of the practitioner and whether the practitioner charges patients
for controlled substances.

If the practitioner writes prescriptions for controlled substances
(such as a physician during an office visit) or administers controlled
substances without charging for them separately from the treatment
fee (perhaps during a treatment in the doctor’s office), the practitioner
is exempt from record keeping other than the routine office visit notes
and records. However, if the practitioner regularly dispenses or adminis-
ters to the patient controlled substances for later self-administration and
charges the patient for these substances separately from the office visit
or treatment charge, the practitioner must maintain the same records as
an institution.

Records maintained by a narcotic treatment program

Narcotic treatment programs adhere to the same rules as institutions,
with a few notable additions. Narcotic treatment programs must main-
tain a dispensing log at the site of the dispensing. This log contains the
name and strength of each narcotic substance dispensed, the dosage
form, the date dispensed, the identification of the patient, the amount
administered or furnished to the patient to take home, and the dispens-
er’s initials.

Prescribing requirements and restrictions
Who may prescribe (see also Appendix §)

Practitioners are not licensed by the federal government. The state regu-
lates who is allowed to prescribe medications, including controlled sub-
stances. Traditional prescribers are physicians, osteopaths, dentists, and
veterinarians. In some instances, podiatrists are included as traditional
prescribers. Practitioners must be licensed in the state where they practice
and must also be registered with the DEA or be exempt from registration.
These traditional prescribers may prescribe any legal medication.

Today, many states also recognize what many classify as nontradi-
tional prescribers, often called midlevel practitioners. Midlevel practi-
tioners may include physician’s assistants, certified nurse practitioners,
and pharmacists. In certain states, these individuals may prescribe
medication; however, unfortunately state laws are not consistent. Some
states permit nontraditional prescribers to prescribe all drugs except
controlled substances; others may allow these practitioners limited
controlled substance prescribing rights. It is important to note that any
individual who prescribes controlled substances must be registered
with the DEA.
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DEA numbers for prescribers

After individuals have registered with the DEA, they are assigned unique
DEA identification numbers. DEA numbers consist of nine characters. The
first two characters are letters. The first letter is either A, B, M, or P. An
A or B signifies a prescriber with full prescriptive rights. The M signifies
a midlevel prescriber with limited prescriptive rights, and a P signifies a
distributor. The second letter is the first letter of the registrant’s last name.
The third through eighth characters are unique to the individual regis-
trant. The ninth and last digit is known as the verification number. To
verify that a DEA number is indeed valid, a simple formula can be used:
add the first, third, and fifth digits. To that number, add twice the sum
of the second, fourth, and sixth digits. The rightmost digit of this sum
should correspond to the ninth digit in the registrant’s DEA number.

Let us look at an example of a valid DEA number. If Jane Smith, M.D,,
uses the number BS2473293, is it a valid number? The B is appropriate for
a physician, the S is the first letter of her last name, and the numbers can
be checked by following the guides outlined: add the first, third, and fifth
digits (2 + 7 + 2 = 11); add the second, fourth, and sixth digits and double
the answer (4 + 3 + 9 =16 x 2 = 32). Then, add the two sums (11 + 32 = 43).
The last digit of this sum should match the ninth digit of the DEA number
for it to be a valid number.

This validation check can be used whenever there is doubt regarding
thelegality or validity of a prescription or prescriber. Of course, aninformed
criminal could fabricate a number that fits this, but it is unlikely.

Purpose of prescription

Obviously, prescriptions are written by prescribers to treat a specific
medical condition. These practitioners may issue a prescription only for
a legitimate medical purpose that falls within their scope of practice. If
a practitioner is simply furnishing prescriptions to patients with no real
reason (e.g., to sustain a narcotic abuser), this is considered an illegiti-
mate practice.

The usual scope of practice refers to practitioners acting in the usual
course of their profession. For example, a podiatrist prescribing a medica-
tion for a toothache would not fall within the normal scope of practice of
treating medical problems of the foot.

Both the prescriber and pharmacist share joint responsibility for the
legitimacy of the treatment of a medical condition. Unfortunately, in the
usual course of business, a pharmacist has no way of knowing which diag-
nosis a practitioner has made. This is not a problem as long as the avail-
able information gives the pharmacist no reason to suspect wrongdoing.
If a reasonable and prudent person would have no reason to be suspicious,
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the law relieves the pharmacist of liability for an illegal prescription.
However, when a pharmacist actually knows that a prescriber has issued
a prescription for a condition outside the normal scope of practice, the
pharmacist may not legally dispense the medication. To help deal with
this problem, the DEA has published a list of conditions to which phar-
macists can refer if they suspect abuse of drugs or an abuse of privileges:

® Does the prescriber write prescriptions for significantly larger
amounts of controlled substances than other prescribers in the area?

¢ Is the dose, quantity, or combination of prescribed drugs outside
accepted medical usage?

¢ Are irrational combinations prescribed frequently and concurrently?

* Are patients presenting prescriptions for drugs of abuse coming
from outside the normal patient community? Do they arrive in
groups with prescriptions from the same prescriber?

* Do patients appear to be returning too frequently?

By taking these guidelines into consideration, a pharmacy staff mem-
ber may be better able to make a sound decision regarding the legiti-
macy of the prescription in question. Although many states are requiring
tamper-resistant prescription forms for controlled substances utilizing
“safety” paper with watermarks, colored threads, or special surface coat-
ing such as we now see on personal checks and paper money, these old
tried-and-true methods for spotting forged or altered prescriptions are
still good pharmacy practice.

Addiction treatment restrictions

According to the CSA, an individual prescriber may not issue a prescrip-
tion for a narcotic drug for the purpose of detoxifying or maintenance
treatment of an addicted patient. The reasoning behind this law is simple:
narcotic treatment programs and the prescribers who work with them
must adhere to stricter reporting and security measures and must be sep-
arately registered with the DEA for their work within a detoxification or
narcotic addiction treatment program.

An exception can be made in the case of emergency treatment of with-
drawal symptoms, when an individual practitioner may admit the patient
to the hospital and administer narcotic drugs to help relieve withdrawal
symptoms for a maximum period of three days. During this time, the
practitioner must arrange for the admission of the patient to a proper detox
or treatment program. Also, if treatment program patients are admitted
to a hospital for treatment of another medical condition or injuries from
an accident, they may also be treated for their narcotic addiction while in
the hospital.
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Requirements for the prescription form

In addition to the standard requirements outlined by the Food, Drug, and
Cosmetic Act (FDCA), a written prescription for any controlled substance
must also

¢ Contain the full name and address of the patient

e Contain the name, address, and DEA number of the prescriber

¢ Be written in ink, indelible pencil, or typewritten

* Bear the date it was issued (pre-dating or postdating is not allowed)

¢ Be manually signed by the practitioner on the date of issue (signa-
ture stamps are not allowed)

Individual state pharmacy boards may require that additional topics
be included on a prescription.

Fax requirements and restrictions (see also Appendix 7)

Any prescription may be faxed, but C-II controlled substances may not
be filled until the pharmacy is presented with the original handwritten
prescription. An exception to this is that nursing home orders, home infu-
sion orders, and hospice orders may all be faxed and dispensed regardless
of their schedule. In these cases, the faxed copy is considered to be the
original hardcopy.

Regulations vary from state to state, so it is important to recognize the
unique rules for the state where a pharmacy professional practices.

Prescribing C-1I products

The original handwritten prescription must be presented to the pharmacy
when requesting a C-1I controlled substance. The only exception is in the
event of an emergency, when an oral prescription may be accepted, pro-
viding it meets certain criteria.

In the case of an emergency, it can be assumed that the prescriber
has determined that treatment with a C-II controlled substance is neces-
sary. The pharmacist can also assume the prescriber believes that no other
alternative treatment is sufficient for the patient. If these two criteria are
met, an oral prescription for an emergency supply may be issued.

On receipt, the oral prescription must be immediately reduced to
writing. The amount prescribed and dispensed for an emergency pre-
scription may only be enough to last the patient through the emergency,
up to seventy-two hours. This amount must be recorded.

Within seven days, the prescriber must replace the emergency order
with a written, signed hardcopy for the amount dispensed. The words
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“Authorization for Emergency Dispensing” must be written on the pre-
scription. The date of the emergency prescription must also be included.
If the prescriber fails to do this within seven days, the pharmacist must
notify the DEA.

Prescribing C-11I1, IV, and V products

Prescriptions for C-1II, IV, and V controlled substances may be presented
in either written form or orally.

When a verbal order is received, the pharmacist must immediately
write down the information. However, unlike C-II controlled substance
prescriptions, a written hardcopy from the prescriber is not required for
CII, C-1V, and G-V medications. The verbal order and the written copy
serve as the original and may be filled and dispensed.

Dispensing requirements and restrictions
Labeling requirements and exemptions

When a patient receives a prescription for a controlled substance, the label
on the prescription vial must contain certain information. As stated, the
FDCA lists four items required for all prescription vial labels. The CSA
also lists required items, some of which are repeats from the FDCA and
some of which are new. The CSA requires the following topics:

The name and address of the pharmacy (same as the FDCA)

The prescription number (same as the FDCA)

The name of the prescriber (same as the FDCA)

The date of the initial dispensing (FDCA said date of issuing or

of filling)

¢ The date of refilling, if any (not an issue for C-IIs because they have
no refills)

¢ The name of the patient

¢ Directions for use

* Thestatement “Caution: Federal law prohibits the transfer of this drug

to any patient other than the patient for whom it was prescribed.”

Labeling requirements are different for hospitals and nursing homes.
Hospitals and nursing homes do not need to include all of this label infor-
mation, provided that

* No more than a seven-day supply of a C-II controlled substance
is dispensed
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* No more than a thirty-four-day supply of C-III, C-IV, or C-V con-
trolled substances is dispensed

* The drug is not in possession of the patient before administration

e The institution keeps appropriate records of inventory and
administration

¢ Dispensing C-II products

When dispensing a C-II controlled substance in a retail pharmacy set-
ting, a few extra rules must be followed.

C-II controlled substances are not refillable. There are no exceptions to
this rule. A new written prescription must be obtained for any refills of a
C-II controlled substance.

If the pharmacy is unable to fill the prescription for the entire amount
requested, a partial amount may be dispensed. This partial amount and
the date must be written on the face of the prescription. The order must
also be completed, or filled with the remaining amount, within seventy-
two hours. If the order cannot be completely filled within the specified
seventy-two hours, a new prescription for the remaining quantity must
be obtained from the prescriber. An exception is that prescriptions for
nursing home patients and terminally ill patients may be partially filled
as many times as needed for up to sixty days without obtaining a new
prescription.

Dispensing C-11I, 1V, and V products

The rules surrounding the filling of C-III, C-IV, and C-V controlled substances
are not as strict as those rules surrounding C-II controlled substances.

The medications in these schedules may not be refilled, although the
rules are stricter for these drugs than for noncontrolled substances. C-11I,
C-1V, and C-V controlled substances may be refilled a maximum of five
times. These prescriptions also expire six months from the day they are
written whether all the refills have been used or not, compared with the
standard one year for noncontrolled medications. These prescriptions
may not be refilled with a larger quantity than initially prescribed.

If a pharmacy is unable to completely fill a prescription of C-III, C-1V,
or C-V controlled substances, the remaining quantity may simply be filled
as soon as possible. No time restrictions exist for these drugs other than
the six-month expiration time.

Limits on products containing pseudoephedrine,
ephedrine, and phenylpropanolamine

In an effort to enhance efforts for controlling the illegal manufacture
of methamphetamine, the federal government passed the Combat
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Methamphetamine Epidemic Act of 2005. Although many state laws are
more stringent, federal law now limits the sale to an individual of any
OTC product containing pseudoephedrine, ephedrine, and phenylpropa-
nolamine to no more than 3.6 gm of these products per day and 9.0 gm per
thirty days. If the seller is a mail order pharmacy or “mobile seller” such
as a kiosk in a mall or airport, the thirty-day limit is 7.5 gm. All nonliquid
forms must be in blister packs or other unit dose packets.

All sellers must keep these products behind a counter or in a locked
cabinet and maintain a written or electronic log book containing a record
of the purchaser’s name and address, product name, quantity sold, and
the date and time of each sale. The purchaser must show a photo ID and
sign the log book entry.

The logbook and ID requirements do not apply to purchases of 60 mg
or less of pseudoephedrine.

States that have these regulations have seen huge reductions in illegal
methamphetamine lab activity, although they also report huge increases
in importation of illegal methamphetamine, mostly from Mexico.

Dispensing emergency contraception

Emergency contraception (Plan B or Next Choice) currently maintains
dual status as a prescription drug and an over-the-counter (OTC) medica-
tion. Patients who are less than seventeen years old are required to obtain
a prescription for this medication. Pharmacists cannot dispense emer-
gency contraception to these patients without a prescription. However,
patients seventeen years or older may purchase the medication without
a prescription. Emergency contraception medication is to be kept behind
the counter at all times to ensure that these requirements are met before
the medication is dispensed.

Mailing controlled substances

The mailing of a controlled substance is allowed by the U.S. Postal Service
(USPS), but the prescription vial or inner container must be properly
labeled and securely sealed with a child-resistant cap. A mailing enve-
lope, the outer container, must be placed over the inner container, and
this outer container may bear no markings indicating that a controlled
substance is inside the package. The USPS forbids the mailing of poisons,
alcohol, and flammables.

Other delivery services including UPS or FedEx have their own
regulations.
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Transferring prescriptions and refills between pharmacies

The transferring of prescriptions and refills for controlled substances apply
only to C-III, C-IV, and C-V drugs. Because no refills are allowed for C-II
drugs, a pharmacy will never transfer a prescription for C-II medications.

When transferring a prescription to another pharmacy, the transferring
pharmacy must write “void” on the face of the original prescription. The
transferring pharmacy must also note several other items on the prescription:

* The name and address of the receiving pharmacy
¢ The date of transfer

e The DEA number of the receiving pharmacy

* The name of the receiving pharmacist

The pharmacy receiving the prescription must record all routinely
required prescription information on a prescription blank. The word
“transfer” must be written at the top of the prescription, and several
pieces of information relating to the original pharmacy’s handling of the
prescription must also be recorded:

* The original date of the prescription

The date originally dispensed

The number of refills originally authorized

The date of the last refill

The number of remaining refills

The name and address of the transferring pharmacy

The date of transfer

The DEA number of the transferring pharmacy

The name of the pharmacist transferring the prescription

By law, both parties must maintain these records for a period of at least
two years.

Reporting theft

Theft is a matter that must be addressed. Any theft of a controlled sub-
stance—theft by a robber, burglar, or employee—must be reported to the
DEA, the state pharmacy board, and the local police. Because controlled
substances are inventoried, and any inspection will compare purchased
amounts to inventory and dispensed amounts, a pharmacy must report
thefts to be able to explain missing items to a potential DEA or state board
of pharmacy inspector.

After the discovery of a theft, a DEA Form 106 must be filled out and
sent to the DEA (see Appendix 5). The name and address of the pharmacy,
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the DEA registration number, the type of theft, and the amount of con-
trolled substances stolen are recorded on Form 106. Local police who were
notified of the theft and any internal store codes marking the containers
must also be noted on Form 106. Three copies of this form are filled out
at once. The pharmacy retains one copy and the other two are forwarded
to the DEA. The particular state’s board of pharmacy may also have addi-
tional reporting rules.

In the event these forms are lost or stolen, the registrant must imme-
diately notify the DEA. If the serial numbers of the missing forms are
known, this information must be given to the DEA.

If the theft is thought to be employee theft, anyone with informa-
tion concerning that employee’s action must report this information to a
responsible security officer of the employer.

Sample questions for student review

1. What is a compounder pharmacy?

2. What are coincident activities regarding DEA registration?

3. When a pharmacy distributes as a coincident activity to its dispens-
ing registration, how many controlled substance doses may it dis-
tribute in a year before having to obtain another registration as a
distributor?

4. Which of the following people need to obtain personal DEA regis-
tration numbers and which are covered by their employer’s number?

Physicians

Physician’s assistants
Pharmacists

Nurse practitioners

Dentists

Nurses

Pharmacy technicians
Licensed professional nurses
Veterinarians

5. If a pharmacy services both a hospital and a narcotic addiction treat-
ment program, how many different DEA registration numbers must
it have? What if it also operates a retail community pharmacy?

6. Describe the ways a pharmacy may store its inventory of controlled
substances.

6. Which control schedule (I, IL, III, IV, or V) has the highest abuse
potential?

7. What are the two ways a drug can be listed in more than one control
schedule?
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8.
9.
10.
11.
12.

13.
14.
15.

16.
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Which control schedule includes illegal drugs?

Which DEA form is used to order C-II drugs?

How does a pharmacy order C-III, C-IV, and C-V drugs?

How does a physician order C-II drugs for an office supply?

How does a physician order C-III, C-IV, and C-V drugs for an office
supply?

Which copy of DEA Form 222 is kept by the ordering party?

Which copy of DEA Form 222 is forwarded to the DEA?

Is a DEA Form 222 needed when pharmacies are lending and bor-
rowing C-II items?

Describe the three ways prescriptions may be stored in a retail
pharmacy.

17. When does a C-II prescription require a red C stamp in the bottom

18.
19.
20.
21.
22.
23.
24.
25.

26.

right-hand corner?

Why is the red C stamp required?

When is the red C stamp not required?

How frequently must a pharmacy conduct an inventory of controlled
substances?

Which controlled substance schedules require an exact count of
doses on hand at the time of an inventory count?

How long must a pharmacy keep executed copies of DEA Form 222
filed on the premises?

Which C-V products may be sold as OTC drugs?

What is a midlevel practitioner?

Which letter begins the DEA registration number of a midlevel
practitioner?

Which two letters may be the first digit of the DEA number of some-
one with full prescriptive rights, such as a physician or dentist?

27. How many numbers follow the letters in a DEA number?

28.

29.

30.

31

32.

33.

Which of these DEA numbers could be valid: 1.52473293; AS2473293;
BP2473293?

For which types of medications may a dentist write prescriptions?
If you are aware that prescribers are writing for a drug they are
not authorized to prescribe, what should you do? What if you are
unaware?

Under which two conditions may a hospital provide controlled sub-
stances to a person who is in an addiction treatment program? How
long may each of these continue?

May a prescription for a controlled substance be pre-dated or post-
dated? What if it is for the patient’s convenience?

When you receive an emergency oral prescription for a C-II product,
how soon does the prescriber have to mail you a signed copy of the
written Rx? How much medicine may be dispensed from an emer-
gency oral C-II prescription?
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34.

35.

36.
37.

38.

30.
40.

41.

42.
43.

List all items that must be included on the label of a controlled sub-
stance prescription vial.

When may a hospital or nursing home omit most of the above listed
items on the label of a controlled substance?

How many times may a C-II Rx be refilled?

How many times may other controlled substance prescriptions be
refilled?

How much time does a pharmacy have to completely fill a C-IT Rx
that was previously partially filled? What are the exceptions to this?
How long is a C-IV prescription valid?

List all items that must be recorded by a pharmacy receiving a trans-
ferred C-1II prescription.

List all items that must be recorded by a pharmacy receiving a trans-
ferred C-II prescription.

Which DEA form is used to report controlled substance theft?

Who must be notified of a controlled substance theft?






chapter five

Other pertinent federal legislation

Overview and objectives

Pharmacy-specific legislation and regulations are not the only things we
must adhere to in our daily practices. Everything from local business
ordinances for retailers to accreditation requirements for institutions to
simple public health issues also obviously affect us, making our profes-
sion a bit more involved and complicated than the average person’s line
of work.

Two federal issues that greatly impact us are the Health Information
Portability and Accountability Act (HIPAA) and the Dietary Supplement
Health and Education Act (DSHEA). Each has significantly affected our
daily lives in many ways, and this chapter outlines these laws and points
out the positive and negative impacts they have on us.

Chapter 5 discusses the following subjects:

* An overview of the HIPAA requirements

An analysis of the value of HIPAA to pharmacies and citizens

An overview of the features of DSHEA

An analysis of the impact of DSHEA

Suggestions on how to provide quality products and services in light
of today’s regulatory climate

* An overview of USP/NF 797 guidelines

The Health Information Portability
and Accountability Act

History and requirements

In 1996, the HIPAA was passed by Congress to address several issues,
such as ensuring that people can continue their health insurance or obtain
similar coverage when they change or lose their jobs, reduce medical costs
by standardizing information and reducing administrative costs, pro-
mote medical savings accounts, and protect patient privacy by establish-
ing security standards. HIPAA mandates that health care institutions and
businesses protect the privacy of the health information of their patients
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and clients. It outlines patients” rights to determine how their personal
health information is used and to whom it is disclosed. It also requires
that the privacy of this information is protected from inappropriate use.

Each individual health care provider, such as a pharmacy or a hospital
or a clinic, must write a privacy policy and provide this to all patients. In
addition, all employees must be properly trained and have security clear-
ance for only the level of information they need to do their jobs; for exam-
ple, a physician would have clearance for all information and a nurse’s
aide would have quite limited clearance.

No information should be shared with anyone who does not have a
legal or ethical need for it. For example, if an emergency room, hospital,
or clinic calls for a list of the prescriptions a patient is taking, you should
verify that it is indeed an emergency room, hospital, or clinic calling for a
legitimate need. If you are convinced of the legitimacy of the request, you
should provide the information as a part of the person’s proper care and
document that you did so, including recording the identity of the caller
and the reasons you concluded that the call was a legitimate, legal request.
Withholding the information because of privacy concerns could interfere
with the person’s care, which could lead to other legal issues. Another
scenario could include a patient’s spouse or other relative (including par-
ent) or friend. In this instance, you need written permission to release any
information unless the person making the request is the legal guardian of
the incapacitated patient or is the parent of the minor child.

States have different ages (some as young as twelve) at which medi-
cal information becomes protected from parents, so you need to be aware
of your state’s requirements. This becomes a trickier situation when the
caller is someone other than the patient, but the individual already has
some knowledge of the patient’s medications. It is legal to respond to
things about which the caller has prior knowledge, so if the caller knows
about the patient’s medications, you can respond to what they already
know as long as you do not expand on it. For example, if the caller asks,
“What heart medicine is my dad taking?” you should not give the infor-
mation because they obviously do not know much about it, but if they
ask, “Which one of my dad’s prescriptions, Medicine X or Medicine Y or
Medicine Z, is for the heart?” they clearly have some knowledge of the
patient’s health status and medications, so you can answer that specific
question. Someone having prior knowledge of some health information
may also allow a friend or relative to pick up finished prescriptions from
a retail pharmacy as long as they identify themselves and sign for the
prescription. To come in and pick it up, they had to know it was there,
which indicates they have knowledge regarding that specific issue of the
patient’s health information. If you have any doubt regarding whether it
is appropriate to give out information, refer the caller to your institution’s
release of information department or to your supervising pharmacist.
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Let us discuss some case study examples of situations and reasonable
actions. The solutions presented here are certainly not the only ways to
deal with the situations, but merely reasonable points. You may think of
other points that could lead to interesting class discussions.

Case one

John Doe comes to your pharmacy and says he needs a list of his wife’s
medications for insurance reimbursements. Mr. and Mrs. Doe are regular
clients of your pharmacy and are known to you. Should you give Mr. Doe
the list of Mrs. Doe’s prescriptions? Assume that Mrs. Doe is not mentally
incapacitated, and therefore Mr. Doe is not her legal guardian.

Mrs. Doe’s information is hers and hers alone. Mr. Doe may indeed
need a list for their insurance company and his request may be perfectly
valid, but you do not know that for sure. Perhaps they are about to file for
divorce, and he thinks her medication history will weaken her case for
custody of their children. You do not know, and it really does not matter
if you do because unless Mr. Doe is her legal guardian or has power of
attorney for Mrs. Doe’s medical care (he would have legal documents for
this and give you copies), it is not up to anyone other than Mrs. Doe to
decide who sees her information. An easy and nonconfrontational way
around this problem is to inform Mr. Doe that your company policy is
to run such lists after hours when the computer is not so busy and to
mail it the next day. If he wants to stop by and pick it up the next day,
then you have to make up some story, such as the list is printed by the
wholesaler’s server and mailed by them automatically, or fall back on
quoting the law and agreeing with him on the hassle it causes everyone.
It is better to quote the law and get on his side by agreeing with him on
how foolish it is to make a person go through all this inconvenience.
Aside from the moral issues of telling a “white lie,” it is just easier to
remember what you told him if you tell him the facts and the truth at
the beginning.

A well-known state governor was quoted as telling his staff always to
tell the truth because “It’s easier to remember what you said when you're
questioned about it later.”” He was not concerned about the morality, just
the fact that when you mislead someone, it is hard to remember exactly
what you said or did, so it is fairly easy to get caught. The bottom line is
that you cannot legally give this information to the spouse of a legally
competent person, but you can inform the spouse of this without putting
yourself in the position of the “information cop” simply by the way you
phrase it.
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Case two

The telephone call in the first case comes to you at your practice in a local
community hospital, and Mr. Doe wants to know about the medications
given to his wife during her recent hospital stay so he can better under-
stand the insurance statements.

Most institutions have a policy that covers giving information to any-
one other than the patient: the patient signs a form on admission listing
the people who can be told about his or her care and condition, and a
copy of this is kept with the patient’s written records on the ward or in
the file room as well as electronically. If you do not have the records (as
would be typical of pharmacy staff) or do not want to take the respon-
sibility of searching the electronic file for this form, the caller should be
referred to the hospital’s release of information office, which can properly
deal with it.

Most hospital pharmacies have a policy of referring all information
requests from outside sources to the release of information office. Your
department should have this stated in the policies and procedures man-
ual so there is no question regarding how to respond and so that you
do not appear to be acting on your own. If it is a written departmental
policy, then you have no choice in your response and you will also have
no involvement in the issue, which is by far the best position.

Case three

A police officer comes to your pharmacy and asks to see the prescription
information for Jane Doe. He is investigating an issue involving her and
wonders if medication usage may have played a role.

Technically, the officer should have a search warrant allowing him
access to this information, and you should not disclose records without
seeing the warrant and making notes about it. In real life, many people
take the officer’s word on this and allow him to look at a person’s pre-
scription profile without presenting a search warrant. Making photocop-
ies might be a different matter, and these same people may feel more
comfortable with the force of a warrant to protect them. There are two
reasons the legal system uses the search warrant procedure: it protects the
rights of the defendant from overzealous police searches (and, yes, that
does happen), and it protects the person who gives out the information
from accusations of illegally disclosing private information. Police do not
like hearing “no” when they ask for information, but you can cushion it.
State your complete willingness to help, but explain that you want to be
protected. Any competent police officer will understand your position.
When he returns with a warrant, you are bound to cooperate fully within
the confines of the warrant’s scope.
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Case four

The police officer in the preceding case comes to your hospital pharmacy
asking for the same information for the same reason. Just as in Case Two,
the best policy is to refer him to your hospital’s release of information
office as directed by your department’s policies and procedures manual
and hospital policy.

This may seem like splitting hairs and perhaps it is, but it is in such
details that legal issues are followed or broken. We should keep in mind
that the greater goal is in keeping health care information private, which
is really the proper thing to do. Each person should have the right to spec-
ify who should have access to this knowledge and what they do with it.
You may think this goes too far in some cases, such as when an immediate
family member is denied information on another’s medications, but look
at it this way: would a sixty-year-old widower want his thirty-five-year-
old daughter to know that he has a prescription for Viagra and has been
getting it refilled regularly? Would a twenty-year-old unmarried woman
want her father to know she has an active prescription for birth control
pills? Would a person want someone else to know he or she has an active
prescription for a breathing inhaler, glaucoma drops, an atypical anti-
psychotic, an antianxiety medication, a genital herpes treatment, or an
antiviral commonly used for HIV? Perhaps a person would not mind the
release of some of this information, but that is not for us to decide. Every
mentally competent person should have control over his or her private
information, whether it is banking records, salary level, or health infor-
mation. You would not expect a bank to give out your financial infor-
mation to someone without your permission, would you? You would not
expect your supervisor or your institution’s human resources department
to reveal your salary information without your permission, would you?
The concept is the same.

Except for those with a legitimate legal or ethical need, it is the
patient’s information, and the patient is the only one who should decide
who knows it.

The Dietary Supplement Health and Education Act

The DSHEA was passed by Congress in 1994 in an attempt to bring regu-
lation, standardization, and safety to the growing market for “natural”
remedies such as herbs and vitamins. The legislation was only partially
successful, mostly because of a huge letter-writing campaign from citi-
zens and businesses concerned that federal oversight would unreason-
ably limit their rights and choices in selecting pharmacological therapy. In
addition, the limited requirements outlined by DSHEA have taken many,
many years to implement and even then are not given adequate attention
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by the Food and Drug Administration’s (FDA’s) overworked departments.
However, there are many aspects of the law that are a great improvement
over the past.

This law created a new category of pharmaceuticals to add to the
previous prescription and over-the-counter (OTC) categories, that of
dietary supplement, which was defined as a product intended to supple-
ment the diet and not intended as a cure for a disease. Dietary supple-
ments include such ingredients as vitamins, minerals, amino acids, herbs,
and other botanical products. The law also established a framework for
the safety of these products, including adherence to good manufactur-
ing practices; limited claims and labeling regarding use and nutritional
support; required ingredient labeling; and formed an Office of Dietary
Supplements with the National Institutes of Health to examine the health
claims of dietary supplements.

Implementation and definition of these features is not exactly straight-
forward with both the FDA and the industry responsible, leading to mul-
tiple interpretations and areas that are not adequately regulated.

Manufacturers must ensure that a product is safe before it is marketed
but they do not have to inform the FDA of their evidence if the product is
anaturally occurring substance, even though the FDA is charged with the
burden of proof of safety. A manufacturer must inform the FDA of what
is referred to as a new dietary ingredient (anything not occurring naturally
in foods) and its safety data seventy-five days before marketing it, but the
FDA only keeps a record of this and does not verify it. You will recall that
with OTC and prescription products, the FDA requires in-depth investi-
gation into safety before marketing, as outlined in Chapter 3. The DSHEA
gives the FDA the authority to enforce good manufacturing practices and
to emphasize a clean working environment in the manufacture and sale
of dietary supplements, but these regulations were not finalized until
December 2006 (twelve years after passage of the law), and small firms
have been given three to five years to implement them. In the meantime,
they have been required to follow the requirements for food handling,
which are less stringent than those for drug manufacture.

Label claims of effectiveness and usage are not verified by the FDA,
but the manufacturer must have proof that they are truthful and not mis-
leading and must notify the FDA within thirty days of marketing the
product. The effectiveness and usage claim may only refer to the product’s
effect on body function, nutrient deficiencies, or general well-being, and
may not claim to treat a disease. This can lead to interesting wording. For
example, the label for saw palmetto may not claim to “treat symptoms of
enlarged prostate,” but it may claim to “improve men’s urinary control.”
Red yeast may not claim to “reduce high cholesterol levels,” but it may
claim to “aid in promoting a healthy cardiovascular system.” The differ-
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ences in wording may sometimes seem silly, but that is how DSHEA deals
with the lack of proof of effectiveness of these products.

Many questions about dietary supplements are the result of the
lack of scientific testing, which is a result of their very nature: first,
a company cannot patent an herb or other plant or plant component,
and companies are not willing to spend money on research on a prod-
uct they cannot patent. In addition, questions about which component
of a plant is the active ingredient are common. As you can imagine,
there are dozens of chemicals in any leaf, root, or bark of a plant, and
determining which is the active ingredient, or whether the activity is
a result of several chemicals blending together requires intense study.
This is the role of the new Office of Dietary Supplements, which spon-
sors such studies.

Periodically, the office publishes its latest findings on the safety and
effectiveness of dietary supplements, providing solid information to com-
pare with the folk tales that are the basis of most usage, even in Europe,
where herbal products are commonly prescribed medications, even though
their best information is usually an analysis of various folk tales and an
estimation of their validity. Several items thought to be effective have been
shown by new statistically valid studies to be no better than a placebo, so
one is best served to treat all claims with a healthy dose of skepticism.

Even with the questions surrounding the marketing, sale, and use
of dietary supplements, it is comforting to remember that most have
extremely mild side effect profiles. In short, although they may not do
you any good, they probably will not hurt you, either. The least that
a pharmacy should do to best serve its clients is to know which herb-
als and other dietary supplements interact with OTC and prescription
products and to try to include these items in patients’ medication pro-
files and sell only products that have the U.S. Pharmacopoeia (USP) seal
of verification.

The USP is a nongovernmental organization recognized by the gov-
ernment as an official source of information and regulation. The USP
tests dietary supplements for “identity, strength, quality, and purity” by
examining their manufacture under existing good manufacturing prac-
tices and checking for accuracy in label ingredients and the amount each
dose contains (they have found some products had none of the ingredient
advertised and others that had as much as 400% of the amount labeled)
and for contaminants. Pharmacies should attempt to sell only those prod-
ucts that carry the USP’s seal of verification when possible. Several of the
more responsible manufacturers of dietary supplements work closely
with the USP to provide the highest quality products possible; other man-
ufacturers skirt the law, providing products of dubious quality. You are
providing a service to your clients and limiting your legal liability when
selling USP-verified products.
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The United States Pharmacopoeia/
Chapter 797 Guidelines

The United States Pharmacopoeia (USP) is a book of pharmaceutical
standards. USP Chapter 797 is a requirement for the pharmaceutical com-
pounding of sterile products enacted to assure their quality preparation
and proper labeling, storage, dispensing, and delivery. The standards
were created to protect patients from harm that might result from receiv-
ing improperly compounded medications. The USP 797 guidelines greatly
affect the pharmacy’s day-to-day activities. USP 797 is a topic for another
book, but here are some of the highlights that may be pertinent to pharmacy
technicians. Please refer to the USP 797 guidelines for further details.

The USP 797 guidelines focus on the process of sterile compound-
ing to create consistent quality sterile preparations free of microbial con-
tamination and errors in drug or dose. Compounding or drawing up of
intravenous medications should occur in a laminar airflow workbench
located in a cleanroom, but exceptions, such as code situations, do exist.
Another topic covered in USP 797 is storage of medications used in sterile
compounding, such as determining how long a multi-dose vial can be
safely used for (beyond-use-dates). Cleaning and sterilization procedures
are also described in this chapter. The USP 797 requirements help ensure
the process of preparation leads to the distribution of safe medications to
our patients.

Each facility has its own procedures for complying with the USP 797
guidelines and required on-the-job training. It is important to remember
that the objective of regulating sterile compounding preparation is to
increase safety for patients receiving these compounded medications and
to ensure the quality of the products.

Sample questions for student review

1. If a person were to call your pharmacy and ask, “What medicines
does my mother take?” when is it legal for you to answer?

2. If a person were to call your pharmacy and ask, “What medicines
does my child take?” when is it legal for you to answer?

3. If a person were to call your pharmacy and ask, “Which of these
medicines is for my father’s pain, X, Y, or Z?” would it be legal for
you to answer? What could you tell the caller?

4. Is it legal for someone other than the patient to pick up finished pre-
scriptions at a retail pharmacy?

5. What is a dietary supplement?

6. How safe are dietary supplements to use?

7. Can you recommend herbal products with full scientific confidence
in your information?
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8. What is the basis for most effectiveness and usage claims for dietary
supplements?
9. Is it legal for a dietary supplement to be marketed as a treatment for
migraine headaches?
10. What might be a legal way to phrase a claim that feverfew treats
migraine headaches?
11. What is the best way to be confident in the quality of dietary sup-
plement products?






chapter six

Ethics theory and application

Overview and objectives

Ethics and ethical behavior can be argued about endlessly, with most peo-
ple making the point that ethics comes down to doing what you think is
right based on your own experiences, attitude, and judgment. Your per-
sonal viewpoint is formed throughout your life in deciding right from
wrong and observing others making similar decisions and is influenced
by parents, schools, and religion.

Your parents’ impact is deep seated and often unrecognized, but the
old saying, “The fruit doesn't fall far from the tree” is very true. Recognize
it or not, like it or not, we all end up acting and thinking a lot like our
parents did.

Schools educate not only to provide a method for personal develop-
ment, but also to support and maintain traditions of behavior. Education
for personal development is an obvious thing; by taking the courses a
school requires, you simply learn to think better. Why do you think they
require all those math classes? Does anyone really need to know how to
calculate the circumference of a circle or the length of one leg of a triangle
very often? What about all of those formulas in algebra? How often do
you use them? Almost never, but that is not the point of learning them.
Math classes teach you how to solve problems in a way that improves
your problem-solving skills in all aspects of life. This, in turn, fulfills
the school’s goal of educating you to live a better life and be a better citi-
zen. Maintaining traditions comes through the extracurricular aspects
of school, such as music, sports, drama, and other group activities. Just
attending school events gives us a sense of social validity and tradition,
serving to help all of us just along better with each other.

Religion is the one influence that comes to us tempered by centuries
of thought, writings, and opinions. When you look into the history of
many of today’s religion-based attitudes and practices, you may be quite
surprised at their origins and how they became influential today. Where
did the idea of unmarried priests and nuns come from? Who chose which
books to include in the Bible? Why do some people view pork as unfit to
eat? Why do Amish and Hasidic Jews, as well as many others, wear only
certain styles of clothing? Where did the method of choosing the Dalai
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Lama or the pope come from? Why do some religions have one god and
others have several? Why do some religions go to great lengths to spread
their message and convert others, and other religions go to great lengths
to leave other people alone? What is each religion’s official position on
when life truly begins, and how did they reach that conclusion? Has it
always been what it is today or has it changed over the centuries or even
just the past decades? Today’s religious beliefs are the result of hundreds
and hundreds of years of examination, thought, and reflection based on
the opinions of some of the greatest minds in history, but an individual
person’s religious beliefs are mostly influenced by where they were born
and raised and what their parents believed. Very, very few people analyze
all religions and then choose the one they want to belong to or make their
own conclusions based on just their own analysis. For the most part, we
all simply keep on following the same religion our parents did and believe
what that religion’s leaders tell us is right without thinking much about it.
Even so, these religious beliefs are powerful influences on how we live our
lives and what we think public policy should be, even for those who do
not view themselves as very religious people. Religious attitudes pervade
our actions and opinions in subtle, deep-seated ways that are far beyond
the scope of this narrative.

Although all of this parental, scholastic, and religious discussion
seems logical at first glance, it fails to take into account two other
important considerations: the viewpoint of the society in which you
live and the impact it has on developing your own view of what is
right. Society’s impact is easily shown by comparing two different stan-
dards of ethical behavior as seen in two different societies: the modern
Western society of today and the ancient Roman society from roughly
500 B.C. to 1000 A.D.

The ancient Romans held human life and rights in low regard, as dem-
onstrated by parents’ treatment of unwanted children (they either killed
them or sold them into slavery); the treatment of military prisoners (they
either killed them or sold them into slavery); the treatment of conquered
populations (those that resisted were either killed or sold into slavery);
and the treatment of minorities (they were often controlled by feeding
their leaders to the lions in exhibitions at the Coliseum in Rome and in
hundreds of similar venues throughout the empire). Gladiators fighting to
the death and the public slaughter of unarmed people by wild beasts were
seen as a form of general entertainment, much as the audiences of today
view sporting events, television, and movies. If modern-day Americans
were to travel back in time to ancient Rome and try to point out to the citi-
zens how barbaric and morally wrong they were in their treatment of other
human beings, they would be met with blank stares because there would
be no understanding of the concepts of human kindness and appropriate
treatment. Their enjoyment of gladiator bouts and human sacrifice to wild
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animals would be no different from our enjoyment of Bach, Beethoven,
the Beach Boys, or baseball and basketball.

It is easy to see how living in such a society would mold people’s views
of ethical behavior in ways that today’s citizens would view as reprehensi-
ble, but the point to be made with this comparison is that, in the forming of
ethical standards, it is impossible to escape the role played by the society
in which one lives. Each individual’s ethical behavior takes into consider-
ation current social standards. Ethical standards of one society (today’s,
for example) and another (ancient Rome’s, for example) may not agree, but
the people in each society are behaving ethically based on the standards
of that society. One society may think that the other society’s standards
are wrong, but that opinion is based on the society that has formed the
particular standards. Modern Americans may disagree with medieval
witch burnings, the amputation of a thief’s hands (which, by the way, is
still practiced today in certain societies), stoning an adulterer to death, and
crucifixion, but these reflect the ethics of their time and society.

Study of the topic of ethics presents reference points of current proper
behavior and decision making in today’s society, reference points that
provide support when such questions need to be decided. Society’s val-
ues guide its citizens and carry more influence than the opinions of an
individual person, an individual religion, or an individual school district
and therefore provide public support for decisions. By having a working
knowledge of ethical decision-making topics, individuals are equipped to
make better-quality decisions with which others in the society will agree,
making such choices defensible both legally and morally.

Chapter 6 discusses the following subjects:

* An overview of ethical decision making

® The development of medical ethical standards and codes of ethi-
cal behavior

e Ethical behavior in business and professional relationships

e Patient’s rights

¢ Current issues and cases

The development of pharmaceutical
ethical considerations

Ethics can be defined as both the science of human nature and a system of
principles governing morally correct conduct. Morality is considered the
confirmation of generally accepted standards of conduct.

These terms are often mistaken for one another because their defini-
tions are so similar. Although their definitions are not exactly interchange-
able or synonymous, it is relatively safe to assume that people cannot
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develop a system of ethics without first consulting their society’s generally
accepted standards of conduct. These standards of conduct and the result-
ing system of ethics are derived from a group’s basic need to preserve its
own society. By implementing guidelines, groups are better able to avoid
conflict, upheaval among members, and disintegration of the group as a
whole. In an ideal situation, ethics would come naturally—no disagree-
ments or discrepancies would surface; everyone would hold essentially
the same set of ideals to be true. But because every person is not the same,
these standards can vary among individuals even though they have been
lifelong members of the same society. Something as simple as a slightly
different interpretation of a society’s values can greatly affect a person’s
belief. Ideally, everyone would share the same opinion—if most people
are raised under the same set of values, then personal thoughts should
not differ, should they? Unfortunately, ethics and the issues of morality
surrounding ethics are not always as simple as right versus wrong.

Ethics cannot always be followed to the letter. Ethics can be divided into
two main categories: consequential and nonconsequential. Consequential
ethics place emphasis on the “correct” end result—the consequences of
the act validate the action, and all actions should bring about the greatest
good for the greatest number. Nonconsequential ethics place the empha-
sis on truth. Ethical issues are viewed as right or wrong. The outcome is
not the most important issue. The most important issue is the action that
brought about the outcome. Obviously, a large gray area separates these
two extremes, and most people’s views fall somewhere between the two.
Without clearly defined ethical rules, society’s decision making becomes
more complicated.

Within society, groups (e.g., religious, family, and professional groups)
must all coexist. Often, a person belongs to more than one of these groups
at the same time. At its core, each group holds to a set of collective val-
ues, and may not adhere to the exact same set of standards as another.
This could cause a dilemma for individuals who see the slight variations
between the groups of which they are members.

Professions often form individual sets of standards to which they
refer for guidance. For example, the best-known set of guidelines for a
profession would most probably be the ancient Greek Hippocratic oath for
physicians. The Hippocratic Oath states:

I swear by Apollo the physician and Aesculapius,
Hygeia and Panacea and all the gods and god-
desses, that, according to my ability and judgment, I
will keep this Oath and this covenant.

To reckon him who taught me this Art equally
dear to me as my parents, to share my substance
with him and relieve his necessities if required; to
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look upon his offspring on the same footing as my
own brothers and to teach them this Art, if they
shall wish to learn it, without fee or stipulation;
and that by precept, lecture and every other mode
of instruction, I will impart a knowledge of the Art
to my own sons and those of my teachers and to
disciples who have signed the covenant and have
taken an oath according to the law of medicine, but
no one else.

I will follow that system of regimen which,
according to my ability and judgment, I consider for
the benefit of my patients and abstain from what-
ever is deleterious and mischievous. I will give no
deadly medicine to anyone if asked, nor suggest
any counsel; and in like manner I will not give to a
woman an abortive remedy. With purity and with
holiness I will pass my life and practice my Art.

I will not cut persons labouring under the stone,
but will leave this to be done by such men as are
practitioners of this work. Into whatever houses I
enter, I will go into them for the benefit of the sick
and will abstain from every voluntary act of mis-
chief and corruption; and further, from the seduc-
tion of females or males, or freemen and slaves.

Whatever, in connection with my professional
practice, or not in connection with it, I see or hear,
in the life of men, which ought not to be spoken of
abroad, I will not divulge, as reckoning that all such
should be kept secret. While I continue to keep this
Oath unviolated, may it be granted to me to enjoy
life and practice of the Art, respected by all men,
in all times. But Should I trespass and violate this
Oath, may the reverse be my lot.

Code of ethics background and progression

Codes of ethics for other medical professions also exist. Although neither
as old nor as familiar as the Hippocratic Oath, guidelines for the profes-
sion of pharmacy have been found that date back to the sixteenth century.
The seventeenth century brought about the forming of apothecary societ-
ies. It was not until the nineteenth century that pharmaceutical education
was available in the United States.

The first college of pharmacy in the United States was the Philadelphia
College of Pharmacy, which was founded in 1821. In 1848, the college
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adopted the nation’s first pharmaceutical code of ethics. This code is the
standard from which present-day codes have been derived.
The 1848 Philadelphia code of pharmacy states:

¢ Pharmacy being a profession which demands knowledge, skill and
integrity on the part of those engaged in it and being associated with
the medical profession in the responsible duties of preserving the
public health and dispensing the useful though often dangerous
agents adapted to the cure of disease, its members should be united
on some general principles to be observed in their several relations
to each other, to the medical profession and to the public.

® The Philadelphia College of Pharmacy being a permanent, incorpo-
rated institution, embracing amongst its members a large number of
respectable and well-educated apothecaries, has erected a standard
of scientific attainments, which there is a growing disposition on the
part of the candidates for the profession to reach; and being desirous
that in relation to professional conduct and probity, there should be
a corresponding disposition to advance, its members having agreed
upon the following principles for the government of their conduct:

¢ 1st. The College of Physicians of Philadelphia having declared that
any connection with, or monied interest in apothecaries’ stores, on
the part of the physicians, should be discountenanced; we in like
manner consider that an apothecary being fully engaged in further-
ing the interests of any particular physician, to the prejudice of other
reputable members of the medical profession, or allowing any phy-
sician a percentage or commission on his prescriptions, as unjust
toward that profession and injurious to the public.

® 2nd. As the diagnosis and treatment of disease belong to the provi-
dence of a distinct profession and as a pharmaceutical education does
not qualify the graduate for these responsible offices; we should, where
it is practicable, refer applicants for medical aid to a regular physician.

e 3rd. As the practice of Pharmacy can only become uniform by
an open and candid intercourse being kept up between apoth-
ecaries, which will lead them to discountenance the use of secret
formulae and promote the general use and knowledge of good
practice, and as this College considers that any discovery which
is useful in alleviating human suffering, or in restoring the dis-
eased to health, should be made public for the good of humanity
and the general advancement of the healing art—no member of
the College should originate or prepare a medication, the com-
position of which is concealed from other members, or from
regular physicians. Whilst the College does not at present feel
authorized to require its members to abandon the sale of secret
or quack medicine, they earnestly recommend the propriety of
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discouraging their employment, when called upon for an opinion
as to their merits.

¢ 4th. The apothecary should be remunerated by the public for his
knowledge and skill and his charges should be regulated by the
time consumed in preparation, as well as by the value of the article
sold; although location and other circumstances necessarily affect
the rate of charges at different establishments, no apothecary should
intentionally undersell his neighbors with a view to his injury.

¢ 5th. As medical men occasionally commit errors in the phraseology of
their prescriptions, which may or may not involve ill consequences to
the patient if dispensed and be injurious to the character of the practi-
tioner; it is held to be the duty of the apothecary, in such cases, to have
the corrections made, if possible, without the knowledge of the patient,
so that the physician may be screened from censure. When the errors
are of such a character as not to be apparent, without the knowledge of
circumstances beyond the reach of the apothecary, we hold him blame-
less in case of ill consequences, the prescription being his guarantee,
the original of which should always be retained by the apothecary.

¢ 6th. Apothecaries are likewise liable to commit errors in compound-
ing prescriptions—first, from the imperfect handwriting of the phy-
sicians; secondly, owing to the various synonyms of drugs in use
and their imperfect abbreviations; thirdly, from the confusion which
even in the best-regulated establishments may sometime occur, aris-
ing from press of business; and fourthly, from deficient knowledge
or ability of one or more of the assistants in the shop, or of the propri-
etor — we hold that in the first three instances named, it is the duty
of the physician to stand between the apothecary and the patient,
as far as possible; and in the last that he should be governed by the
circumstances of the case — drawing a distinction between an error
made by a younger assistant accidentally engaged and a case of cul-
pable ignorance or carelessness in the superior.

e 7th. As the apothecary should be able to distinguish between good
and bad drugs, in most cases and as the substitution of a weak or
inert drug for an active one, may, negatively, be productive of serious
consequences—we hold that the intentional sale of impure drugs or
medicines, from motives of competition, or desire of gain, when pure
articles of the same kind may be obtained, is highly culpable and
that it is the duty of every honest apothecary or druggist to expose
all such fraudulent acts as may come to his knowledge. But in refer-
ence to those drugs which cannot be obtained in a state of purity,
he should, as occasion offers, keep physicians informed as to their
quality, that they may be governed accordingly.

e 8th. As there are many powerful substances that rank as poi-
sons, which as constantly kept by apothecaries and prescribed by
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physicians and which are only safe in their hands, as arsenious
acid, vegetable alkaloids, ergot, cantharides, etc—we hold that the
apothecary is not justified in vending these powerful agents indis-
criminately to persons unqualified to administer them and that a
prescription should always be required, except in those cases when
the poisons are intended for the destruction of animals or vermin—
and in these instances only with the guarantee of a responsible per-
son. And we hold that when there is good reason to believe that the
purchaser is habitually using opiates or stimulants to excess, every
conscientious apothecary should discourage such practice.

* 9th. No apprentice to the business of apothecary should be taken for
a less term than four years, unless he has already served a portion of
that time in an establishment of good character. Apprentices should
invariably be entered as matriculants in the school of pharmacy and
commence attendance on its lectures at least two years before the
expiration of their term of apprenticeship; and as the progress of our
profession in the scale of scientific attainment must depend mainly
upon those who are yet to enter it—it is recommended that those
applicants who have had the advantage of a good preliminary edu-
cation, including the Latin language, should be preferred.

In 1852, the American Pharmaceutical Association member Henry
P. Hynson drafted a code of ethics for the Maryland Pharmaceutical
Association. This new code of ethics was decidedly more in-depth than
the previous code. Hynson's code of ethics took into account the complex
relationships and other avenues in which pharmacy as a profession was
involved. A major point of interest in Hynson’s code of ethics was respect.
Hynson addressed the respecting of the pharmacist himself. He believed
that pharmacists should be thoroughly qualified to fulfill the everyday
requirements called for as a pharmacist.

Hynson’s first element of respect was that a pharmacist should pos-
sess good moral character. Addiction to abusive drugs and the reliance on
alcohol are not allowed. Pharmacists should do all they can to continue
to educate themselves. In addition to education, the pharmacist should
recognize the standards set by both the U.S. Pharmacopeia and the National
Formulary for the Articles of Materia Medica.

The second element regarding respect deals with respecting the
pharmacist’s relations with those from whom he makes purchases. The
point of this section of the code was to promote fair dealing between
pharmacists and their suppliers. Honesty and integrity were valued in
commerce between the two. Pharmacists also were to follow all trade
rules and regulations.

The third regarding respect concerns respect between pharmacists.
Hynson’s code of ethics follows the adage “do as he would be done by.”
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Pharmacists would not in any way discredit another pharmacist for their
own gain.

The fourth concerns respecting the unique pharmacist relationship
with physicians. Pharmacists should not substitute ingredients without
the consent of the physician, and with the drafting of this specific code of
ethics, pharmacists were instructed not to place copies of the physician’s
prescriptions on the container unless the physician specifically instructed
the pharmacist to do so. Even if the patient requested directions, the phar-
macist was not to comply with that request. The pharmacist was instructed
never to discuss the physician’s request with the “customer” for whom it
was intended. The composition of the prescription was also not to be dis-
closed to the recipient.

In 1870, the American Pharmaceutical Association revised and
expanded a set of objectives it felt was noteworthy. The Association
wished to set the tone for the expanding world of pharmacy, and the new
list of objectives was more far-reaching and comprehensive than previous
efforts. The 1870 update addressed several points, many newly identified:

* To improve and regulate the drug market by preventing the impor-
tation of inferior, adulterated, or deteriorated drugs and by detecting
and exposing home adulteration

* To establish the relations between druggists, pharmaceutists, physi-
cians, and the people at large on just principles that shall promote
the public welfare and tend to mutual strength and advantage

* To improve the science and the art of pharmacy by diffusing scien-
tific knowledge among apothecaries and druggists, fostering phar-
maceutical literature, developing talent, stimulating discovery and
invention, and encouraging home production and manufacture in
the several departments in the drug business

e Toregulate the system of apprenticeship and employment to prevent,
as far as practicable, the evils flowing from deficient training in the
responsible duties of preparing, dispensing, and selling medicines

e To suppress empiricism (i.e., quackery) and to restrict the dispens-
ing and sale of medicines to regularly educated druggists and
apothecaries

e To uphold the standards of authority in the education, theory, and
practice of pharmacy

* To create and maintain a standard of professional honesty equal to
the amount of our professional knowledge, with a view to the high-
est good and greatest protection to the public

As strange and foreign as a few of these sections may appear to the mod-
ern-day pharmacist or pharmacy technician, the beginning of the modern
ethical codes that are followed today can be seen.
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It is no surprise that work in the medical profession comes with
both pros and cons. Helping others is one main reason many people
join the medical professions, but with current technological advance-
ments and the often-changing legal world, today’s pharmacy profes-
sionals often meet many confounding issues. Having standardized
codes of behavior developed by recognized national organizations can
be of great assistance in the day-to-day decisions concerning profes-
sional behavior that arise.

In 1952 and 1969, the American Pharmaceutical Association revised
its code of ethics, and in 1975, an amendment was made to the code.
The present day American Pharmaceutical Association Code of Ethics
for Pharmacists was adopted by the group in 1994. Although this set of
codes is an asset for the pharmacy professional, these amendments are
not law. Each decision that a pharmacy professional must make needs
to be fully measured against the ethical ramifications of that decision
and the law.

American Pharmaceutical Association
Code of Ethics for Pharmacists

Pharmacists are health professionals who assist individuals in making
the best use of medications. This code, prepared and supported by phar-
macists, is intended to state publicly the principles that form the fun-
damental basis of the roles and responsibilities of pharmacists. These
principles, based on moral obligations and virtues, are established to
guide pharmacists in relationships with patients, health professionals,
and society.

I. A pharmacist respects the covenantal relationship between the
patient and the pharmacist. Considering the patient-pharmacist
relationship as a covenant means that a pharmacist has moral obliga-
tions in response to the gift of trust received from society. In return
for this gift, a pharmacist promises to help individuals achieve opti-
mum benefit from their medications, to be committed to their wel-
fare, and to maintain their trust.

II. A pharmacist promotes the good of every patient in a caring, com-
passionate, and confidential manner. A pharmacist places concern
for the well-being of the patient at the center of professional practice.
In doing so, a pharmacist considers needs stated by the patient as
well as those defined by health science. A pharmacist is dedicated
to protecting the dignity of the patient. With a caring attitude and a
compassionate spirit, a pharmacist focuses on serving the patient in
a private and confidential manner.
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III. A pharmacist respects the autonomy and dignity of each patient. A

pharmacist promotes the right of self-determination and recognizes
individual self-worth by encouraging patients to participate in deci-
sions about their health. A pharmacist communicates with patients
in terms that are understandable. In all cases, a pharmacist respects
personal and cultural differences among patients.

IV. A pharmacist acts with honesty and integrity in professional rela-

tionships. A pharmacist has a duty to tell the truth and to act with
conviction of conscience. A pharmacist avoids discriminatory prac-
tices, behavior or work conditions that impair professional judg-
ment, and actions that compromise dedication to the best interests
of patients.

V. A pharmacist maintains professional competence. A pharmacist

has a duty to maintain knowledge and abilities as new medications,
devices, and technologies become available and as health informa-
tion advances.

VL. A pharmacist respects the values and abilities of colleagues and

VIL

other health professionals. When appropriate, a pharmacist asks for
the consultation of colleagues or other health professionals or refers
the patient. A pharmacist acknowledges that colleagues and other
health professionals may differ in beliefs and values they apply to
the care of the patient.

A pharmacist serves individual, community, and societal needs.
The primary obligation of a pharmacist is to individual patients.
However, the obligation of a pharmacist may at times extend beyond
the individual to the community and society. In these situations, a
pharmacist recognizes the responsibilities that accompany these
obligations and acts accordingly.

VIIL. A pharmacist seeks justice in the distribution of health resources.

When health resources are allocated, a pharmacist is fair and equi-
table, balancing the need of patients and society.

In addition, it is interesting to note that an oath for pharmacists exists.

Like the Hippocratic Oath of the physician, this oath of a pharmacist
strives to maximize the potential a pharmacist can contribute.

Oath of a Pharmacist

At this time, I vow to devote my professional life to the service of all
humankind through the profession of pharmacy.

I will consider the welfare of humanity and relief of human suffering
my primary concerns.
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¢ I will apply my knowledge, experience and skills to the best of my
ability to assure optimal drug therapy outcomes for the patients I
serve.

¢ I will keep abreast of developments and maintain professional com-
petency in my profession of pharmacy.

¢ | will maintain the highest principles of moral, ethical and legal
conduct.

¢ Iwill embrace and advocate change in the profession of pharmacy that
improves patient care.

¢ | take these vows voluntarily with the full realization of the respon-
sibility with which I am entrusted by the public.

In 1996, the American Association of Pharmacy Technicians realized
the need for a code of ethics separate from that of the pharmacists. The
association then drafted its own version of the code of ethics for pharmacy
technicians.

Because pharmacy technicians’ job duties and requirements differ
from those of pharmacists, it is important for pharmacy technicians also
to take into consideration their code of ethics.

American Association of Pharmacy Technicians
Code of Ethics for Pharmacy Technicians

Pharmacy technicians are health care professional who assist pharmacists
in providing the best possible care for patients. The principles of this code,
which apply to pharmacy technicians working in any and all settings, are
based on the application and support of the moral obligations that guide
the pharmacy profession in relationships with patients, health care pro-
fessionals, and society.

L. A pharmacy technician’s first consideration is to ensure the health
and safety of the patient and to use knowledge and skills to the best
of his/her ability in serving others.

II. A pharmacy technician supports and promotes honesty and integ-
rity in the profession, which includes a duty to observe the law,
maintain the highest moral and ethical conduct at all times, and
uphold the ethical principles of the profession.

III. A pharmacy technician assists and supports the pharmacist in the
safe, efficacious, and cost-effective distribution of health services
and health care resources.

IV. A pharmacy technician respects and values the abilities of pharma-
cists, colleagues, and other health care professionals.
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V. A pharmacy technician maintains competency in his/her practice
and continually enhances his/her professional knowledge and
expertise.

VI. A pharmacy technician respects and supports the patient’s individ-
uality, dignity, and confidentiality.

VII. A pharmacy technician respects the confidentiality of a patient’s
records and discloses pertinent information only with proper
authorization.

VIIL. A pharmacy technician never assists in the dispensing, promoting,
or distributing of medications or medical devices that are not of
good quality or do not meet the standards required by law.

IX. A pharmacy technician does not engage in any activity that will dis-
credit the profession and will expose, without fear or favor, illegal or
unethical conduct in the profession.

X. A pharmacy technician associates with and engages in the support
of organizations that promote the profession of pharmacy through
the use and enhancement of pharmacy technicians.

Pharmacy — a respected tradition

For a number of consecutive years, the profession of pharmacy has been
ranked as the most trusted profession by the American people. Although
consideration as the most trusted profession is most certainly commend-
able, it carries with it innumerable responsibilities—not only ethical but
also legal. Sometimes these responsibilities are easy to distinguish and
carry out, but at other times, the area between ethics and the law, or
between perceived right and wrong, becomes blurred.

Pharmacy professionals share many things in common. Education,
career training, and a distinct sense of pride in their work are only a few.
Excluding personal opinion, it can be safe to assume that the majority
of people entering the pharmacy profession today share common goals
and common professional values. Applying these values in challenging or
difficult situations can test even the most patient pharmacy professional.
Living up to the title of the most trusted profession comes with its own set
of duties, especially when outside groups such as the federal government
and pharmaceutical companies push agendas that have the potential—
whether intentional or not—to add even more ethical dilemmas to the
pharmacy profession.

Years ago, pharmacy’s main job was the dispensing and compounding
of drugs. Because of this relatively limited duty, ethical issues in the work-
place were not as prevalent as they are today, and the law or the following
of the law was the most important factor to consider. Today, in addition to
dispensing and compounding medication, pharmacists counsel patients
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on proper medication usage, potential side effects, and drug interactions.
Pharmacists also must be the mediator if and when questions arise with
the patient or the prescriber. Because of the pharmacy professional’s close
personal contact with the public, problems can arise and ethical applica-
tions may need to be considered.

With high standards firmly in place and competent professionals, the
pharmacy profession will continue to excel and live up to its stellar repu-
tation. The profession has proved through changing times that it can rise
to the occasion and handle ethical and legal considerations.

Pharmacy-related relationships

In recent years, major emphasis has been placed on the pharmacy profes-
sion’s ability to communicate effectively to and between patients, physi-
cians, and other medical professionals and personnel.

No longer is dispensing medications pharmacy’s only job. Its outreach
now expands into the realm of improving patient outcomes by establish-
ing long-term relationships with medical practitioners, patients, and other
pharmacy professionals. Each relationship is unique and warrants dis-
cussion. In a world that relies heavily on interpersonal interaction, one
must take into consideration the level of professionalism needed to handle
these sometimes complex relationships.

Pharmacy personnel-to-personnel relationships

Although one pharmacist’s opinions about specific issues may differ from
another’s, on major topics such as patient care, they usually agree about
ethical considerations and good practice standards.

The simplest rule one can adhere to in the pharmacy personnel-to-
personnel relationship is simple: treat others the way you wish to be
treated. All people have their own opinions; each is valid and is to be
respected. Treating each other with common courtesy and common
sense automatically imparts respect for others as professionals and as
simple human beings. People would all do well to conduct their profes-
sional and personal lives based on that simple adage: common courtesy
and common sense.

Business practice questions can arise in a pharmacist-owned retail
setting and budget considerations can arise in institutional settings, but it
is important not to let these financial matters cloud judgment on the phar-
maceutical level. Different views of situations should not overshadow one
fact: these professionals must remember that their number one priority is
their patients and the care of those patients.
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Pharmacy personnel—physician-provider relationship

Pharmacists, pharmacy technicians, and physicians are all medical pro-
fessionals who should rely on respect and honesty when dealing with one
another. The patient’s health care is the most important issue in this spe-
cific relationship.

Today’s pharmacist-physician-provider relationship has evolved into
a hands-on proactive practice in which the balance among proper diagno-
sis, proper utilization of medications, and proper monitoring parameters
has further linked the professions of pharmacy and medicine.

In the past, the pharmacy field was often viewed by the medical pro-
fession as more of a business than a viable medical career. Pharmacy’s
advancement into patient care, mandatory patient medication counsel-
ing, and drug regimen monitoring has elevated the profession to a rightly
deserved level. In some specific situations, pharmacists are now able to
confer with a physician or other health care professional and, on diag-
nosis, prescribe medication for a patient’s condition. With the health care
provider and the pharmacist acting as a team, patients are better served
because knowledge is collectively drawn from two specific areas of
expertise.

With this combination of patient care and the application of mutual trust
and respect, the pharmacist-physician-provider relationship will continue
to have an impact in the area that most requires it: proper patient care.

Pharmacy technicians are the ones who allow this to occur. To con-
centrate on this interaction with physicians and other providers, the phar-
macist must know that all other aspects of the pharmacy’s operation are
handled appropriately. Pharmacy technicians must realize that it is this
trust between them and pharmacists that allows pharmacists to fully
engage in patient care.

Pharmacy personnel—patient relationship

Of any of the mentioned relationships, the pharmacy personnel-patient
relationship is the most intimate and complex. To function properly, the
pharmacist—patient relationship requires the maintenance of a delicate
balance. Today’s patients are realizing that pharmacy workers are profes-
sionals trained to handle medication questions and problems. Pharmacists
and technicians are held in high esteem by the general public because of
their roles in patient education, wellness, and healthy lifestyles. The trust
extended by the public is the result of decades of service.

Today’s pharmacy professionals must also take into consideration
extraneous factors affecting everyday practice. Often, people select com-
munity retail pharmacies based on the level of convenience they offer such
as the distance between the pharmacy and their home or office. But, what
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happens when a person needs a prescription filled quickly and is away
from the home or office and nowhere near his or her chosen pharmacy?
Usually, the prescription is filled at the nearest pharmacy. This may lead
to utilizing the services of numerous pharmacies, a dangerous practice
because of the lack of complete medication records at any one pharmacy,
which opens the patient to the risks of polypharmacy (unintended mul-
tiple drug orders to treat the same problem) and drug interactions. Others
choose to fill their prescriptions based solely on price. Again, this practice
may lead to utilizing the services of many pharmacies.

Although patients are free to choose the pharmacy or pharmacies of
their liking, questions arise: What role do pharmacies play as a business?
What roles do pharmacies play in properly servicing patients medically?
The area between these two extremes is vast. Although a pharmacy most
certainly is a business, at what point does the business aspect become
completely secondary to the patients” health and well-being?

Even though the answer should be that the health and well-being of
the patient are always the top priority, the answer to this is not always so
easily found. Pharmacists and pharmacy technicians must do their abso-
lute best to ensure that the patient’s health care is of the utmost impor-
tance. This means cooperating with the pharmacy down the street, where
“your” patients have been going because their prices are slightly lower
than yours. This means cooperating with many different physicians,
nurses, physician’s assistants, and other health care providers to consoli-
date and organize your patient’s medication regimen.

The professional relationships that a pharmacist or pharmacy tech-
nician develops with all those he or she may come into contact in the
course of daily work is the fundamental basis for a successful phar-
macy practice.

Communicating professionally
in an information age

Years ago, prescription and medication information were routinely con-
cealed from the patient. Names of medications, dosage strengths, and
instructions on how to properly use the medication were essentially kept a
secret. The informative age in which we live today has drastically changed
the way that pharmacists and pharmacy technicians communicate with
others—especially patients. Today, physicians, health care providers, phar-
macists, and pharmacy professionals are not the only sources patients and
the general public turn to when they have questions regarding drug ther-
apy. Because of the overabundance of information—be it correct or incorrect
information—now available, it is important that pharmacy professionals
fully grasp the impact of proper, efficient communication with patients.
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To ensure proper communication, many avenues need to be
explored. Communicating effectively has long been a hallmark of
the modern pharmacy practice. Keeping in mind the patients’ health
and well-being and taking the necessary measures to ensure it are an
important consideration in the profession of pharmacy. Implementing
the techniques necessary to communicate properly begins the moment
a patient walks through the pharmacy’s door. As patients ask a ques-
tion or hand the pharmacy professional a prescription, they not only
are soliciting a service but are also expressing their implicit trust in the
pharmacy professional.

Informed consent is the idea of the patient freely consenting to receive
medical treatment, including drug treatment. Pharmacists and pharmacy
technicians often see new patient —patients with medical and medication
histories that are unfamiliar to them. In cases such as these, it is of the
utmost importance to gather as much information from the patient as pos-
sible. Also, when filling prescriptions for these new patients, one should
never assume which disease state the medication is to treat. To make sure
that the patients have indeed given informed consent to be treated with
certain medications, the patient should be asked, “What are you using
this medication for?” Keep in mind that the patient needs to be directly
asked this question. A pharmacy professional should never assume that a
medication is used to treat a certain condition; the patient should always
be asked.

For example, if a patient comes into a pharmacy with a prescription
for amitriptyline, the pharmacist or pharmacy technician should never
refer to it as a medication for depression. The patient should instead be
asked, “What are you using this medication for?” If patients were indeed
using the amitriptyline as a preventive measure against migraine head-
aches and were told the medication was primarily an antidepressant, they
might refuse the drug because they are “not depressed” or do not want to
be treated with an antidepressant—a class of drugs that even today car-
ries a stigma.

In the day-to-day workings of a pharmacy, an odd struggle can be
observed that pharmacists and technicians face. Often, pharmacists must
choose how much information about potential side effects they should
share with the patient, and technicians must decide how much informa-
tion they can provide before calling for the pharmacist. All are faced with
the dilemma of deciding how much information to disclose to patients.
Some pharmacists believe that disclosing complete information leads
to noncompliance, and that selectively sharing information regarding
adverse events leads to better patient compliance. Others feel that patients
are entitled to know everything about their medications and health con-
ditions, with the idea that an informed patient can make better-quality
decisions about their health care. Most pharmacists attempt to balance



90 Essentials of Law and Ethics for Pharmacy Technicians

these two, and pharmacy technicians must form their own opinions sur-
rounding this struggle.

Another service that is an integral part of pharmacy is the monitoring
of patient drug therapy for duplications, allergies, and other complicating
factors. Compounding this issue is the fact that many patients may fill
prescriptions at several pharmacies. Patients should always be asked to
list all the medications they are taking regardless of where they had their
prescription filled. This practice will help to ensure proper monitoring
and patient safety.

Although patient safety is of the highest importance, unfortunately
mistakes are made from time to time. Although not intentional, these mis-
takes can place a patient in harm’s way. When a mistake has been made,
it is pertinent for all involved—the pharmacist, the pharmacy technician,
and the patient—to come together and work through what potentially
could be a difficult time.

Acknowledging that a mistake has been made is the first step. One
should never even consider covering up an error or deceiving others. By
admitting to an error without hesitation, pharmacists not only establish
themselves as persons of honor and high character, but also ensure they
are doing the right thing for the affected patient. Interestingly, patients
almost always appreciate such honesty and think better of the profes-
sional for it.

Discussing problems the error may have caused and attempting to
rectify the situation are the next steps that should be taken. Finally, mea-
sures need to be taken to prevent more mistakes from happening in the
future. This can range from additional training for the involved employ-
ees if inadequate knowledge and skills were the cause, to changing the
way things are done in the pharmacy’s operation, such as relocating easily
confused products or changing the workflow process.

Because the patient relationship with pharmacists and pharmacy
technicians is based on trust, maintaining this trust is a top priority.
Maintaining patient confidentiality is a duty that all pharmacy providers
must observe. Sometimes, though, patient information must be shared
with others. For instance, when a pharmacy professional calls a doctor’s
office and requests an authorization for a refill, the request information
must sometimes be left with a nurse or a doctor’s receptionist. Does this
constitute breaking a confidence? Personal opinion aside, sharing “sensi-
tive” information with the intent of helping the patient is not usually con-
sidered as breaking a confidence. If this information were to be shared
with unauthorized personnel, this would be considered to be breaking
a confidence.

As stated, maintaining patient trust should be taken seriously by both
pharmacists and pharmacy technicians. The patient’s welfare is the num-
ber one priority.
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Patient’s rights

For centuries, medical care has focused on providing the best care for the
patient, but in the past, the physician was relied on to make all decisions
on behalf of the patient. Modern thinking has evolved so that now it is
believed to be best when patients are as fully informed as possible and
take an active role in decisions involving their medical care choices. There
is a broad range represented in the phrase “as fully informed as possible,”
which varies with the patient’s ability to comprehend, his or her level of
education, and the physician’s communication skills. In an effort to spell
out guidelines that would standardize the approach to these issues and
provide guidance for providers and hospitals when they are faced with
dilemmas, the American Hospital Association (AHA) adopted a patient’s
bill of rights in 1972, which they later refined into today’s statement, “The
Patient Care Partnership.”

American Hospital Association’s Patient Care Partnership

The AHA’s “Patient Care Partnership” is a brochure available to all hospi-
talized patients outlining what they should expect during care as an inpa-
tient. Although it has several headings, such as “High Quality Hospital
Care” and “A Clean and Safe Environment,” perhaps its most significant
portion is “Involvement in Your Care,” which covers the most important
aspects of hospitalization:

* Discussing the patient’s medical condition and information about
medically appropriate treatment choices

e Discussing the patient’s treatment plan

¢ Getting information from the patient

e Understanding the patient’s health care goals and values

¢ Understanding who should make decisions when the patient cannot

By addressing these vitally important topics, the AHA establishes a stan-
dard of communication and conduct that should be expected.
Pharmacists and pharmacy technicians often interact with the patient
on a level that is different from that of a physician or other medical profes-
sional provider. Numerous states have adopted sets of rights for the patient
in a pharmaceutical setting. Although these rights may vary slightly, the
basic idea is the same. Common characteristics include providing profes-
sional care in a timely manner from a competent provider without regard
to gender, race, age, or religion. All patients are to be treated with dignity.
All decisions relating to drug therapy should be made with the patient’s
best interest in mind and the pharmacists will do all they can to cooper-
ate fully with the providing medical professionals. Pharmacy patients are
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also provided with patient drug monitoring, screenings for adverse drug
reactions, and patient counseling. These rights provide the patient with
freedom of choice based on becoming fully informed. They also should
guarantee professional care.

Another aspect of medical law and patient’s rights involves informed
consent. Previously touched on briefly, informed consent and its associ-
ated ideas are discussed here in greater detail.

Informed consent falls under negligence law or medical malpractice.
Informed consent focuses on the idea that it is individuals” fundamental
basic right to control or make decisions about their bodies. This right can
be withdrawn only under exceptional circumstances. Informed consent
includes the right to accept or reject medical treatment, and the physician
or other medical provider must obtain consent before any medical treat-
ment is performed.

Individuals must understand the nature and the consequences of the
procedure or treatment they are about to undergo. Patients who are able to
comprehend this are considered mentally competent patients. Patients are
presumed competent unless a reason is given to believe otherwise, such
as an injury that affects mental stability or previous guardianship actions,
for which other persons are legally responsible for people who are inca-
pable of caring for themselves and making proper decisions. Someone
else must then give consent for these patients.

In most cases, people under the age of eighteen, the legal age of con-
sent, are deemed incompetent. People determined by the court to be
incompetent are thought to lack the ability to make rational medical deci-
sions. In these cases, someone known as a conservator is appointed for
them. Elderly patients with decreased or limited mental function usually
do not require court intervention. These patients can usually be deemed
incompetent by their physician, and consent must be obtained from a
third party.

This other party is often referred to as the surrogate decision maker.
For example, when a patient is under the age of eighteen, the surrogate
decision maker is usually a parent or legal guardian. In other cases,
the surrogate decision maker can be an adult appointed by the patient
through the law or a power of attorney for health care, a person selected
by the court, or the nearest relative.

Physicians have a duty to disclose enough information to patients or
their representatives about possible medical treatment so they can make
an informed decision concerning whether or not to undergo the procedure
or the proposed treatment. The nature of and the reason for the treatment,
the risks and consequences of the treatment, and existing alternatives and
the consequences that may occur if the treatment is refused—all must be
disclosed to patients before beginning any treatment.
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Informed consent is usually documented in writing and signed by
the patient or his or her representative. As always, a few exceptions to the
rules exist. The duty to disclose does not extend to the performance of
minor procedures. When a minor procedure is to be performed, patients
sign admission forms that authorize the hospital to provide the neces-
sary care. The most distinct exception to the disclosure rule concerns
emergency situations. In any situation when patients are not able to com-
municate (e.g., they are unconscious), lifesaving treatment may be admin-
istered without their consent. If patients are able to communicate or other
directives exist, then the emergency exception does not apply.

When patients choose to stop or waive an informed consent discus-
sion based on their belief that a physician knows best, this waiver of
informed consent must, like all obtained consent, be documented in the
patients’ records.

In some instances, patients have made decisions ahead of time in the
event they might be unable to make these decisions later for themselves.
These are referred to as advance directives or living wills. Living wills are
often the handwritten wishes of competent patients listing the measures
they wish to have or have excluded in the event they are unable to make
that decision later. This living will must comply with state standards, or it
is not legally binding.

On the other hand, advance health care directives are more formal
typewritten documents that comply with the state’s requirements.

Informed consent is a powerful right and should be treated seriously.
Legally and ethically, patients have the right to accept or refuse medical
treatment. By law, these individual opinions must be respected, although
courtaction can be taken to force people to accept treatment for themselves
or those for whom they have guardianship. Most commonly, competent
people who make decisions for themselves are not forced by a court to
accept treatment against their wishes, even if their decision is a medically
dangerous one. In the rare instance when a court intervenes, it is usually
in a parental or guardianship situation in which the patient will be greatly
harmed by the parent or guardian’s decision. This has been seen rarely in
cases of people with extreme religious or other beliefs that limit medical
assistance. Medical personnel as well as the courts are extremely reluctant
to impose their will or judgment over the wishes of the patient or of the
parent or guardian.

Modern controversial issues

As discussed, ethics applied in the medical field are broad subjects that can
be approached from numerous angles. The bottom line is that ethics help
professionals do the right thing when presented with a moral dilemma.



94 Essentials of Law and Ethics for Pharmacy Technicians

Moral beliefs are ideas about right versus wrong, and not every
person, culture, or society believes exactly the same thing. When moral
beliefs clash, a moral dilemma occurs. Two good moral ideas are brought
up against one another, and a conflict arises: which moral is the right
moral? To help solve a moral dilemma, ethics or ethical beliefs should be
consulted. When faced with a moral dilemma and in deciding what to do,
pharmacists rely on ethics.

It is never easy to be faced with an ethical dilemma. Ethical dilemmas
in the medical field, or bioethics, present an even more disturbing problem
because the situation often involves encounters that can alter or harm a
patient’s health. Numerous principles have been determined to be per-
tinent to the medical fields. When a person is presented with an ethical
dilemma, these four primary principles provide guidance:

1. The first point is autonomy and respect for autonomy. Autonomy
literally means self-governance or the ability to function indepen-
dently. Application of this term to medical ethics regards respect-
ing patients’ decisions about what they feel is in their best interest.
Regarding autonomy, patients have the right to know the risks and
benefits of a medical treatment and the right to accept or refuse such
treatment.

2. The second principle is beneficence. Beneficence means to be kind
and to do good. In the medical ethics sense, beneficence can be
applied to the measures one takes to help the patient’s situation and
make it better.

3. Nonmaleficence can be viewed as the matching side to beneficence.
Nonmaleficence means to do no harm. It is obvious that health care pro-
tessionals should not harm their patients through their actions, but
they should also take into consideration the outcomes of their actions
and ensure that the possible outcomes also do not harm the patient.

4. The fourth principle for medical professionals to observe is justice.
Justice means treating everyone fairly. This principle is as simple as that.

Practicing in both legal and ethical senses

Ethical problems in the medical field are not always easy to solve.
Although both systems of law and ethics are designed to protect and help
individuals in society, it is important to note that law and ethics are not to
be confused with one another. They might appear to overlap in meaning,
but law and ethics are not the same things. What is ethical may not be
legal; and what is legal may not be ethical. Balancing these two systems is
a complicated undertaking.
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Ethical behavior in the pharmacy workplace

Every day, be it in a hospital, a community retail setting, or a nursing
home, pharmacists and pharmacy technicians have the potential to be
faced with ethical dilemmas. Educators in professional programs now
realize the need for classes on ethics to be included in both pharmacy and
pharmacy technician curriculums. These professionals need proper edu-
cation to fall back on when a difficult situation presents itself.

When faced with a situation that presents an ethical dilemma, does
a right way exist to solve the problem? Often, no right answers can be
found, but following a few guidelines and asking a few questions may
help resolve the ethical dilemma a bit more easily.

1. Gather pertinent information. When a person is first presented with
an ethical dilemma in a pharmacy setting, pharmacists or phar-
macy technicians should initially try to gather pertinent informa-
tion. Getting all the information together at once can prepare them
to apply it later.

2. Attempt to identify the problem. Determine if the problem can be
narrowed down and pinpointed or if the problem is larger in scope
and is made up of more than one dilemma.

3. Analyze the problem or problems and attempt to identify all feasible
alternatives that can be taken to efficiently solve the dilemma.

4. After gathering information, identifying the problem or problems,
analyzing the problem, and coming up with different paths that
can be taken, pharmacy professionals need to choose a way to solve
the dilemma.

5. After attempting to solve the problem, evaluating the steps taken
can help determine if the individual would act the same way if faced
with similar circumstances in the future.

When practicing in a profession, people have the responsibility to
themselves to act ethically. By acting in a way that produces good for
themselves, people in turn bring about good for others. By embracing this
responsibility, they become accountable for not only which actions were
taken but also the results of those actions. By applying these techniques in
a professional setting, better professionals will be made, and better qual-
ity decisions and actions will result.

To act ethically, lifelong learning is a must. Although lifelong learn-
ing does not necessarily guarantee easy answers in ethical dilemmas,
the knowledge gained may make decision making easier down the road.
Continuing to learn also makes more competent professionals able to
better serve their patients. Keeping up with professional issues by read-
ing pertinent journals, discussing topics as they arise with colleagues,
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participating in professional organizations and their seminars and edu-
cational efforts, and reading local newspapers and learning the folly of
people’s ways will deepen a professional’s insights into human nature
and how to deal with it.

No medical profession today would be complete without the observa-
tion of a vast number of different ethical dilemmas. Although everything
from the introduction of the abortion pill and the morning-after pill to
the plethora of direct-to-consumer advertising has recently sparked both
political and ethical debates, pharmacy professionals know that, with the
continuing advancement of science, even more ethical dilemmas will be
brought to the forefront.

The following cases will help students and professionals to reflect
about these possible situations. Questions will be asked that do not have
one or even any correct answers. Discussion of these cases is highly rec-
ommended, and formulating other questions that may be suggested can
further enhance the debate on pharmaceutical ethics.

Ethics of emergency contraception

Dispensing emergency contraception has been a topic of controversy.
Patients have the right to obtain legal medications, but pharmacy employ-
ees may hold political or moral beliefs against it. The use of the medica-
tion, known as Plan B or Next Choice, has increased since its approval as
an OTC medication for patients seventeen years and older.

The debate has been made that pharmacy employees with strong
beliefs against emergency contraception have been forced to leave their
jobs due to the issue. The opposing belief is that a pharmacy that refuses
to provide the medication is violating the patient’s right to receive the
medication. These debates have been brought to court as a violation of
freedom of speech and freedom of religion. The courts have taken a stance
that the freedom of belief cannot overbear the right of an individual to be
free of conduct that may be harmful.

Although pharmacies should accommodate their employees’ per-
sonal beliefs, it is important to be aware of the state’s stance on the issue.
Some states require pharmacies to dispense the medication while others
allow the pharmacy to refer patients to another pharmacy. As a pharma-
cist or employee, professional conduct regarding emergency contracep-
tion includes:

Not obstructing the patient’s right to receive drug therapy
Providing service free from verbal abuse or harassment
Compliance with HIPPA regulations

The pharmacist should provide counseling or another means of
counseling
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It is important to talk with your employer regarding their policy on dis-
pensing emergency contraception and your role as a pharmacy employee.
Also, be aware of the state and local requirements.

Case one

Sally Johnson is a newly licensed pharmacist. She has accepted the posi-
tion of “floater” pharmacist for a large national chain, filling in at various
stores in her area when they are short-staffed. While Sally is working, a
woman comes to the counter with an empty bottle. She politely asks Sally
to refill the prescription while she shops the store.

Sally takes the bottle and brings the record up on the computer.
She then notices that Mrs. Olson just received ninety 0.5-mg alpra-
zolam tablets four days earlier, with the directions to take one tablet
three times daily. On deeper inquiry, Sally realizes that Mrs. Olson has
received that same prescription five times in three months. She decides
this is odd. She then realizes that the same pharmacist has filled each
refill.

Mrs. Olson returns to the pharmacy for her prescription. Sally asks
the woman if she has any tablets left at home, to which the woman curtly
replies, “I need that medication. If Dan were here, he would fill it.”

Questions:

1. If you were Sally, what would you do? Why?

2. Does Sally have a right to be concerned about this woman’s pattern
of use?

3. Does Sally have a reason to report Dan to the manager?

4. Does Sally have an ethical basis for refusing to fill the prescription?

Case two

Peter Johnson is your store’s new pharmacy technician. As head techni-
cian, it is your responsibility to train Peter. After he completes his train-
ing, he is ready to work.

Bill Larson, a regular patient at your pharmacy, hands Peter a new
prescription for phenelzine. You overhear him tell Peter that he stopped
by the doctor’s office on his way home from work because he “just hasn't
been feeling like himself lately.” Peter fills the prescription.

You know Mr. Larson has been taking a selective serotonin reuptake
inhibitor (SSRI) that was prescribed by a different doctor for depression.
When Mr. Larson returns, you ask him if the doctor he saw today knows
about his SSRI. Bill replies, “This was a quick visit—I guess I didn’t men-
tion it. That’s okay though. I'm going to this doc now, so I'll just take what
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he wants me to. Had a disagreement with the other doctor. I don't like
him too much anymore. Done with him. It’s none of his business what I
do now.”

Questions:

1. In addition to having the pharmacist warn against such concurrent
use, would you urge the pharmacist to contact Mr. Larson’s prescrib-
ing physician? Both physicians?

2. What if Mr. Larson specifically asks you not to contact his old physi-

cian? Would you still do so under the guise of “doing no harm”?

. Discuss the steps you would take to help you arrive at your decision.

4. What alternatives exist in this case?

@

Case three

Jim Hanson is the supervising pharmacist for a small local pharmacy. He is
an active member of the community and knows most of the town’s people.

One Saturday morning, Jenny, the sixteen-year-old daughter of a
member of Jim’s church choir presents him with a prescription for birth
control tablets. She asks Jim not to run the prescription through the fam-
ily’s insurance plan. She simply wants to pay cash for the contraceptives.

Jim fills the prescription and, on dispensing the medication, finds out
that Jenny has not told her parents about the birth control prescription.
Jim is concerned that a sixteen-year-old is receiving oral contraceptives
without her parents” knowledge. Jim wishes to tell Jenny’s father about her
birth control pills but questions whether he should.

Questions:

1. If Jim were to tell Jenny’s parents about the birth control pills, would
he be breaking her confidence? Or, because Jenny is a minor, do her
parents have the right to know, even without her consent?

2. Do you think it would make a difference if Jenny were eighteen or
thirteen?

3. If Jenny had presented a prescription for something other than birth
control pills, do you think Jim would have done the same?

Case four

Mrs. Williams is a regular patient at a pharmacy. She is a rather nervous
lady and always has numerous questions about the potential side effects
and adverse reactions of her medications. On more than one occasion, she
has refused medication based on the store’s customary printout for the
drug. Today, she hands Bill, the pharmacy technician, a prescription for
metoprolol.
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Bill knows that Mrs. Williams has high blood pressure and often stops
her medications because she is nervous about the side effects. He fills her
prescription and “forgets” to include the patient printout describing poten-
tial side effects and adverse reactions. Bill’s pharmacist instructs her on
how to take her medication properly, and she then leaves the pharmacy.

Questions:

1. Do you believe withholding information would harm the patient?
Benefit the patient? Both?

2. Would you have made the same decision Bill made, or would you
have included the information believing she would not take the
medication if she read the information?

3. What else could have been done in this situation?

Case five

Bob is the pharmacy manager. He has been working at this particular
store for nearly twenty-five years. Linda is the newly hired pharmacy
technician and has heard that Bob has certain ideas about running a
business, and he does not like to be questioned. On her first day at work,
Linda observes some practices that do not seem “right” to her. She brings
this up to another pharmacist over lunch and is told “not to step on Bob’s
toes.” Still, Linda is upset by what she has heard about and seen—narcotic
counts that are incorrect and the redispensing of returned medication.
She does not want to lose her job, but these situations really bother her.

Questions:

1. What would you do if you were in Linda’s position?

2. Would you deal with the ethical or legal issues first?

3. If Linda said nothing, would she be held accountable if these prac-
tices were later exposed?

Case six

Elizabeth Peterson brings a prescription bottle to the pharmacy where
Cindy is employed as a technician. Cindy attempts to refill the prescrip-
tion for an allergy medication. Although it goes through insurance, Cindy
notices that the woman filled the prescription only two weeks ago for a
medication that should have lasted thirty days.

Cindy asks the woman about this. Elizabeth tells Cindy that her
young son appears to have the same symptoms as she does, so she has
been giving him some of her medication.
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Questions:
1. If you were Cindy, would you want the pharmacy to dispense the
medication?
2. Is it ethical to dispense this medication knowing that it will also be
used by someone for whom it was not prescribed?
. Are there any legal issues surrounding this case?
4. What other steps can be taken in this situation?

W

Case seven

Tom is a pharmacy technician employed by an independent pharmacy.
His employer, also the owner of the business, teaches classes about smok-
ing cessation four times a month. His classes are very popular and often
have a waiting list. Tom’s only problem is that the pharmacy sells ciga-
rettes at the front of the store. When he asks his boss about this, the boss
replies, “A guy has to make a buck somehow.” Tom is astonished and feels
this is bad practice.

Questions:

1. Even if this practice is legal, is it ethical?

2. What would you do in the situation?

3. Name another situation similar to this that might also be seen in a
retail pharmacy setting.

Case eight

Ted Thompson is a pharmacist and storeowner. He does not believe the
holistic medicine and herbal companies’ claims about their products’
potential medicinal value. Al, his pharmacy technician, fully agrees with
him. Nonetheless, Ted stocks these products because they carry a large
markup, he makes a good profit from them, and they move quickly off
the shelves.

Lydia Swanson, an elderly patient, has heard wonderful things about
a holistic tonic Ted stocks. Mrs. Swenson is on a fixed income, but she
truly believes that this $30 tonic can alleviate some of her osteoarthritis
symptoms. She brings a bottle of the tonic to the cash register near where
Al is working and asks, “Do you think this stuff really works?”

Questions:

1. What would you do in this situation?

2. Does Lydia’s fixed income play into your decision? What if she
were wealthy?

3. Should Ted stock these products if he does not believe in their value?
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Case nine

It is 4:55 on Sunday afternoon. The pharmacy where Susan is working
closes at 5:00. A gentleman she does not recognize brings a bottle with
a label for an antiseizure medication to her pharmacy. The bottle is not
from Susan’s pharmacy. She attempts to contact the other pharmacy for a
copy, but they are closed. On closer inspection, Susan realizes the bottle
says the prescription is out of refills. She questions the customer, and he
informs her he is completely out of the medication.

Questions:

1. List the steps you would take in this situation.

2. Are any ethical situations apparent in this case?

3. Would it make a difference if the prescription were not a mainte-
nance medication?

Sample questions for student review

1. Compare and contrast ethics and morality.
2. What kind of societal need is met by moral standards and an ethical
system?
3. Compare and contrast consequential and nonconsequential ethics.
4. What was the initial code of ethics from which modern codes were
derived?
5. How recent is the latest American Pharmaceutical Association code
of ethics?
6. How recent is the American Association of Pharmacy Technicians
code of ethics?
7. What are the three primary groups of people with whom pharmacy
personnel deal?
8. Briefly describe key points in the pharmacy professionals’ relation-
ships with each of these groups.
9. What are some pros and cons of complete disclosure of all drug
information to a patient?
10. What is the first step to take when a mistake is made?
11. What are the next two steps?
12. What level of patient information does the AHA's patient’s bill of
rights spell out?
13. On what idea does informed consent focus?
14. Which concepts must a mentally competent patient understand?
15. How much information can be revealed about sixteen-year-old
patients to their parents? twenty-year-old patients?
16. How much information can be revealed about mentally competent
adult patients to their spouses? To their adult children?



102 Essentials of Law and Ethics for Pharmacy Technicians

17. When do the courts intervene in an individual’s right to accept or
refuse medical treatment?

18. List and explain the four principles of ethics that help people deal
with ethical dilemmas.

19. Give some examples of lifelong learning that can help pharmacy
professionals develop and maintain ethical standards and practices.
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ALABAMA
Herbert “Herb” Bobo, Executive Secretary
10 Inverness Center, Suite 110, Birmingham, AL 35242
205-981-2280 fax 205-981-2330
hbobo@albop.com, www.albop.com

ALASKA
Sher Zinn, Licensing Examiner
PO Box 110806, Juneau, AK 99811-0806
907-465-2589 fax 907-465-2974
sher.zinn@alaska.gov, www.commerce.state.ak.us/occ/ppha.htm

ARIZONA
Hal Wand, Executive Director
1700 W Washington, Suite 250, Phoenix, AZ 85007
602-771-2736 fax 602-771-2749
chunter@azpharmacy.gov, www.azpharmacy.gov
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ARKANSAS
Charles S. Campbell, Executive Director
101 E Capitol, Suite 218, Little Rock, AR 72201
501-682-0190 fax 501-682-0195
charlie.campbell@arkansas.gov, www.arkansas.gov/asbp

CALIFORNIA
Virginia Herold, Executive Officer
1625 N Market Blvd, N219, Sacramento, CA 95834
916-574-7912 fax 916-574-8618
virginia_herold@dca.ca.gov, www.pharmacy.ca.gov

COLORADO
Wendy Anderson, Program Director
1560 Broadway, Suite 1300, Denver, CO 80202-5143
303-894-7800 fax 303-894-7692,
www.dora.state.co.us/pharmacy

CONNECTICUT
deLinda Brown-Jagne, Board Administrator
860-713-6070 fax 860-713-7242
delinda.brown-jagne@ct.gov, www.ct.gov/dcp/site/default.asp

DELAWARE
David W. Dryden, Executive Secretary
Division of Professional Regulation, Cannon Building
861 Silver Lake Blvd, Suite 203, Dover, DE 19904
302-677-7313 fax 302-739-2711
david.dryden@state.de.us, www.dpr.delaware.gov

DISTRICT OF COLUMBIA
Peggy Keller, Interim Executive Director
717 - 14th St NW, Suite 600, Washington, DC 20005
202-535-1359 fax 202-727-8471
www.dchealth.dc.gov

FLORIDA
Rebecca Poston, Executive Director
4052 Bald Cypress Way, Bin# C04, Tallahassee, FL 32399-3254
850-245-4292 fax 850-413-6982
MQA_Pharmacy@doh.state.fl.us
www.doh.state.fl.us/mqa/pharmacy
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GEORGIA
Anita O. Martin, Executive Director Professional Licensing Boards
237 Coliseum Dr, Macon, GA 31217-3858
478-207-2440 fax 478-207-1434
WWW.S0S.2a.g0V

GUAM
Jane M. Diego, Secretary
651 Legacy Square Commercial Complex,
S Route 10, Suite 9, Mangilao, GU 96913
671-735-7406 ext 11 fax 671-735-7413
jane.diego@dphss.guam.gov

HAWAII
PO Box 3469, Honolulu, HI 96801
808-586-2694 fax 808-586-2874
pharmacy@dcca.hawaii.gov, www.hawaii.gov/dcca/areas/pvl/
boards/pharmacy

IDAHO
Mark D. Johnston, Executive Director
3380 Americana Terr, Suite 320, Boise, ID 83706
208-334-2356 fax 208-334-3536
info@bop.idaho.gov www.idaho.gov/bop

ILLINOIS
Kim Scott, Pharmacy Board Liaison
217-782-8556 fax 217-782-7645
FPR.PRFGROUP10@illinois.gov, www.idfpr.com

INDIANA
Phil Wickizer, Director
402 W Washington St, Room W072, Indianapolis, IN 46204-2739
317-234-2067 fax 317-233-4236
plad@pla.in.gov, http://bop.in.gov

IOWA
Lloyd K. Jessen, Executive Director and Drug Control Program
Administrator
400 SW 8th St, Suite E, Des Moines, IA 50309-4688
515-281-5944 fax 515-281-4609
lloyd jessen@iowa.gov www.state.ia.us/ibpe
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KANSAS
Debra L. Billingsley, Executive Secretary
Room 560, Topeka, KS 66612-1231
785-296-4056 fax 785-296-8420
dbillingsley@pharmacy.ks.gov, www.kansas.gov/pharmacy

KENTUCKY
Michael A. Burleson, Executive Director
Spindletop Administration Bldg, Suite 302,
2624 Research Park Dr Lexington, KY 40511,
859-246-2820 fax 859-246-2823
pharmacy.board@ky.gov, http://pharmacy.ky.gov

LOUISIANA
Malcolm J. Broussard, Executive Director
5615 Corporate Blvd, Suite 8E, Baton Rouge, LA 70808-2537
225-925-6496 fax 225-925-6499
exec@labp.com, www.labp.com

MAINE
Geraldine L. “Jeri” Betts, Board Administrator
Department of Professional and Financial Regulation
35 State House Station, Augusta, ME 04333
207-624-8603 fax 207-624-8637
geraldine.lLbetts@maine.gov, www.maine.gov-professionallicensing

MARYLAND
LaVerne George Naesea, Executive Director
4201 Patterson Ave, Baltimore, MD 21215-2299
410-764-4755 fax 410-358-9512
mdbop@dhmbh .state.md.us, www.dhmh.state.md.us/
pharmacyboard/

MASSACHUSETTS
James D. Coffey, Director
239 Causeway St, 2nd Floor, Suite 200 Boston, MA 02114
617-973-0950 fax 617-973-0983
james.d.coffey@state.ma.us, www.mass.gov/dph/boards/ph

MICHIGAN
Rae Ramsdell, Director, Licensing Division
611 W Ottawa, 1st Floor, Lansing, MI 48909-8170
517-335-0918 fax 517-241-9416
rhramsd@michigan.gov, www.michigan.gov/healthlicense
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MINNESOTA
Cody C. Wiberg, Executive Director
2829 University Ave SE, Suite 530, Minneapolis, MN 55414-3251
651-201-2825 fax 651-201-2837
pharmacy.board@state.mn.us, www.phcybrd.state.mn.us

MISSISSIPPI
Frank Gammill, Executive Director
204 Key Dr, Suite D, Madison, MS 39110
601-605-5388 fax 601-605-9546
www.mbp.state.ms.us

MISSOURI
Kimberly Grinston, Executive Director
PO Box 625, Jefferson City, MO 65102
573-751-0091 fax 573-526-3464
pharmacy@pr.mo.gov, www.pr.mo.gov/pharmacists.asp

MONTANA
Ronald J. Klein, Executive Director
PO Box 200513, 301 S Park Ave, Helena, MT 59620-0513
406-841-2371 fax 406-841-2305
roklein@mt.gov, http://mt.gov/dli/bsd/license/bsd/boards/pha/
board/board/page.asp

NEBRASKA
Becky Wisell, Administrator
PO Box 94986, Lincoln, NE 68509-4986
402-471-2118 fax 402-471-3577
beckywisell@dhhs.ne.gov, www.dhhs.ne.gov

NEVADA
Larry L. Pinson, Executive Secretary
431 W Plumb Ln, Reno, NV 89509
775-850-1440 fax 775-850-1444
pharmacy@pharmacy.nv.gov http://bop.nv.gov

NEW HAMPSHIRE
Jay Queenan, Executive Secretary-Director
57 Regional Dr, Concord, NH 03301-8518
603-271-2350 fax 603-271-2856
pharmacy.board@nh.gov, www.nh.gov/pharmacy


mailto:pharmacy.board@state.mn.us
www.phcybrd.state.mn.us
www.mbp.state.ms.us
mailto:pharmacy@pr.mo.gov
www.pr.mo.gov
mailto:roklein@mt.gov
http://mt.gov
http://mt.gov
mailto:becky.wisell@dhhs.ne.gov
www.dhhs.ne.gov
mailto:pharmacy@pharmacy.nv.gov
http://bop.nv.gov
mailto:pharmacy.board@nh.gov
www.nh.gov

108 Appendix one: Addresses and websites of board of pharmacy executives

NEW JERSEY
Joanne Boyer, Executive Director
PO Box 45013, Newark, NJ 07101
973-504-6450 fax 973-648-3355
boyerj@dca.lps.state.nj.us, www.state.nj.us/lps/ca/boards.htm

NEW MEXICO
William Harvey, Executive Director-Chief Drug Inspector
5200 Oakland NE, Suite A, Albuquerque, NM 87113
505-222-9830 fax 505-222-9845
debrawilhite@state.nm.us,/www.rld.state.nm.us/Pharmacy-

NEW YORK
Lawrence H. Mokhiber, Executive Secretary
89 Washington Ave, 2nd Floor W, Albany, NY 12234-1000
518-474-3817 ext 130 fax 518-473-6995
pharmbd@mail.nysed.gov, www.op.nysed.gov

NORTH CAROLINA
Jack William “Jay” Campbell IV, Executive Director
PO Box 4560, Chapel Hill, NC 27515-4560
919-246-1050 fax 919-246-1056
jcampbell@ncbop.org, www.ncbop.org

NORTH DAKOTA
Howard C. Anderson, Jr, Executive Director
1906 E. Broadway, Bismarck, ND 58501-1354
701-328-9535 fax 701-328-9536
ndboph@btinet.net, www.nodakpharmacy.com

OHIO
William T. Winsley, Executive Director
77 S High St, Room 1702, Columbus, OH 43215-6126
614-466-4143 fax 614-752-4836
exec@bop.state.oh.us, www.pharmacy.ohio.gov

OKLAHOMA
John A. Foust, Executive Director
4545 Lincoln Blvd, Suite 112, Oklahoma City, OK 73105-3488
405-521-3815 fax 405-521-3758
pharmacy@pharmacy.ok.gov, www.pharmacy.ok.gov
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OREGON
Gary A. Schnabel, Executive Director
800 NE Oregon St, Suite 150, Portland, OR 97232
971-673-0001 fax 971-673-0002
pharmacy.board@state.or.us, www.pharmacy.state.or.us

PENNSYLVANIA
Melanie A. Zimmerman, Executive Secretary
PO Box 2649, Harrisburg, PA 17105-2649
717-783-7156 fax 717-787-7769
st/pharmacy@state.pa.us, www.dos.state.pa.us/pharm

PUERTO RICO
Magda Bouet, Executive Director
Department of Health, Board of Pharmacy Call Box 10200,
Santurce, PR 00908
787-725-7506 fax 787-725-7903
mbouet@salud.gov.pr

RHODE ISLAND
Catherine A. Cordy, Executive Director
3 Capitol Hill, Room 205, Providence, RI 02908-5097
401-222-2840 fax 401-222-2158
cathyc@doh.state.ri.us, www.health.ri.gov/hsr/professions-phar-
macy.php

SOUTH CAROLINA
Lee Ann Bundrick, Administrator
110 Centerview Dr, Suite 306, Columbia, SC 29211-1927
803-896-4700 fax 803-896-4596
bundricl@llr.sc.gov, www.llr.state.sc.us-pol-pharmacy

SOUTH DAKOTA
Ronald J. Huether, Executive Secretary
4305 S Louise Ave, Suite 104, Sioux Falls, SD 57106
605-362-2737 fax 605-362-2738
ronald.huether@state.sd.us, www.pharmacy.sd.gov

TENNESSEE
Kevin K. Eidson, Executive Director
227 French Landing, Suite 300, Nashville, TN 37243
615-741-2718 fax 615-741-2722
kevin.eidson@tn.gov , http://health.state.tn.us/Boards/Pharmacy/
index.shtml
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TEXAS
Gay Dodson, Executive Director-Secretary
333 Guadalupe, Tower 3, Suite 600, Austin, TX 78701-3943
512-305-8000 fax 512-305-8082
gay.dodson@tsbp.state.tx.us, www.tsbp.state.tx.us

UTAH
Laura Poe, Bureau Manager
PO Box 146741, Salt Lake City, UT 84114-6741
801-530-6628 fax 801-530-6511
ntaxin@utah.gov, www.dopl.utah.gov

VERMONT
Kristy Kemp, Administrative Assistant
National Life Bldg, North FL2, Montpelier, VT 05620-3402
802-828-2373 fax 802-828-2465
patkins@sec.statevt.us, www.tprofessionals.org

VIRGIN ISLANDS
Lydia T. Scott, Executive Assistant
Dept. of Health, Roy L. Schneider Regional Center
48 Sugar Estate, St Thomas, VI 00802
340-774-0117 fax 340-777-4001
lydia.scott@usvi-doh.org

VIRGINIA
Elizabeth Scott Russell, Executive Director
Perimeter Center, 9960 Mayland Drive, Suite 300
Henrico, VA 23233-1463
804-367-4456 fax 804-527-4472
pharmbd@dhp.irginia.gov, www.dhp.virginia.gov-pharmacy

WASHINGTON
Susan Teil Boyer, Executive Director
PO Box 47863, Olympia, WA 98504-7863
360-236-4825 fax 360-586-4359
susan.boyer@doh.wa.gov, /https://fortresswa.gov/doh/hpgal/
HPS4/Pharmacy/default.htm

WEST VIRGINIA
David E. Potters, Executive Director and General Counsel
232 Capitol St, Charleston, WV 25301
304-558-0558 fax 304-558-0572
dpotters@wvbop.com, www.wvbop.com


mailto:gay.dodson@tsbp.state.tx.us
www.tsbp.state.tx.us
mailto:ntaxin@utah.gov
www.dopl.utah.gov
mailto:patkins@sec.state.vt.us
www.vtprofessionals.org
mailto:lydia.scott@usvi-doh.org
mailto:pharmbd@dhp.virginia.gov
mailto:susan.boyer@doh.wa.gov
https://fortress.wa.gov
https://fortress.wa.gov
mailto:dpotters@wvbop.com
www.wvbop.com

Appendix one: Addresses and websites of board of pharmacy executives 111

WISCONSIN
Tom Ryan, Bureau Director
PO Box 8935, Madison, WI 53708-8935
608-266-2112 fax 608-267-3816
thomas.ryan@wisconsin.gov, www.drl.statewi.us

WYOMING
Mary K. Walker, Executive Director
1712 Carey Ave, Suite 200
Cheyenne, WY 82002
307-634-9636 fax 307-634-6335
bop@wyo.gov http://pharmacyboard.state.wy.us

Courtesy of the National Association of Boards of Pharmacy and the 2010 Survey of Pharmacy Law
National Association of Boards of Pharmacy, Mount Prospect Illinois.

For the most current listing of Board of Pharmacy contacts, visit www.
nabp.net.


mailto:thomas.ryan@wisconsin.gov
www.drl.state.wi.us
mailto:bop@wyo.gov
http://pharmacyboard.state.wy.us
www.nabp.net
www.nabp.net
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and websites of pertinent
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American Association of Pharmacy Technicians (AAPT)
P. O. Box 1447
Greensboro, NC 27402
877-368-4771/Fax: 336-333-9068
www.pharmacytechnician.com

American Society of Health-System Pharmacists (ASHP)
7272 Wisconsin Avenue
Bethesda, MD 20814
www.ashp.org
Accredited training program site: http://www.ashp.org/tech-directory

Canadian Association of Pharmacy Technicians (CAPT)
9-6975 Meadowvale Town Centre Circle
Suite 164
Missisauga, ON, Canada L5N 2V7
www.capt.ca
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National Association of Pharmacy Technicians (NAPT)
P. O. Box 683148
Houston, TX 77268-3148
888-247-8700/Fax: 888-247-8706
www.pharmacytechnician.org

Pharmacy Technician Certification Board (PTCB)
2215 Constitution Avenue NW
Washington, DC 20037-2985
800-363-8012/Fax: 202-429-7596
www.ptcb.org
Contains many links to state boards of pharmacy, state pharmaceutical
associations, and continuing educations programs for technicians.

Pharmacy Technician Educators Counsel (PTEC)
Jason Sparks, President
president@rxptec.org
www.rxptec.org


www.pharmacytechnician.org
www.ptcb.org
mailto:president@rxptec.org
www.rxptec.org

appendix three: List of accredited
pharmacy technician programs

Name of Site Type Code

Alabama

George C. Wallace State

Community College-Hanceville Community College AL-0101

Virginia College-Montgomery Community/Technical ~ AL-02
College

Arkansas

Arkansas State University—Beebe University AR-01

Arizona

Pima Community College Community College AZ-01

Sanford-Brown College-Phoenix Technical College AZ-02

California

American Career College-Anaheim Technical College CA-27

American Career College-Los Angeles Technical College CA-18

American Career College—Ontario Technical College CA-33

Anthem College Vocational/Tech School =~ CA-14

Career Networks Institute Technical College CA-02
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Carrington College California—Antioch

Carrington College California—Citrus
Heights

Carrington College California
—Emeryville

Carrington College California
—Sacramento

Carrington College California—San Jose

Carrington College California—San
Leandro

Carrington College California—Stockton

Carrington College California—Pleasant
Hill

Cerritos College

Charles A. Jones Skills and Business
Education Center

Charles R. Drew University of Medicine
& Science

Everest College-City of Industry
Everest College-San Francisco

Everest College—Torrance

Foothill College (Middlefield Campus)
Modesto Junior College

North Orange County Community
College District, School of Continuing
Education

North-West College—-Glendale
North-West College-Pasadena
North-West College-Pomona
North-West College—West Covina
Santa Ana College

Colorado

Arapahoe Community College
Front Range Community College
Pikes Peak Community College

Florida
Everest University-Melbourne

Henry W. Brewster Technical Center

Keiser Career College—Greenacres
Campus

Vocational /Tech School
Vocational /Tech School

Vocational /Tech School
Vocational /Tech School

Vocational /Tech School
Vocational /Tech School

Vocational /Tech School
Vocational /Tech School

Community College
Technical College

University

Technical College
Technical/Community
Technical College
Community College
Technical/Community
Community College

Vocational / Tech School
Vocational / Tech School
Vocational /Tech School
Vocational / Tech School
Community College

Community College
Community College
Community College

Community /Technical
College

Vocational / Tech School

Vocational/Tech School

CA-22
CA-32

CA-28

CA-06

CA-20
CA-13

CA-31
CA-26

CA-17
CA-19

CA-24

CA-34
CA-09
CA-35
CA-23
CA-01
CA-30

CA-12
CA-10
CA-11
CA-04
CA-03

CO-02
CO-03
CO-04

FL-06

FL-02
FL-12
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Keiser Career College-Miami Lakes
Campus

Keiser Career College-St. Petersburg
Campus

McFatter Vocational Technical Center

Orange County Public Schools

Pinellas Technical Education Center

Sanford Brown Institute-Tampa

Sanford-Brown Institute-Fort Lauderdale

Sanford-Brown Institute-Jacksonville

Georgia

Ogeechee Technical College
Southeastern Technical College
Southwest Georgia Technical College
Valdosta Technical College

Virginia College-Augusta

Illinois

Blessing Hospital

Malcolm X College

Midwest Technical Institute—East Peoria
Midwest Technical Institute-Springfield
South Suburban College

Walgreen Co.

Indiana
Clarian Health
Sanford-Brown College-Indianapolis

Kansas
North Central Kansas Technical College

Kentucky

Jefferson Community and Technical
College

St. Catharine College
Sullivan University

Louisiana

Bossier Parish Community College
Delgado Community College

Louisiana State University at Alexandria

Vocational /Tech School
Vocational /Tech School

Vocational/Tech School
Vocational / Tech School
Vocational /Tech School
Technical College
Technical College
Technical College

Technical College
Technical College
Technical College
Technical College
Technical College

Hospital

Vocational / Tech School
Technical College
Technical College
Vocational / Tech School
Other

Health System
Technical College

Technical College

Community /Technical
College

University
University

Community College
Community College
Community College
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FL-13

FL-14

FL-03
FL-10
FL-01
FL-07
FL-08
FL-09

GA-04
GA-03
GA-02
GA-01
GA-05

IL-04
IL-03
IL-01
IL-06
IL-02
IL-05

IN-01
IN-02

KS-02

KY-03

KY-01
KY-02

LA-02
LA-04
LA-03
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Maryland
Anne Arundel Community College
Sanford-Brown Institute-Maryland

Michigan

Everest Institute-Kalamazoo

Henry Ford Community College

Mid Michigan Community College-Mt.
Pleasant

Washtenaw Community College

Wayne County Community College

Minnesota
Everest Institute-Eagan Campus
Hibbing Community College

Minnesota State Community and
Technical College

National American University

National American
University-Bloomington

National American University—Brooklyn
Center

Northland Community and Technical
College

Community/Technical College

Riverland Community College

Missouri
Sanford-Brown College-Missouri

Mississippi
Jones County Junior College

Montana

University of Montana-Missoula College
of Technology

North Carolina

Cape Fear Community College
Durham Technical Community College
Forsyth Technical Community College

North Dakota
Mountain Community College

Community College
Technician Institute

Technician Institute
Community College
Community College

Community College
Community College

Vocational / Tech School
Community College

Community /Technical
College

University
University

University

MN-02
Community College

Technical College

Community College

Technical College

Community College
Community College

Community /Technical
College

Community College

MD-04
MD-01

MI-06
MI-02
MI-04
MI-03
MI-01

MN-07
MN-04
MN-03

MN-05
MN-08

MN-09

MN-06

MO-02

MS-02

MT-01

NC-03
NC-01
NC-04

ND-02
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North Dakota State College of Science

Nebraska
Southeast Community College

New Jersey
Sanford-Brown Institute—Iselin

New Mexico
Central New Mexico Community College

Nevada

Anthem Institute

Career College of Northern Nevada
College of Southern Nevada
Kaplan College-Las Vegas

Milan Institute

Pima Medical Institute

New York
Sanford-Brown Institute-Garden City
Sanford-Brown Institute-New York

Ohio

Collins Career Center

Cuyahoga Community College

Sanford-Brown College-Middleburg
Heights

Oregon
Chemeketa Community College

Pennsylvania

Bidwell Training Center, Inc.

Community College of Allegheny
County

Great Lakes Institute of Technology

Rite Aid Pharmacy

Sanford-Brown Institute-Pittsburgh

Rhode Island
CVS Caremark
Sanford-Brown Institute-Rhode Island

Community/Technical
College

Community College

Technical College

Community College

Technical College
Technical/Community
Technical College
Vocational /Tech School
Technical College
Technical College

Technical College
Technical College

Vocational /Tech School
Community College
Technical College

Community College

Vocational /Tech School
Community College

Vocational /Tech School
Other
Vocational /Tech School

Other
Technical College
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ND-01

NE-01

NJ-01

NM-01

NV-06
NV-05
NV-02
NV-03
NV-01
NV-04

NY-01
NY-02

OH-03
OH-01
OH-04

OR-01

PA-05
PA-03

PA-02
PA-06
PA-04

RI-01
RI-02
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South Carolina
Aiken Technical College
Greenville Technical College

Horry-Georgetown Technical College

Midlands Technical College
Pathway Medical Training Service
Piedmont Technical College
Spartanburg Community College

Tri-County Technical College

Trident Technical College
Virginia College-Columbia
Virginia College-Greenville

Virginia College-North Charleston
York Technical College

South Dakota

National American University
Southeast Technical Institute
Western Dakota Technical Institute

Tennessee

Chattanooga State Technical Community

College
Concorde Career College
Roane State Community College

Tennessee Technology Center at Jackson

Tennessee Technology Center at
Memphis

Tennessee Technology Center at
Murfreesboro

Walters State Community College

Texas

Amarillo College

Angelina College

Austin Community College

Cisco Junior College

Coleman College of Health Sciences
College of the Mainland

Technical College
Technical College
Technical College
Technical College
Other
Technical College
Community/Technical
College
Community/Technical
College
Technical College
Technical College

Community /Technical
College

Technical College
Technical College

University
Technical College
Technical College

Community/Technical
College

Vocational / Tech School

Community College

Vocational / Tech School

Technical College

Technical College

Community College

Vocational /Tech School
Community College
Community College
Community College
Community College
Community College

Appendix three: List of accredited pharmacy technician programs

SC-08
SC-02
SC-05
SC-01
SC-10
SC-06
SC-04

SC-07

SC-03
SC-12
SC-09

SC-13
SC-11

SD-03
SD-02
SD-01

TN-05

TN-03
TN-09
TN-07
TN-06

TN-04

TN-08

TX-22
TX-05
TX-12
TX-08
TX-02
TX-30
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Del Mar College

El Paso Community College

Everest Institute Bissonnet

Lamar State College-Orange

Lone Star College-Tombeall

Lone Star College-North Harris

Northwest Vista College

Richland College

San Jacinto College, North

San Jacinto College, South

Sanford-Brown College-Houston

Sanford-Brown College-Houston

Sanford-Brown College-Dallas

South Texas College

The University of Texas Medical Branch

U.S. Army Medical Department Center
and School

United States Air Force Pharmacy
Training Programs; 382 Training
Squadron

Vernon College

Virginia College-Austin

Utah
Everest College

Virginia
Naval School of Health Sciences

Washington

Clover Park Technical College
Renton Technical College
Spokane Community College

Wisconsin
Milwaukee Area Technical College

West Virginia
Carver Career and Technical Education
Center

Wyoming
Casper College

Vocational /Tech School
Community College
Vocational /Tech School
Community College
Community College
Community College
Community College
Community College
Community College
Community College
Technical College
Technical College
Technical College
Technical College
Hospital

Military School

Military School

Community/Technical
College
Vocational /Tech School

Technical College

Military School

Technical College
Vocational /Tech School
Community College

Technical College

Vocational /Tech School

Vocational /Tech School
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TX-23
TX-06
TX-31
TX-10
TX-24
TX-18
TX-11
TX-03
TX-14
TX-17
TX-29
TX-32
TX-28
TX-09
TX-04
TX-01

TX-07

TX-20

TX-26

UT-02

VA-02

WA-04
WA-02
WA-03

WI-01

WV-01

WY-01

Courtesy of the American Society of Health-System Pharmacists, 7272 Wisconsin Avenue,

Bethesda, Maryland 20814, http://www.ashp.org.


http://www.ashp.org
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NEW NAME
Butler Animal Health Supply, LLC

/WN_SAMPLE DEA FORM 222 _/"00N_
Place this sample with your blank DEA Form 222s for quick reference. Use this sample and the
7-Step Checklist (below) to ensure your form is correct before mailing.

See Reverse of PURCHASER'S | No order form may be issued for Schedules I and II substances unless a | OMB APPROVAL

Copy for Instructions completed application form has been received (21 CFR 1305.04). No. 1117-0010
TO: (Name of Supplier) Butler AHS, LLC or ) STREET ADDRESS
Butler Animal Health Supply, LLC 1% P 3820 Twin Creeks Drive
CITY and STATE | DATE = (2%) TO BE FILLED IN BY SUPPLIER
COLUMBUS, OH 43204 SUPPLIER'S DEA REGISTRATION NO.
L
L TO BE FILLED IN BY PURCHASER
E | No. of | Sizeof Packages Date
No. | Package | Package Name of Item National Drug Code Shipped Shipped
1 QJ 250 ML Socumb, 6 Grain
2 20 ML Hydromorphone Inj 2 MG
3 5x10ml Morphine Sulfate IMG
ete. 100 Morphine Tabs, 30 MG
20 ML Morphine Sulfate, 15 MG
25X 50 ML Fentanyl CIT, 0.05 MG
20 ML Demerol HCL, 100 MG
30 ML Demerol HCL, 50 MG
100 Demerol Tabs, 50 MG
5 Fentanyl Patches *(see below)
. 100ml Sleepaway, 260 mg _
A LASTLINE oo | SIGNATURE OF PURCHASER OR %
@ COMPLETED 7™ | HIS ATTORNEY OR AGENT U
Date Issued | DEA (Name and Address of Registrant) (NOTE: THE NAME AND ADDRESS APPEARING IN THIS
Registration No. | BLOCK MUST BE EXACTLY THE SAME AS THE NAME AND ADDRESS ON THE DEA FORM
223 - CONTROLLED SUBSTANCE REGISTRATION)
Schedules

Registered as a | Form No.

U.S. OFFICIAL ORDER FORMS - SCHEDULES I & 1T
SUPPLIER'S COPY 1
* Indicate Fentanyl Patches as 25mcg, 50mceg, 75meg, or 100meg

7-Step Checklist
Name of supplier, address, city and state are correct.
Form is dated.
Number of packages, size of package, and strength desired is correct.
The "NO. OF LINES COMPLETED" block is filled in.
Veterinarian has signed the form.
Form contains no erasures or alterations.
Remove the purchaser's copy (blue copy) and place in your records.

I N N N

Revised 7/8/2005

Figure A4.1 Sample DEA form.
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U.S. Department of Justice
Drug Enforcement Administration

REPORT OF THEFT OR LOSS OF CONTROLLED SUBSTANCES

Federal Regulations require registrants to submit a detailed report of any theft or loss of Controlled Substances to the Drug

Enforcement Administration.

Complete the front and back of this form in triplicate. Forward the original and duplicate cupres to the nearest DEA Office.
Retain the triplicate copy for your records. Some states may also require a copy of this report.

OMB APPROVAL
No. 1117-0001

1. Name and Address of Registrant (include ZIP Code)

2. Phone No. (Include Area Code)
ZIP CODE

3. DEA Registration Number
2ltr. prefix

4. Date of Theft or Loss
7 digit suffix

5. Principal Business of Registrant (Check one)
1 [J Pharmacy 5 [] Distributor
2 [] Practitioner 6 [] Methadone Program
3 [J Manufacturer 7 [J Other (Specify)
4 [] Hospital/Clinic

6. County in which Registrant is 7. Was Theft reported 8.
located

to Police?

Oves [OnNo

Name and Telephone Number of Police Department (Include Area Code)

9. Number of Thefts or Losses Reglslranl
has experienced in the past 24 month:

1 [J Night break-in
2 [0 Armed robbery

3 [] Employee pilferage
4[] Customer theft

10. Type of Theft or Loss (Check one and complete items below as appropriate)

5 [] Other (Explain)
6 [ Lostintransit (Complete item 14)

11. If Armed Robbery, was anyone:

Killed? []No
Injured?  [] No

[0 Yes (How many)
[ Yes (How many) $

12. Purchase value to registrant of
Controlled Substances taken?

13. Were any pharmacsuucals or
merchandise taken’

No a Yes (Est. Value)

$

14.IF LOST IN TRANSIT, COMPLETE THE FOLLOWING:

A. Name of Common Carrier B. Name of Consignee

C. Consignee's DEA Registration Number

D. Was the carton received by the customer?

O Yes O No O Yes

E. Ifreceived, did it appear to be tampered with?

O No

F. Have you experienced losses in transit
from this same carrier in the past?

O No

[ Yes (How Many )

15. What identifying marks, symbols, or price codes were on the labels of these containers that would assist in identifying the products?

16. If Official Controlled Substance Order Forms (DEA-222) were stolen, give numbers.

17. What security measures have been taken to prevent future thefts or losses?

PRIVACY ACT INFORMATION

AUTHORITY: Section 301 of the Controlled Substances Act of 1970 (PL 91-513).
PURPOSE: Report theft or loss of Controlled Substances.
ROUTINE USES: The Controlled Act the of

In accordance with the Paperwork Reduction Act of 1995, no person is
required to respond to a collection of information unless it displays a ly
valid OMB control number. The valid OMB control number for this
collection of information is 1117-0001. Public reporting burden for this

special reports required for statistical and analytical purposes. Disclosures of
information from this system are made to the following categories of users for the
purposes stated:
A. Other Federal law enforcement and regulatory agencies for law enforcement
and regulatory purposes.
B. State and local law enforcement and regulatory agencies for law enforcement
and regulatory purposes.
EFFECT: Failure to report theft or loss of controlled substances may result in
penalties under Section 402 and 403 of the Controlled Substances Act.

llection of i is to average 30 minutes per
response , including the time for reviewing instructions, searching
existing data sources, gathering and maintaining the data needed, and
ling and reviewing the ion of i i

FORM DEA - 106 (11-00) Previous editions obsolete
COPY

CONTINUE ON REVERSE

Figure A4.2 Form for reporting theft or loss of controlled substances.



126 Appendix four: Sample DEA forms

FORM DEA-106 (Nov. 2000) Pg. 2 LIST OF CONTROLLED SUBSTANCES LOST
Trade Name of Substance or Preparation Name of Controlled Substance in Preparation Dosage Strength and Form Quantity
Desoxyn Methamphetamine Hydrochioride 5 mg Tablots 3x 100
Demerol Hydrochloride 50 mg/ml Vial 5x30 mil
Robitussin A-C Codelne Phosphate 2 mglcc Liquid 12 Pints

[ certify that the foregoing information is correct to the best of my knowledge and belief.

Signature Title Date
COoPY

Form A4.3 Form used to list the lost controlled substances.
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Status of Pharmacy Technicians

Does state:
Registration
License Register Certify Technician renewal
State Designation technicians?  technicians? technicians? registration fee? schedule
Alabama Pharmacy Technician No Yes No $60 Biennial I
Alaska Pharmacy Technician Yes No No $100 HH Biennial
Arizona Pharmacy Technician Yes No No B Biennial
Arkansas Pharmacy Technician No Yes No $70 Biennial
California Pharmacy Technician Yes Yes No $50 Biennial
Colorado Unlicensed Personnel, No No No N/A N/A
Unlicensed Assistant
Connecticut Pharmacy Technician No Yes No $50 Annual - 3/31
Delaware Pharmacy Technician No No No None N/A
District of Ancillary Personnel No] No] No] — —
Columbia
Florida Pharmacy Technician No Yes No $100 Biennial
Georgia Pharmacy Technician No No No — —
Guam Pharmacy Technician No Yes No ] ]
Hawaii Pharmacy Technician No No No N/A N/A
Idaho Pharmacy Technician No Yes M Yes M $35 Annual
Illinois Pharmacy Technician No Yes No $40 initial; $25 Annual
renewal
Indiana Pharmacy Technician No No Yes K $25 Biennial
Towa Pharmacy Technician No Yes NoH $55, $22 trainee Z

8CL
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Kansas
Kentucky
Louisiana
Maine
Maryland
Massachusetts
Michigan
Minnesota
Mississippi
Missouri
Montana

Nebraska
Nevada

New Hampshire
New Jersey
New Mexico
New York
North Carolina
North Dakota

Ohio

Oklahoma

Pharmacy Technician
Pharmacy Technician
Pharmacy Technician
Pharmacy Technician
Pharmacy Technician
Pharmacy Technician
Pharmacy Personnel
Pharmacy Technician
Pharmacy Technician L
Pharmacy Technician
Pharmacy Technician

Pharmacy Technician
Pharmaceutical
Technician L
Pharmacy Technician
Pharmacy Technician
Pharmacy Technician N
Unlicensed Person
Pharmacy Technician

Registered Pharmacy
Technician

Qualified Pharmacy
Technician
Pharmacy Technician

Yes
Yes

Yes
Yes
Yes

Yes
Yes
Yes
Yes

Yes
Yes

Yes
Yes
Yes

Yes
Yes

Yes

$25

$25

$100

$20

$45

$60

$20

$25

$35 W

$60 initial; $50
renewal

$25

$40

$25
N/A
$30
N/A
$30
$35

N/A

$40

Biennial
Annual
Annual
Annual
Biennial G
Biennial G
Annual
Annual
Annual
Annual

Biennial RR
Biennial

Annual -4/01
N/A

Biennial

N/A

Annual
Annual

N/A

GG

continued
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Status of Pharmacy Technicians

Does state:
Registration
License Register Certify Technician renewal

State Designation technicians?  technicians? technicians? registration fee? schedule
Oregon Pharmacy Technician Yes A No No $35 1 year - Sep
Pennsylvania Pharmacy Technician No No No N/A N/A
Puerto Rico Pharmacy Technician No Yes Yes $50 3 years
Rhode Island Pharmacy Technician Yes — No $40 Annual
South Carolina Pharmacy Technician No Yes Yes $40 initial; $25 Annual

renewal
South Dakota Pharmacy Technician No Yes No $25 Annual
Tennessee Pharmacy Technician No Yes No $50 biennial Cyclical
Texas Pharmacy Technician No Yes No $59 initial; $56 Biennial

renewal
Utah Pharmacy Technician Yes No No $60 Biennial
Vermont Pharmacy Technician No Yes No $50 Biennial
Virginia Pharmacy Technician No Yes No $25 Annual
Washington Pharmacy Technician No No Yes $50 initial; $40 Annual

renewal
West Virginia Pharmacy Technician No Yes No $25 X Biennial
Wisconsin Pharmacy Technician No No No — —
Wyoming Registered Pharmacy Yes KK Yes KK No $50 Annual

Technician K

* See Footnotes (*) on page 136.
" Contact the state board of pharmacy office to obtain requirements.

o€l

supuy223 Aovuivyd Jo Surpuvis a7 :aa1f xipuaddy



Maximum ratio of
technician(s) to pharmacist

in an:
Can board deny,
Technician Technician revoke, suspend or Ambulatory
training Technician CE ~ examination restrict technician care Institutional
requirements requirements requirement registration settings care setting
Alabama No 3 hrs/yr MM — Yes 3:1% 3:1%
Alaska Yes S 10 hrs/2 yrs No Yes None None
Arizona Yes NN Yes - PTCB Yes None None
Arkansas No None No Yes 2:1 2:1
California Yes CC No No CC Yes Varies* 2:1
Colorado No N/A No N/A 3:1 3:1
Connecticut Yes S No No Yes 2:1* or 3:1 3:1*
Delaware Yes N/A No N/A None None
District of No]J — — — — —
Columbia
Florida Yes Q 20 hrs/2 years No Yes 3:1 3:1
Georgia No None No N/A 3:1% 3:1%
Guam No]J None ] No Yes None ] None ]
Hawaii No N/A No No None None
Idaho Yes OO Yes Yes Yes 6:1* 6:1*
Illinois Yes PP Yes Yes QQ Yes None None
Indiana Yes No No U Yes 4:1* 4:1*
Towa Yes H No No Yes None None
continued
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Maximum ratio of
technician(s) to pharmacist

in an:
Can board deny,
Technician Technician revoke, suspend or Ambulatory
training Technician CE ~ examination restrict technician care Institutional
requirements requirements requirement registration settings care setting
Kansas Yes No Yes Yes 2:1 or 3:1* 2:1 or 3:1*
Kentucky No None No Yes None None
Louisiana Yes 10 hrs Yes Yes 3:1* 3:1*
Maine Yes No No Yes 3:1* 3:1*
Maryland Yes Yes Yes Yes None None
Massachusetts Yes No BB Yes Yes 4:1* 4:1*
Michigan No — — — None None
Minnesota No No No Yes 2:1* 2:1*
Mississippi Nol No No Yes 2:1 2:1
Missouri No None No Yes None* None*
Montana Yes*™* T Yes SS Yes AA Yes 3:1* 3:1*
Nebraska Yes** 1 No No Yes 2:1 2:1
Nevada Yes Yes'Y No Yes 3:1* 3:1
New Hampshire No None No Yes None None
New Jersey No No — Yes Varies Varies
New Mexico Yes** None Yes AA Yes 4:1 4:1
New York No No No No 2:1 2:1
North Carolina Yes None No Yes 2:1* 2:1*

4
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North Dakota Yes R Yes 10 hrs/1 yr No FF Yes 3:1 4:1
Ohio Yes No Yes No None None
Oklahoma Yes None No Yes J] 2:1 2:1
Oregon Yes Yes P Yes P Yes None None
Pennsylvania No None No N/A None None
Puerto Rico Yes F 20 hrs/3 yrs Yes Yes 5:1 5:1
Rhode Island Yes None — Yes None None
South Carolina Yes DD 10 hrs/yr EE Yes DD Yes 3:1* Varies*
South Dakota Yes S None No Yes 2:1* 2:1*
Tennessee No None No Yes 2:1* 2:1*
Texas Yes C D Yes Yes 2:1* None
Utah Yes 20 hrs/2 yrs Yes E Yes 3:1 3:1
Vermont No No No Yes None None
Virginia Yes V 5hrs/yr Yes V Yes 4:1 4:1
Washington Yes None Yes AA Yes 3:1* 3:1*
West Virginia Yes I None Yes Yes 4:1 4:1
Wisconsin No — — — 4:1 4:1
Wyoming Yes 6 hrs Yes AA Yes 3:1 3:1

See “Footnotes (*)” on pages 136.

“ Contact the state board of pharmacy office to obtain requirements.
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Legend: 2010 National Association
of Boards of Pharmacy

A All new pharmacy technicians have one year after initial licensure to
obtain certification.

B Technician trainee — $36; certified technician — $72

C  Aperson may be a technician trainee for no more than two years while
seeking certification through PTCB. Contact the Board for specific on-site
training requirements.

D  Same as PTCB requirements.

E  PTCB examination or the ExCPT and Utah law examination.

F 1,000 hours of internship under direct supervision of a registered
pharmacist and passing an examination prepared by the Board are
required for certification. Designated pharmacy technician intern for three
years maximum.

G  Biennial at birthday.

H  Technicians must be under the immediate and personal supervision of the
pharmacist. Technician training must be documented and maintained.
National certification by nationally accredited certifying body effective
July 1, 2010.

I Training requirements developed by training pharmacies and approved by
the Board.

] The Board is proposing/developing regulations.

K Designated as a “technician-in-training” prior to meeting requirements for
licensure. (IN — Technician-in-training permit is good for one year from
date of issuance and must be upgraded to certified pharmacy technician
by submitting proof of completion of approved training.)

L The term “Support Personnel” is also used.

M May register as “technician-in-training” for one year until they obtain
certification. This registration is renewable once for one year.

N  A“Pharmacy Technician” is a subset of “Supportive Personnel.”

O  Technicians are not considered “registered” but are issued a “permit.”

P Required for certified pharmacy technicians but not pharmacy technicians.

Q  Pharmacy technicians may register in Florida if they received 1,500 hours
of work experience, completed a training program, or if they are certified
by the national board.

R Technicians must complete American Society of Health-System Pharmacists-
accredited program or an equivalent program.

S  On-the-job training by PIC appropriate to technician’s duties.

T  Technician utilization plan filed with Board or didactic course.

U  Passage of the PTCB examination is one way to become certified as a
technician in this state. Must also file application for licensure.
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To be eligible for registration a pharmacy technician must either hold
current PTCB certification or must have passed a training program and
examination approved by the Board.

Plus a fingerprint fee paid to a contracted agency.

$25 initial; $30 renewal /two years.

However, technicians must complete six hours of in-service training per year
and one hour of jurisprudence as do pharmacists (NV — see page 31).

Biennial by birth month; trainee registration one year, not reusable.

PTCB or ExCPT certification required.

However, “certified pharmacy technicians” must maintain certification.

Educational training and /or PTCB examination are ways to qualify for
technician registration.

To be certified as a pharmacy technician an individual must have worked
for 1,000 hours under the supervision of a licensed pharmacist as a
technician and must have completed a Board of Pharmacy-approved
technician course as provided for in subsection (D); a high school
diploma or equivalent; and passed the National Pharmacy Technician
Certification Examination or a Board of Pharmacy-approved examination
and has maintained current certification; and fulfilled CE requirements as
provided for in Section 40-43-130(G).

As a condition of registration renewal, a registered pharmacy technician
shall complete ten hours of ACPE- or CME I-approved CE each year. A
minimum of four hours of the total hours must be obtained through
attendance at lectures, seminars, or workshops.

Requires PTCB examination for reciprocity.

Annual (by birth month).

Plus one-time application fee of $50.

Odd numbered years.

Revoked thirty-six pharmacy technician permits including one probation.

“Technicians-in-Training” are registered until they meet the requirements
for licensure. The technician-in-training permit is valid for no more than
two years from date of issue.

Legislation has been introduced to certify technicians.

One hour must be live CE.

Twenty hours of which two hours must be pharmacy law ACPE or
Board-approved providers.

See IDAPA 27.01.01. 251(C).

Refer to 225 ILCS 85/17.1

Beginning on January 1, 2010, within two years of becoming employed as
a registered technician, must become certified by successfully passing
PTCB or other Board-approved examination. Does not apply to pharmacy
technicians hired prior to January 1, 2008. Refer to 225 ILCS 85/9. CE is
required for certification.

Biennial January 1 of odd years.

Must be PTCB-approved or ICPT- approved.
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Footnotes™*

AL 3:1if one technician is PTCB-certified. All technicians must be at least seventeen.

CA  In community pharmacy, the ratio is 1:1for the first pharmacist on duty, then 2:1 for each
additional pharmacist on duty. 2:1 if pharmacy services patients of skilled nursing facili-
ties or hospices. A pharmacist may also supervise one pharmacy technician trainee gain-
ing required practical experience.

CT  Refer to Section 20-576-36 of the Regulations of Connecticut State Agencies. In summary, ratio
not to exceed 2:1 when both technicians are registered. Ratio of 3:1 permitted when there are
two registered technicians and one certified technician. However, a pharmacist is permitted to
refuse the 3:1 ratio for the 2:1 ratio. In an institutional outpatient pharmacy, ratio is 2:1. The
pharmacist manager may petition the Commission to increase ratio to 3:1 in a licensed or insti-
tutional outpatient pharmacy. Inpatient pharmacy ratio is 3:1 generally, but pharmacy can
petition for ratio of up to 5:1; satellite pharmacy 3:1, but can petition for up to 5:1.

GA  One of the three pharmacy technicians must be certified. Board may consider and approve
an application to increase the ratio in a hospital pharmacy.

ID Ratio includes technicians, technicians-in-training, and student pharmacists. No longer
allowed cashiers/clerks in pharmacy.
IN Technicians must be under the immediate and personal supervision of the pharmacist.

KS  The ratio may be 3:1 if at least two of the pharmacy technicians have a current certification
issued by PTCB or a current certification issued by any other pharmacy technician certifi-
cation organization approved by the Board.

LA If pharmacy technician candidate is present, then maximum ratio for technicians is 2:1. If
not, then maximum ratio for technicians is 3:1.

MA  3:1 provided one intern and one certified technician. 4:1 provided at least two certified
technicians or one certified technician and one intern.

ME  4:1 with an advanced pharmacy technician.

MN  Specific functions are exempted from the 2:1 ratio as follows: for intravenous admixture
preparation, unit-dose dispensing, prepackaging, and bulk compounding, ratio is 3:1. One
additional technician per pharmacy if that technician is PTCB certified.

MO  Technician must be under the direct supervision and responsibility of a pharmacist.

MT  Ratio is 3:1. Licensee may ask Board for variance based on established criteria or greater
upon Board approval.

NC  Ratio may be increased above 2:1 if additional technicians are certified and the Board
approves the increase in advance.

NV Technician to pharmacist ratio is now 3:1; however, initial prescription data input can now
only be done by a registered pharmaceutical technician or a pharmacist. A clerk may enter
demographic and insurance data only on new prescriptions

SC  ThePIC shall develop and implement written policies and procedures to specify the duties
to be performed by pharmacy technicians. The duties and responsibilities of these person-
nel shall be consistent with their training and experience. These policies and procedures
shall, at a minimum, specify that pharmacy technicians are to be personally supervised by
a licensed pharmacist who has the ability to control and who is responsible for the activi-
ties of pharmacy technicians and that pharmacy technicians are not assigned duties that
may be performed only by a licensed pharmacist. One pharmacist may not supervise more
than three pharmacy technicians at a time; at least two of these three technicians must be
state certified. If a pharmacist supervises only one or two pharmacy technicians, these
technicians are not required to be state certified. Pharmacy technicians do not include
personnel in the prescription area performing only clerical functions, including data entry
up to the point of dispensing, as defined in Section 40-43-30(14).

SD  Exception to the ratio may be allowed if the specific requirements listed in administrative
rule are met. See ARSD 20:51:29:19.02 and 20:51:29:19.03.

TN  3:1if technician is certified.

X 3:1if at least one of the technicians is not a pharmacy technician trainee.

WA  Apharmacy may use more technicians than the prescribed 3:1 upon approval of the Board.
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NABPLAW Online Search Terms
Status of Pharmacy Technicians (type as indicated below)
¢ technician and requirements
* support and personnel & requirements
¢ technician and training
¢ technician and registration
NOTE: ANCILLARY PERSONNEL, SUPPORT PERSONNEL, AND NON-
LICENSED PERSONNEL CAN BE SUBSTITUTED FOR TECHNICIAN.
Pharmacy Technicians in Hospital/Institutional Setting
May pharmacy technicians in the
hospital/institutional setting:
Accept called-in Enter
prescriptions prescription Check the
from physician’s  into pharmacy  work of other
State office? computer? technicians
Alabama No Yes No
Alaska No Yes G No
Arizona No Yes B No
Arkansas No Yes No
California No Yes E Yes BB, E
Colorado No Yes Yes G
Connecticut No K Yes No
Delaware No Yes E No
District of Columbia  Yes \% Yes V No
Florida No Yes No
Georgia No Yes No
Guam No Yes E,G No
Hawaii No Yes E,G No
Idaho No Yes Yes S
Illinois H, Y Yes E, Y No Y
Indiana No ] Yes No
Iowa Yes G Yes G No Y
Kansas No ] Yes G P
Kentucky No K Yes E Yes X
Louisiana Yes Yes No
Maine No GG Yes No
Maryland No Yes No

continued
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Pharmacy Technicians in Hospital/Institutional Setting

May pharmacy technicians in the
hospital/institutional setting;:

Accept called-in Enter
prescriptions prescription Check the

from physician’s  into pharmacy  work of other
State office? computer? technicians
Massachusetts Yes AA Yes G No
Michigan Yes G Yes G Yes G
Minnesota No Yes Yes C
Mississippi No Yes E G No
Missouri Yes E G Yes E,G No
Montana Z, DD Yes Yes
Nebraska No Yes No
Nevada No Yes No
New Hampshire No Yes G No
New Jersey No Yes G No
New Mexico No Yes No
New York No Yes G No
North Carolina Yes FF Yes No
North Dakota Yes Yes Yes G
Ohio No Yes G No
Oklahoma No Yes No
Oregon No Yes No
Pennsylvania No Yes E,G No
Puerto Rico No N Yes N No
Rhode Island No ],V Yes No
South Carolina Yes AA Yes E Yes M
South Dakota No No O No
Tennessee Yes U Yes G No
Texas No Yes No
Utah No ] Yes G,1 No
Vermont No Yes E No
Virginia No Yes G No
Washington No Yes Yes EE
West Virginia No Yes G No
Wisconsin Z Yes No

Wyoming No Yes E, G No
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May pharmacy technicians in the
hospital/institutional setting:

Call physician Compound Transfer
for refill medications for prescription
State authorization? dispensing? orders?
Alabama No D Yes G No
Alaska Yes D,G Yes G No
Arizona Yes B Yes B Yes CC
Arkansas Yes D Yes No
California Yes E Yes E No
Colorado Yes D Yes G No
Connecticut Yes D Yes E No
Delaware No Yes F No
District of Columbia Yes V Yes A% No
Florida Yes Yes No
Georgia No No W No
Guam No Yes E G Pending regulations
Hawaii No Yes E G No
Idaho Yes Yes No
Illinois Yes E, Y Yes E Y No Y
Indiana Yes Yes No
Towa Yes G Yes G No
Kansas Yes Yes G No
Kentucky Yes E,D Yes E No
Louisiana Yes Yes E Yes CC
Maine Yes Yes No
Maryland Yes K Yes G No
Massachusetts Yes Yes B, G No
Michigan No Yes G Yes Q
Minnesota Yes Yes No
Mississippi Yes E, G Yes E G No
Missouri Yes E,G Yes E, G Yes E, G, CC
Montana Yes D, DD Yes, DD No
Nebraska Yes Yes No
Nevada Yes Yes No
New Hampshire No Yes G No
New Jersey Yes D Yes E G No
New Mexico Yes G Yes No
New York No No No
North Carolina Yes FF Yes E Yes FF
North Dakota Yes Yes G Yes

continued
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May pharmacy technicians in the
hospital/institutional setting:

Call physician Compound Transfer
for refill medications for prescription
State authorization? dispensing? orders?
Ohio No Yes E No
Oklahoma Yes D Yes L No
Oregon Yes D Yes No
Pennsylvania No Yes FE G No
Puerto Rico No Yes N Yes N
Rhode Island Yes Yes G No
South Carolina Yes M Yes E Yes M
South Dakota No Yes G No
Tennessee Yes G Yes G Yes U
Texas Yes D Yes E,R No
Utah Yes D Yes G Yes G,D
Vermont No Yes A,B No
Virginia Yes D Yes E G No
Washington Yes D Yes T No
West Virginia Yes D Yes T No
Wisconsin Z,D Yes B, G No
Wyoming Yes D,E,G EG No

Legend: 2010 national association
of boards of pharmacy

A
B

Activities not addressed in statutes or regulations.

training, and pharmacist final verification and initialing.
C Only after obtaining a variance from the Board.

D Can call or fax prescriber at direction of pharmacist and since refill
authorization is a new prescription, only a pharmacist can accept oral
authorization.

E

Allowed activity must be under the direct supervision of a licensed

Subject to approved policy and procedure manuals, pharmacy technician

pharmacist. (HI — “immediate supervision.” KY — Direct supervision if
technician is not certified by the PTCB; if certified, then technician may

perform activity under indirect supervision. LA — “Direct and
immediate” supervision and shall not compound high-risk sterile
preparations, as defined by the USP.)
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Compounding is the responsibility of the pharmacist or pharmacy intern
under the direct supervision of the pharmacist. The pharmacist may
utilize the assistance of supportive personnel under certain conditions.
Contact the Board for requirements.

Pharmacist must verify, check, and/or is responsible for allowed activities.

Not prohibited. Law and regulations are silent on this issue; however, the
practice is discouraged. Pharmacists should exercise professional
judgment.

Allowed activity must be under the general supervision of a licensed
pharmacist.

Unless it is regarding a refill.

Allowed activity limited to pharmacist interns.

Bulk compounding allowed.

A supervising pharmacist may authorize a certified pharmacy technician
to (1) receive and initiate verbal telephone orders; (2) conduct one-time
prescription transfers; (3) check a technician’s refill of medications if the
medication is to be administered by a licensed health care professional in
an institutional setting; and (4) check a technician’s repackaging of
medications from bulk to unit dose in an institutional setting.

Pharmacy Act allows pharmacy technicians to perform the tasks assigned
by the pharmacist under his or her direct supervision. Puerto Rico
Supreme Court has recognized that only pharmacists are prepared to do
patient counseling.

May key-in but not enter.

Need Board approval.

Yes, if there are policies and procedures in place that allow delegation and
that comply with Board Administrative Rules 338.490 and 338.3162.

Must have special training. Contact the Board for training requirements.

One current technician-check-technician pilot program.

Bulk compounding and intravenous preparation are allowed, but
“extemporaneous” compounding is not allowed.

If technician is certified.

Pharmacist must verify, check, and/or is responsible for allowed activities;
except in the case of Schedule II controlled substances only a pharmacist
may receive an oral prescription.

May compound IV admixtures only if pharmacist verifies the final
product for accuracy, efficacy, patient utilization, and has a mechanism to
verify the measuring of active ingredients added to the IV mixture.

Limitation 201 KAR 2:045.

Rules/regulations currently being developed/proposed and may alter
these answers.

Can accept refills if no changes. (WI — new prescriptions must be
recorded.)
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AA Certified technicians only with supervising pharmacist authorization. (MA

— dependent upon Department of Public Health approval.)
BB California allows for a specifically trained technician to check the work of
another technician in an acute care hospital under certain conditions.
cC May not transfer controlled substance prescriptions.

DD Technicians can now work up to thirty minutes alone in the pharmacy
while a pharmacist has a mandatory lunch break (up to thirty minutes)

on the premises.

EE Hospitals may apply to the Board for approval of technician-check-
technician programs that meet certain conditions. This is available for
unit-dose drug distribution systems.

FF

Certified technicians only.
GG May accept called-in prescription from physician office only if an
advanced technician.

NABPLAW Online Search Terms

Pharmacy Technicians in Hospital/Institutional Setting (type as indi-
cated below)

¢ technician and requirements and hospital
* support and personnel and requirements and hospital
¢ technician and training and hospital
¢ technician and registration and hospital
NOTE: ANCILLARY PERSONNEL, SUPPORT PERSONNEL, AND NON-
LICENSED PERSONNEL CAN BE SUBSTITUTED FOR TECHNICIAN;
INSTITUTIONAL CAN BE SUBSTITUTED FOR HOSPITAL.

Pharmacy Technicians in Community Setting

May pharmacy technicians in the
community setting:

Accept called-in  Enter prescription = Check the
prescription from  into pharmacy = work of other

State physician’s office? computer? technicians?
Alabama No Yes No
Alaska No Yes E No
Arizona No Yes B No
Arkansas No Yes No
California No Yes D No
Colorado No Yes Yes E
Connecticut No Yes D, E No
Delaware No Yes D No

District of Columbia Yes S Yes S No
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Florida
Georgia
Guam
Hawaii

Idaho

Ilinois
Indiana

Towa

Kansas
Kentucky
Louisiana
Maine
Maryland
Massachusetts
Michigan
Minnesota
Mississippi
Missouri
Montana
Nebraska
Nevada

New Hampshire
New Jersey
New Mexico
New York
North Carolina
North Dakota
Ohio
Oklahoma
Oregon
Pennsylvania
Puerto Rico
Rhode Island
South Carolina
South Dakota
Tennessee
Texas

Utah
Vermont
Virginia
Washington
West Virginia
Wisconsin
Wyoming

Yes
Yes
Yes D, E
Yes D, E
Yes
Yes, ]
Yes
Yes E
Yes E
Yes D
Yes
Yes
Yes
Yes E
Yes E
Yes
Yes D, E
Yes D, E
YesI, V
Yes
Yes
Yes E
Yes E
Yes
Yes E
Yes
Yes
Yes E
Yes
Yes
Yes D, E
Yes O
Yes
Yes D
Yes D
Yes E
Yes
Yes E
Yes
Yes E
Yes
Yes D, E
Yes
Yes D, E

143
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May pharmacy technicians in
the community setting:
Compound
Call physician ~ medications Transfer
for refill for prescription

State authorization dispensing? orders?
Alabama No M, EE Yes E No
Alaska Yes E,M Yes E No
Arizona Yes B Yes B, R Yes DD
Arkansas Yes M Yes D, E No
California Yes D Yes D, E No
Colorado Yes Yes E No
Connecticut Yes M Yes D, E No
Delaware No Yes F No
District of Columbia Yes S Yes S No
Florida Yes Yes No
Georgia No No No
Guam No Yes D, E J
Hawaii No Yes D, E No
Idaho Yes Yes No
Illinois Yes IJ YesI, ] No]J
Indiana Yes Yes No
Towa Yes E Yes E No
Kansas Yes Yes E No
Kentucky Yes D, M Yes D No
Louisiana Yes Yes D Yes X
Maine Yes Yes No
Maryland Yes W Yes E No
Massachusetts Yes U Yes E Yes CC
Michigan No Yes E Yes C
Minnesota Yes Yes K No
Mississippi Yes D, E Yes D, E No
Missouri Yes D,E Yes D, E Yes D, E, X
Montana Yes M,V YesL,V No
Nebraska Yes Yes No
Nevada Yes Yes No
New Hampshire No Yes E No
New Jersey Yes Yes D, E No
New Mexico Yes E Yes No
New York No No No
North Carolina Yes AA Yes E Yes AA
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North Dakota Yes Yes E Yes
Ohio No Yes D No
Oklahoma Yes M Yes L No
Oregon Yes M Yes No
Pennsylvania No Yes D, E, F No
Puerto Rico Yes O Yes O Yes O
Rhode Island Yes Yes E No
South Carolina Yes Z Yes D Yes T
South Dakota Yes Yes E No
Tennessee Yes Yes E Yes R
Texas Yes M Yes D, N No
Utah Yes M Yes E Yes E
Vermont Yes Yes A, B No
Virginia Yes M Yes D, E No
Washington Yes M Yes P No
West Virginia Yes D, E No No
Wisconsin Yes M, Y Yes B No
Wyoming Yes D, E,M Yes D, E No

Legend: 2010 National Association

of Boards of Pharmacy

A
B

Activities are not addressed in laws or statutes.

Subject to approved policy and procedure manuals, pharmacy technician
training, and pharmacist final verification and initialing.

Yes, if there are policies and procedures in place that allow delegation and
that comply with Board Administrative Rules 338.490 and 338.3162.

Allowed activity must be under the direct supervision of a licensed
pharmacist. (HI — “Immediate supervision.” KY — Direct supervision if
technician is not certified; if certified by the Pharmacy Technician
Certification Board, then technician may perform activity under indirect
supervision. LA — “Direct and immediate” supervision. Shall not
compound high-risk sterile preparations, as defined by the United States
Pharmacopeia.)

Pharmacist must verify, check, and/or who is responsible for allowed
activities.

Compounding is the responsibility of the pharmacist or pharmacy intern
under the direct supervision of the pharmacist. The pharmacist may
utilize the assistance of supportive personnel under certain conditions.
Contact Board for requirements.

Unless it is regarding a refill.
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H Allowed activity limited to pharmacists and interns. (KY — Under direct
supervision.)
Allowed activity must be under the supervision of a licensed pharmacist.

— =

Rules/regulations currently being developed/proposed and may alter
these answers.

Bulk compounding only, no extemporaneous.
Bulk compounding allowed.

If there are any changes to the prescription and/or if professional
consultation is involved, the pharmacist must handle the call.

Must have special training. Contact the Board for training requirements.

oz zZCOR

Pharmacy Act allows pharmacy technicians to perform the tasks assigned
by the pharmacist under his or her supervision. PR Supreme Court has
recognized that only pharmacists are prepared to do patient counseling.

—

Bulk compounding and intravenous preparation are allowed, but
“extemporaneous” compounding is not allowed.

Q Not prohibited. Law and regulations are silent on this issue; however, the
practice is discouraged. Pharmacists should exercise professional
judgment.

R If technician is certified.

S Pharmacist must verify, check, and/or who is responsible for allowed
activities; except in the case of Schedule II controlled substances, only a
pharmacist may receive an oral prescription.

T A supervising pharmacist may authorize a certified pharmacy technician
to (1) receive and initiate verbal telephone orders; (2) conduct one-time
prescription transfers; (3) check a technician’s refill of medications if the
medication is to be administered by a licensed health care professional in
an institutional setting; (4) check a technician’s repackaging of
medication from bulk to unit dose in an institutional setting.

U Provided no change in therapy.

\% Technicians can now work up to thirty minutes alone in the pharmacy
while a pharmacist has a mandatory lunch break (up to thirty minutes)
on the premises.

W Pharmacy technician may call for refills for prescriptions other than

controlled dangerous substances. May not accept refill authorization that

changes the order.

X May not transfer controlled substance prescriptions.

Y Refills only with no changes. (WI — new prescriptions must be
recorded.)

Z Certified technicians only with supervising pharmacist authorization.

AA  Certified technicians only.
BB  May accept called-in prescription from physician office only if an
advanced technician.
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A certified pharmacy technician may assist in the transfer of a refill for a
Schedule VI prescription (Massachusetts considers all drugs not in
Schedule II-V to be Schedule VI) upon request by a consumer.

Only electronic transfers of non-controlled drugs.

May fax a refill request to a physician’s office. A refill is considered to be
an authorization for a new prescription. Technicians may not take verbal
orders from an agent or a physician for a new prescription.

NABPLAW Online Search Terms

Pharmacy Technicians in Community Setting (type as indicated below)

technician and requirements

support and personnel and requirements
technician and training

technician and registration

NOTE: ANCILLARY PERSONNEL, SUPPORT PERSONNEL, AND NON-

LICENSED PERSONNEL CAN BE SUBSTITUTED FOR TECHNICIAN.

All material Courtesy of the National Association of Boards of Pharmacy and the 2010 Survey of
Pharmacy Law, Mount Prospect, Illinois.






appendix six: Legal status
of fax prescriptions

Facsimile Transmission of Prescriptions

Has state
adopted Internal
prescription-  Controlled security Transmission
fax substances code marked
State regulations? allowed required “faxed copy”
Alabama Yes Yes No No
Alaska Yes Yes No No
Arizona Yes Yes F No No
Arkansas Yes Yes - Sch. No No
III-V F
California Yes Yes - Sch. No No
m-v G
Colorado Yes Yes No No
Connecticut Yes Yes - Sch. No Yes
II-VF
Delaware Yes Yes F No Yes
District of Yes Yes N No Yes
Columbia
continued

149
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Has state
adopted Internal
prescription-  Controlled security Transmission
fax substances code marked
State regulations? allowed required “faxed copy”
Florida Yes Yes - Sch. No No
-V &
Limited Sch.
I
Georgia Yes Yes F No No
Guam YesE, 1, ] Yes F No No
Hawaii Yes K Yes - YesK,L, M No
Limited L
Idaho Yes Yes F No No
Illinois Yes A, N, P Yes A, N, P No No
Indiana Yes N, P Sch. III-V P, No Yes
U
Towa Yes Yes T No No
Kansas Yes Yes P No No
Kentucky No A, Q Yes P No No
Louisiana Yes Yes F No No
Maine Yes Yes No No
Maryland Yes Yes GG No No
Massachusetts Yes FF Yes F No No
Michigan Yes Yes No No
Minnesota Yes Yes F No No
Mississippi Yes Yes No No
Missouri Yes Yes S, T No No
Montana Yes Yes T Yes X Yes FF
Nebraska Yes Yes No No
Nevada Yes F Yes - Sch. No Yes
-V
New Yes Yes No Yes BB
Hampshire
New Jersey Yes Yes - Sch. No No
II-V B, EE
New Mexico Yes Yes No No
New York Yes Yes A, P No W No
North Yes Yes N/A N/A
Carolina
North Dakota Yes Yes - Sch. No Yes
-v

Ohio Yes Yes P No No
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Oklahoma Board Sch. II-V EE No Yes
guidelines A
Oregon Yes Yes F No No
Pennsylvania Yes II No No
Puerto Rico Yes B Yes B N/A N/A
Rhode Island Yes Yes P No No
South Yes Z Yes U No No
Carolina
South Dakota Yes F Yes F No No
Tennessee Yes Yes F No Yes
Texas Yes A, Q Yes P No Yes
Utah Yes AA Yes T No Yes
Vermont Yes Yes - Sch. No No
-v
Virginia Yes Yes No No
Washington Yes Yes - Sch. No No
-V F
West Virginia Yes DD Yes F No Yes KK
Wisconsin Yes Yes F No No
Wyoming Yes Yes P R Yes
Signature of Non-fading Disposition of
Information transmitting legibility time original
State required agent requirement prescription?
Alabama Yes No No A,P
Alaska Yes Yes Yes - 2 years B
Arizona Yes No Yes - 7 years
Arkansas Yes E No Yes
California Yes No Yes - 3 years
Colorado Yes No Yes - 2 years
Connecticut Yes E No Yes H
Delaware Yes No Yes
District of Yes — — —
Columbia
Florida Yes No No ]
Georgia Yes No - Name No Not addressed
only
Guam Yes No Not Not addressed
addressed HH
HH
Hawaii Yes No - Yes - 5 years @)
Prescriber
only continued



152 Appendix six: Legal status of fax prescriptions
Signature of Non-fading Disposition of
Information transmitting legibility time original
State required agent requirement prescription?
Idaho Yes No Yes - 3 years F
Illinois Yes A Yes A Yes - 5 years AN
Indiana Yes Yes - Name Yes
lIowa Yes NoJJ Yes - 2 years
Kansas Yes NoJJ Yes - 5 years
Kentucky Yes No Yes Retained by
prescriber
Louisiana Yes No Yes D -2
years
Maine Yes No W Yes - 5 years Board policy
Maryland Yes R No Yes - 5 years GG
Massachusetts Yes No No longer
referenced
Michigan Yes No Yes - 5 years J
Minnesota Yes Yes Yes - 5 years B
Mississippi Yes No Yes B, 1
Missouri Yes No No Retained by
practitioner T
Montana Yes No Yes - 2 years Retained by
practitioner
Nebraska F No F F
Nevada Yes E No E Yes - 2 years
New Yes No No F 1
Hampshire
New Jersey Yes No Yes
New Mexico Yes NoV,]J] Yes - 3 years
New York Yes No Yes - 5 years
North Yes Yes Yes N/A
Carolina
North Dakota Yes No Yes - 5 years I T
Ohio Yes Yes - full YesY Retained by
name prescriber
required
Oklahoma Yes No No N/A
Oregon Yes Name or Yes - 3 years LL
initials F
Pennsylvania Yes No Yes - 2 years II
Puerto Rico Yes N/A N/A B
Rhode Island Yes No No
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South Yes No Not
Carolina addressed

South Dakota Yes No Yes F

Tennessee Yes No Yes

Texas Yes Name Yes

required

Utah AA Yes No Yes

Vermont Yes — — —

Virginia Yes No C Yes CC Retained by

practitioner

Washington Yes No Yes - 2 years

West Virginia Yes NoE, W No

Wisconsin Same as No Yes

written Rx

Wyoming Yes R Name Yes

required
Legend

A A faxed prescription is handled in the same manner as a phoned-in
prescription. (IL — Faxing of Schedule II is under the same restriction
as telephone orders in emergency situations. KY — “Oral”
prescription.)

B Original, signed prescription must be presented before the faxed, filled
presclription is released to the patient. (AK, MN, MS — Schedule II
prescriptions.)

C If fax is used to transmit an oral presclription and prescription is not
manually signed by the prescriber, agent’s full name is required.

D Must be reduced to hard copy if necessary that indicates model of
transmission and prescriber’s phone number.

E Prescriber’s signature must appear.

F Faxed prescriptions are permitted as per CEA regulation. 21 CFR §
1306.11 and 1306.21.

G Signed and dated by prescriber.

H Retained or destroyed by a practitioner.

I Fax becomes original (not Schedule II).

] If fax is prescriber generated, fax is original. If fax is other-generated
(patient), original to pharmacy before delivering to patient.

K Jurisdiction: Department of Health, Food and Drug Branch.

L Jurisdiction: Department of Public Safety, Narcotics Enforcement

Division.
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Appendix six: Legal status of fax prescriptions

Practitioner oral code number.

Faxing allowed for all but Schedule II. Photocopying or immediately
reducing prescription to writing is required in order to produce a
non-fading record. (IL —Refer to 720 ILCS 570/309).

Prescription records must be retained for at least five years.

Schedule II permitted only for home infusion prescriptions, LTCF
patients, and hospice patients. (AL and KS — All other Schedule II
prescriptions may be faxed, but original must be presented to
pharmacist before medication can be dispensed. TX — The Schedule II
prescription faxed must be a properly completed official prescription
form.)

However, the State Controlled Substance Act allows the fax ing of
Schedule II controlled substance prescriptions in certain circumstances.

Signature of prescriber; location from which the prescription was faxed,
including address, phone number, and fax number; and pharmacy
information must also include telephone number and fax number.
(WY— Fax number needed.)

Bureau of narcotics and Dangerous Drugs

Schedule II requires original prescription at time of prescription pick-up
except for prescriptions for long-term care patients, hospice patients,
and those written for parenteral narcotic drugs and emergency
dispensing.

Permissible for Schedule III-V. For Schedule II prescriptions, only
hospice, long-term care, and home infusion patients.

For verbal confirmation

Pharmacists are responsible for assessing authenticity

Electronic signature or other secure (encrypted or encoded) method of
validation; both prescriber and pharmacist must have a secure
(encrypted or encoded) system.

Three years from date of last refill; maximum of four years.

Pharmacist may accept an electronically transmitted order.

Prescription must be transmitted by fax from site of origination to the
dispensing pharmacy.

By the receiving pharmacist (and initialed).

Two years from date of last refill; maximum of four years.

Under regulations regarding electronic transmission of prescriptions.

A prescription for a Schedule II drug written for a LTCG resident or
hospice patient does not have to be in writing and signed by the
practitioner if it is transmitted or prepared in compliance with the DEA
regulations 21 CFR § 1306.11 (d), (e), (f), and (g).

Regulations for all electronically issued prescriptions.

Fax prescriptions accepted as originals unless FDA or DEA restrictions
apply, as in Schedule IT in some instances.

State is in the process of promulgating new regulations.
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I Board Regulation §27.20 should be reviewed for the specific
requirements and limitations.

7] Name requited. (IA — and title.)

KK  But only for controlled substances.

LL Original prescription may be kept in the manner received. May be kept
in electronic form after 120 days if not controlled.

NABPLAW Online Search Terms

Facsimile Transmission of Prescriptions (type as indicated below)

¢ facsimile and transmission
e prescription and transmission
e prescription and records and facsimile

Courtesy of the National Association of Boards of Pharmacy and the 2010 Survey of Pharmacy Law
National Association of Boards of Pharmacy, Mount Prospect Illinois.
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Electronic transmission of prescriptions: computer-to-computer

Is prescription

Is prescription

Is prescription

transmission transfer Is prescription transfer from
from in-state from out-of-state transfer from out-of-state Does board
prescriber prescriber between pharmacy recognize electronic
computer computer in-state computer signatures
to pharmacy to pharmacy pharmacy to in-state for non-con-
computer computer computers pharmacy trolled substance
State allowed? allowed? allowed? computer allowed? prescriptions?
Alabama Yes O Yes O Yes I Yes I Yes
Alaska Yes Yes Yes Not addressed Yes U
Arizona Yes Yes Yes G Yes G Yes DD
Arkansas Yes Yes Yes Yes No
California Yes Yes Yes Yes Yes
Colorado Yes I Yes I Yes I Yes I Yes
Connecticut Yes D, S, DD Yes D, S, DD Yes S, DD Yes S, DD Yes
Delaware Yes Yes DD Yes F, DD Yes F, DD Yes
District of Yes Yes Yes Yes Yes
Columbia
Florida Yes Yes Yes Yes Yes
Georgia Yes Yes Yes Yes Yes
Guam Not addressed E Not addressed E Not addressed E  Yes GG Not addressed E
Hawaii Yes W Yes W Yes W Yes W Yes W
Idaho Not addressed Not addressed Yes F Yes F Yes
Ilinois Yes Yes H Yes M Yes M Yes S
Indiana Yes EE Yes EE Yes EE Yes EE Yes EE
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lIowa

Kansas
Kentucky
Louisiana
Maine
Maryland
Massachusetts
Michigan
Minnesota
Mississippi
Missouri
Montana
Nebraska
Nevada

New Hampshire
New Jersey
New Mexico
New York
North Carolina
North Dakota
Ohio
Oklahoma

Oregon
Pennsylvania

Yes Y, CC
Yes
Yes O
Yes
No
Yes
Yes V
Yes
Yes
Yes
Yes
Yes
Yes
Yes T
Yes
Yes
Yes
Yes P
Yes
Yes
Yes R
Yes (Guidelines)
B,N
Yes A
Yes

Yes Y, CC
Yes
Yes O
Yes
No
Yes
Yes V
Yes O
Yes
Yes
Yes
Yes
Yes
Yes T
Yes
Yes
Yes
Yes P
Yes
Yes
Yes R
Yes (Guidelines)
B, N
Yes A
Yes

Yes B, F M
Yes F
Yes K
Yes B
Yes F
Yes M
Yes DD
No

Yes

Yes

Yes

Yes

Yes

Yes FF
Yes F
Yes

Yes

Yes P
Yes

Yes

Yes M
Yes B, N

Yes M
Yes

Yes B, F M
Yes F
Yes K
Yes B
Yes F
Yes M
Yes DD
No

Yes

Yes

Yes

Yes

Yes

Yes FF
Yes F
Yes

Yes

Yes P
Yes

Yes

Yes M
Yes B, N

Yes M
Not addressed E

Yes L %
Yes §
Yes =
Yes @
No §
Yes | N
Yes X °§
Yes )
S
Yes *g
Not addressed s
\'\
Yes A )
x
Yes gh
Yes g
Yes -
hay
Yes BB ]
No §
Yes @
Yes S
2
Yes =
Yes §
Yes R S
<
Yes =
(=}
3
1))
Yes
C

6SL
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Electronic transmission of prescriptions: computer-to-computer

Is prescription

Is prescription

Is prescription

transmission transfer Is prescription transfer from
from in-state from out-of-state transfer from out-of-state Does board
prescriber prescriber between pharmacy recognize elec-
computer computer in-state computer tronic signatures
to pharmacy to pharmacy pharmacy to in-state for non-con-
computer computer computers pharmacy trolled substance
State allowed? allowed? allowed? computer allowed? prescriptions?
Puerto Rico Not addressed Not addressed Not addressed Not addressed —
Rhode Island Yes Yes Yes F Yes F Yes
South Carolina Yes (Guidelines)  Yes Yes Q Yes Q Yes
South Dakota Yes E Yes E Yes F Yes F Yes E, AA
Tennessee Yes Yes Yes Yes Yes
Texas Yes I Yes Yes Yes No BB
Utah Yes Not addressed Yes Not addressed Yes
Vermont Yes Yes Yes Yes Yes
Virginia Yes Yes Yes Yes Yes
Washington Yes Z Yes Z Yes N Yes N Yes
West Virginia Yes S, T Yes S Yes F, S Yes F, S Yes
Wisconsin Yes Yes Yes Yes Yes
Wyoming Yes Yes Yes Yes Yes

09L
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Legend

A
B

AT T IZOTEHTON

ju

= O

Electronic prescriptions recognized.

Regulations require pharmacist to perform certain functions. (IA — or
pharmacy intern.)

Refer to Board regulation §27.201(b)(l).

Exclusive access or direct lines not allowed.

No rules at this time.

Only by pharmacies with a common electronic file.

Must comply with Rule R4-23-408.

Not prohibited.

No Schedule II substances allowed.

With proper security precautions.

Must fully comply with 201 KAR 2:165 and 21 CFR 1306.26, and must be
online, real-time transmission.

Electronic signature defined as “Confidential personalized digital key,
code, or number used for secure electronic data transmissions, which
identifies and authenticates the signatory.”

Must satisfy the requirements of state regulations for prescription transfer.
Stores that access the same real common database electronically are not
required to cancel the original prescription.

Prescriptions may be transmitted intrastate and interstate from pharmacy
to pharmacy. If controlled substances, DEA rules must be followed.

For non-controlled drugs.

With assurances for confidentiality of the electronic message. No
controlled substances.

The transfer of prescription information for the purpose of dispensing
authorized refills is permissible between pharmacies where all
pharmacies are under common ownership and access prescription
information through a common computerized data system, subject to
subsections (G)(I)(c), (G)(6), (G)(7), (G)(8), (G)(9), and )G)(10).

Prescription not valid unless Board-approved system ensures that only
authorized prescribers have issued the electronically transmitted
prescription.

Electronic transmission of prescription requires same verification as any
oral or telephone prescription.

No access to the prescription information can be made by anyone other
than the practitioner and the pharmacy:.

Must comply with 12 AAC 52.490 of Board regulations.

Provided such, in the case of controlled substances, complies with DEA
rules.

Under jurisdiction of Department of Health, Food and Drug Branch.

Provided the electronic signature meets requirements of Public Health
Regs 105CMR 721.000.
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Appendix seven: Legal status of electronic transmission of prescriptions

Specific rules regarding electronic transmission computer to computer.

Electronic transmission or receiving software must be approved by the
Board of Pharmacy.

Allowed as long as pharmacist is satisfied with legitimacy of signature.

Prescriber signature not required.

Except controlled substances.

Provided it complies with DEA requirements.

Prescriptions may be transmitted electronically if the pharmacy passes
through a Board-approved intermediary.

Prescriptions may b e transmitted computer to computer both in-state and
out-of-state if the computer system is commonly owned (i.e., within the
same chain). This is not technically considered a prescription “transfer.”

Allowed for authorized refills between pharmacies of same ownership
except f or controlled substances.

NABPLAW Omnline Search Terms

Electronic Transmission of Prescriptions: Computer-to-Computer (type as
indicated below)

electronic and transmission

electronic and transfer

electronic and signatures

facsimile and transmission
prescription and transmission
prescription and records and facsimile

Courtesy of the National Association of Boards of Pharmacy and the 2010 Survey of Pharmacy Law

National Association of Boards of Pharmacy, Mount Prospect Illinois.
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Prescribing authority

Doctor of
Homeopathy Advanced Clinical
(Limited to course Physician registered nurse nurse Nurse

State of practice) assistant practitioner specialist midwife
Alabama D* H* H* E* H*
Alaska E B A* E* E*
Arizona A* B, H A A E*
Arkansas E B A* A* A*
California* E B B E B
Colorado D B A¥* A* H
Connecticut E B, H A* E A*
Delaware D B A* A* A*
District of Columbia D B A* A* A*
Florida D B* B* E E
Georgia D B B E B
Guam A H E H* H*
Hawaii D,E B* H H H
Idaho D B* * * *
Ilinois E B B B —
Indiana D B, H B* B* B*
Towa D B, H* A* E* E*
Kansas B, H B B E E
Kentucky D B, H* H* H* H*
Louisiana D B, H H H H

9L
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Maine
Maryland
Massachusetts
Michigan
Minnesota
Mississippi
Missouri
Montana
Nebraska*
Nevada

New Hampshire
New Jersey
New Mexico
New York
North Carolina*
North Dakota*
Ohio
Oklahoma
Oregon
Pennsylvania
Puerto Rico
Rhode Island
South Carolina
South Dakota*
Tennessee

O HOm

D‘JUH‘J}UH‘JD‘JU‘E

S
s

mmmmmgc}moom

W W W W W W W W W W™

=
T

W W I

A, H*

D, H*

B, H
A, H*
E (see midwife)
B
A
D, H*

A>(-
H>(-
E
B*

B*
B
A

continued
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Doctor of
Homeopathy Advanced Clinical

(Limited to course Physician registered nurse nurse Nurse
State of practice) assistant practitioner specialist midwife
Texas D B B* B* B*
Utah D B A* E A*
Vermont D B A* B* B*
Virginia E B, H* B, H E B,H
Washington D B A* — A
West Virginia E B, H H E H
Wisconsin E B A E E
Wyoming D B A* E* E*
See Footnotes (*) on pages 80-83.

Nurse Nurse Nurse Nurse Registered nurse

State practitioner practitioner practitioner practitioner anesthetist
Alabama H* H* H* H* E*
Alaska A* A* A* A* A*
Arizona A A A A A
Arkansas E* * * A* B, H
California B B B B E
Colorado A* A* A* A* A*
Connecticut A¥* A¥* A¥* A¥* B
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Delaware A* A* A* A* A*
District of Columbia A* A* A* A* A*
Florida E E E E B, H
Georgia B B B B E
Guam H* H* H* H* H*
Hawaii H H H H H
Idaho * * * * A
Illinois B B B B B
Indiana B* B* B* B* E
Towa E* E* E* E* A*
Kansas E* E E E E
Kentucky H* H* H* H* B, H*
Louisiana H H H H B,H
Maine A A A A E
Maryland B* B* B* B* E
Massachusetts B B B B E
Michigan B B B B E
Minnesota B B B B B
Mississippi B B B B E
Missouri B* B* B* B* B, H*
Montana A* A* A* A* A
Nebraska A* A* A* A* E
Nevada E E E E E
New Hampshire A A A A A
New Jersey B,H E E E B
New Mexico A, H* A, H* A, H* A H* A

continued
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Prescribing authority
Nurse Nurse Nurse Nurse Registered nurse
State practitioner practitioner practitioner practitioner anesthetist

New York A* A A A E
North Carolina B B B B E
North Dakota A A A A B
Ohio D, H* D, H* D, H* D, H* CE
Oklahoma E E E E B
Oregon A* A* A* A* C E
Pennsylvania H* H* H* H* E
Puerto Rico E E E E E
Rhode Island B* E E E E
South Carolina B* B* B* B* E
South Dakota B B B B E
Tennessee A A A A E
Texas B* B* B* B* B, H*
Utah A* A* A* A* E
Vermont B B B B B
Virginia B, H* B,H B, H B,H E
Washington A A A A A
West Virginia E E E E E
Wisconsin E* E* E* E* B
Wyoming E* E* E* E* A

" See “Footnotes (*)” on pages 80-83.
Courtesy of the National Association of Boards of Pharmacy and the 2010 Survey of Pharmacy Law

National Association of Boards of Pharmacy, Mount Prospect Illinois.
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A

Abbreviated New Drug Application
(ANDA), 29
Addiction/abuse, drug
controlled substances, of, 42-43
physical dependence, 42-43
pre-Wiley Act of 1906, 13-14
psychological dependence, 42-43
treatment restrictions, 53
Adulteration, 19-20
Adverse reactions, 28-29
American Hospital Association’s Patient
Care Partnership, 91-93
Approved Drug Products with Therapeutic
Equivalence Evaluations. See
Orange Book
Autonomy, respect for, 94

B
Breach of duty, 7, 8

C

Chapter 797, USP, 70
Child-resistant containers, 36
Civil law, 4-5

Cocaine
history of use, 12
Code of Federal Regulations, 3
Common law, 3
Communications, pharmacy, 88-90
Confidentiality, 6
Contamination, 13
Controlled substances. See also Controlled
Substances Act (CSA)
abuse potential, 42-43
definition of, 11-12, 41, 42
Controlled Substances Act (CSA), 11, 12, 17
definitions of controlled substances, 42
emergency contraception dispensing,
57
fax requirements and restrictions, 54
form for prescriptions, 54
individual practitioner recordkeeping,
50-51
institutional recordkeeping, 50
inventory, 49
labeling requirements and exemptions,
55-56
mailing controlled substances, 57
methamphetamine manufacture
products limits, 56-57
narcotic program recordkeeping, 51

169
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narcotic program treatment restrictions,
53
order placement procedures, 47-48
overview, 41
prescribers, authorized, 51
prescription transfer, 58
recordkeeping regulations, 48-50
refills, 58
registration requirements, 43-46
Schedule C-1, 42
Schedule C-II, 42, 48, 54-55
Schedule C-III, 42, 48, 49, 55, 58
Schedule C-1V, 42, 48, 49, 55, 58
Schedule C-V, 42, 48, 49, 55, 58
security and storage requirements, 47
theft, reporting, 58-59, 125f
Counseling, patient, 6, 34
Criminal law, 4-5

D

Detoxification programs, 45-46
Dietary Supplement Health and Education
Act (DSHEA), 63
implementation, 68
labeling, 68—-69
mandates, 68
passage of, 67-68
safety findings, 69
USP, role of, 69
Dispensing requirements and restrictions
cautionary statements, 33
compounding versus manufacturing,
34-35
labeling requirements, 32, 33
patient information, 33
patient information brochures, 34
PPIs, 34
Distribution, drug, 45
Drug Enforcement Administration (DEA),
12,41
form 222, 47-48, 49, 124f
form for disclosing loss of controlled
substances, 126f
form for disclosing theft of controlled
substances, 125f
identification numbers, 52
registrations, 45, 46
Drug pedigrees, 39-40
Drug Price Competition and Patent-Term
Restoration Act of 1984, 29
Drug samples. See Samples, drug

Index

Durham-Humphrey Amendment of 1952,
16

E

Elixirs, 12-13, 15
Emergency contraception, 57, 96-97
Ethics
American Association of Pharmacy
Technicians code, 84-85
American Pharmaceutical Association
code, 81, 82-83
autonomy, respect for, 94
case examples, 97-101
codes of, 77
defining, 75-76
emergency contraception and, 96-97
first pharmaceutical code of
(Philadelphia College of
Pharmacy), 77-80
history, 74-75
honesty, 80
Hynson'’s code of, 80-81
integrity, 80
legality, relationship between, 94
morality, versus, 75-76, 94
nonmaleficence, 94
oath of a pharmacist, 83-84
overview, 73-75
personnel-to-patient relationships,
87-88
personnel-to-personnel relationships,
86
personnel-to-phyisican-provider
relationships, 87
pharmaceutical codes of, 77-78
pharmacy workplace, in, 95-96
respect between pharmacists, 80-81

F

Faxing prescriptions, 54, 149-155¢

Federal Comprehensive Drug Abuse
Prevention and Control Act of
1970. See Controlled Substances
Act

Federal Controlled Substances Act of 1970.
See Controlled Substances Act
(CsA)

Federal Food and Drug Act of 1906, 13

Federal Narcotic Drug Act of 1914, 14-15

Federal Register, 3

Food and Drug Administration, 2, 24
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Food, Drug, and Cosmetic Act (FDCA),
11,15

new drug, definition of, 25
objectives of, 19
out-of-state prescribers and, 31
overview, 19
prescription requirements, 54

Form 222, 47-48, 49

H

Health and Human Services, Department
of, 11
Health Information Portability and
Accountability Act (HIPAA)
age restrictions, 64
case example, 65, 66, 67
compliance, 96
emergency contraception and, 96
history of, 63
mandates, 63-64
Hippocratic Oath, 76-77
Homeopathic Pharmacopeia of the United
States, 25
Hynson, Henry P, 80

I

Institutions, pharmacy recordkeeping by,
50
International Opium Convention of 1912,
14
Investigational New Drug (IND), 24
human studies and, 27
labeling, 27
phases, 27
procedures of, 26, 27
research process, 29

/

Jurisdiction, 3

K

Kefauver, Estes, 17
Kefauver-Harris Amendment, 17
Kelsey, Frances O., 16

L

Labeling, drug, 32, 33

171

Laws and regulations, pharmacy. See also
specific laws and regulations
enabling legislation, 2
European, 13
gray areas, 1
lack of, in early U.S. history, 12-13
legality of, 2-3
overview, 1-2
U.S. versus European, 13
Liability insurance, 8
Limited distributors, 45

M

Mailing, drug, 38
Maintenance programs (drug treatment),
45-46
Malpractice
accidental cases, 6-7
definition, 5
dispensing errors, 5
intellectual errors, 6
Maryland Pharmaceutical Association
Medication safety, 5-6
Methamphetamine manufacture products,
43, 56-57
Miracle cures, 13-14
Misbranding, 13-14, 21-23
Morality, 75
Morphine, history of use, 12

N

Narcotic treatment programs, 45-46
recordkeeping, 51
National Drug Code (NDC) number, 23
Negligence
legal definition and criteria for, 7-8
New Drug Application (NDA), 24, 25, 26
postmarketing adverse reaction
reporting, 28-29
procedures, 28
Next Choice, 96
Nonmaleficence, 94

@)

Omnibus Budget Reconciliation Act of
1990, 6
Opium
dens, 14
epidemic of abuse in 1900s, 14
history of use, 12
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importation, 14
prepared, 14

Orange Book, 35

Orphan Drug Act of 1983, 30

Orphan drugs, 30

Over-the-counter (OTC) drugs, 16
directions for use, adequate, 21
labeling, 21-23
methamphetamine manufacture

products, 43

P

Packaging, drug, 36-38, 44
Patents, drug, 29-30
Patient’s rights, 91
Pedigrees, drug. See Drug pedigrees
Penicillin, 16
Pharmacies
inspections of, 35-36
registration of, 43-44, 45
theft of controlled substances, 58—59
Pharmacy Technician Certification Board
(PTCB), 12
labeling requirements portion of exam,
33
Philadelphia College of Pharmacy, 77-80
Phocomelia, 16
Plan B, 96
Postal Service, U.S,, regulations regarding
mailing drugs, 38, 57
Prescribing requirements and restrictions
approved versus unapproved uses, 32
authority to prescribe, 30-32
midlevel prescribers, 31
out-of-state prescribers, 31
refills, 31-32
transmittal of prescriptions, 31-32
Prescription drugs, 16
dangerous, 17
dispensing requirements and
restrictions
See Dispensing requirements and
restrictions
habit-forming, 16, 17. See also Controlled
substances
packaging. See Packaging, drug
prescribing requirements
See Prescribing requirements and
restrictions

Index

purpose of, 52-53
transferring/refills, 58
Public policy
ethics, relationship between. See Ethics
religion, relationship between, 74

R

Recalls, drug, 39

Class I, 39

Class II, 39
Regulatory agencies, 3
Religion, 73-74
Risk management, 5-6
Robinson-Patman Act, 38
Roosevelt, Teddy, 14

S

Samples, drug, 23-24

Schedule Listed Chemical Products, 43
Scope of practice, 30-31

Statutes, overview of, 2

Sulfanilamide, 15

Summary judgment, 5

T

Thalidomide, 16-17, 17
Theft of controlled substances, 58-59, 125f

u

United States Pharmacopeia (USP), 69
Chapter 797 guidelines, 70

United States Pharmacopeia (USP), 25

USP. See United States Pharmacopeia (USP)

Vv

Veterinary drugs
labeling requirements, 33
prescribing requirements and
restrictions, 31

w

Wiley Act of 1906
Wiley, Harvey, 13
William S. Merrell Company, 16



