
Hospital pharmacy directors, staff  
will need to know and handle REMS
Focus on big picture, not complications

Hospital pharmacy directors can view REMS as a positive move 
forward in patient safety or as an unfunded mandate that will 
cost them valuable staff time. Either way, it’s certain they’ll 

need to move REMS to the top of their priority list.
As part of the Food and Drug Administration Amendments Act 

of 2007, the FDA requires a Risk Evaluation and Mitigation Strategy 
(REMS) from manufacturers to ensure that the benefits of a drug or bio-
logical product outweigh its risks. There are 111 products with REMS 
requirements.

“The intent of REMS is to allow the FDA to approve drugs faster and 
get them to market faster because they will be monitoring the safety 
of drugs once they’re approved and used by patients,” says Ernest 
R. Anderson, Jr., MS, FASHP, system vice president of pharmacy at 
Caritas Christi Healthcare System in Brighton, MA. Anderson has spo-
ken at national conferences about REMS, including discussing REMS at 
the 2010 American Society of Health-System Pharmacists (ASHP) sum-
mer meeting and exposition, held in Tampa, FL, June 6-9, 2010.

The FDA amendment resulting in REMS came about because of a 
series of drug recalls in which drugs were found to have serious adverse 
events that led to their withdrawal from the market, Anderson adds.

The most notorious example is rofecoxib (Vioxx®), the nonsteroidal 
anti-inflammatory drug (NSAID) that was approved by the FDA in 

1999, and resulted in bil-
lions of dollars in sales for 
Merck before it was with-
drawn from the market in 
2004 due to safety issues 
associated with increased 
risk of heart attack and 
stroke after long-term, 
high-dosage use.

REMS puts postmarket-
ing safety monitoring and 
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SUmmary PoINTS

• REMS implementation will require heavy  
pharmacy involvement 

• The REMS process requires the involvement 
of prescribers, pharmacists, pharmaceutical 
companies, and patients 

• The class of REMS drugs that might most con-
cern pharmacists and physicians right now are 
the erythropoiesis-stimulating agents (ESAs) 
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measures in place to prevent future problems of 
that kind.

Unfunded mandate or  
patient safety improvement?

“This is the FDA’s attempt to provide drugs to 
the marketplace in a more rapid fashion, but to 
also have safety monitors in place,” he says. 

The drawback is that it increases the workload 
for hospital pharmacies, physicians, and others. 
(See story about REMS problems, p. 88.)

 “It’s an unfunded mandate, and we have to 
do it,” says Philip E. Johnson, MS, RPh, FASHP, 
a pharmacy advocacy director at H. Lee Moffitt 
Cancer Center in Tampa, FL. Johnson spoke at 
the ASHP summer meeting about REMS.

“It takes a lot of work, and we won’t be reim-
bursed for it, so it will take away our time from 

patients,” Johnson adds.
“REMS is one of the most wonderful safety 

concepts the FDA has come up with,” says 
Bonnie Kirschenbaum, MS, FASHP, FCSHP, 
a health care consultant in Breckenridge, CO. 
Kirschenbaum also was an expert on a REMS 
panel at the ASHP summer meeting.

Drugs under development that have safety 
concerns and some existing drugs with continued 
safety issues are handled through REMS. The pro-
cess requires the involvement of prescribers, phar-
macists, pharmaceutical companies, and patients.

“For new drugs on the market this saves years 
and years of further testing to try to get experien-
tial data on potential safety issues with the prod-
uct,” Kirschenbaum says. 

Two examples of drugs that recently came to 
market with REMS requirements are injectable 
romiplostim (Nplate®) to treat chronic immune 
thrombocytopenic purpura (ITP) and dofetilide 
(Tikosyn®), an antiarrhythmic used in the treat-
ment of atrial arrhythmias, she says.

“In phase III clinical testing that happens 
before the drug is approved, it was decided those 
drugs would benefit by having REMS,” she adds.

The class of drugs that might most concern 
pharmacists and physicians right now are the 
erythropoiesis-stimulating agents (ESAs), includ-
ing epoetin alfa (Epogen®, Procrit®) and darbepo-
etin alfa (Aranesp®), Kirschenbaum notes.

ESAs are the first class of drugs for which all 
products must have REMS.

“So whoever makes an ESA has to abide by 
this, and they have to be identical to all the prod-
ucts in the class,” Kirschenbaum says. “Two 
manufacturers have to work together.”

One reason why the ESAs are a big change is 
because these are a good example of drugs that 
have been on the market for a long time but only 
recently have been identified as drugs that have 
some safety issues that require REMS, she adds.

Later this summer there will be another big 
REMS addition when the long-acting opioids are 
added to the list, she notes.

ESAs are the first big REMS program that hos-
pitals will have to handle, and they have one year 
to comply with REMS requirements for ESAs, 
Johnson says.

“This only went into effect in March,” he adds.
Many experts question the FDA’s ability to 

handle REMS data, and they fear the FDA won’t 
achieve its stated goal of getting drugs to market 
faster and safer, Johnson says.

“People are confused, and data on a popula-



August 2010 / DRug FoRMulARy REViEw®	 87

tion of 150 physicians show that people don’t 
know what’s required, and they’re inconsistent 
in implementing the REMS programs,” Johnson 
says.

The FDA might have accomplished even more 
if it had built drug safety into the whole review 
process rather than separating it. But since REMS 
is the requirement, pharmacists and others 
should work with the FDA to get all stakeholders 
involved and to collaborate to make the process 
better, he adds.

“We need standardized forms and languages 
so that patients really understand them and so 
the processes are the same,” Johnson says. “Right 
now each REMS program is totally different.”

For instance, some REMS programs require 
manufacturer-provided education for patients, and 
others require physicians to be certified through 
an education program. With some drugs, patients 
have to sign an informed consent form every time 
they receive the REMS drug. (See story on how to 
meet REMS requirements, below.)

One issue that troubles pharmacists and oth-
ers is the requirement that the language for some 
REMS medications include the warning that the 
drug could contribute to the patient’s death.

The potential for the drug causing death is 
based on inappropriate use of the drug and not 
on the drug’s danger if used the way it’s sup-
posed to be used, Johnson says.

“The patient’s informed consent is not very 
user friendly,” he adds. 

When the National Comprehensive Cancer 
Network (NCCN) met in May 2010, there were 
several patient advocacy groups that spoke out 
strongly about the REMS informed consent lan-
guage, wording, and balance, he notes.

“REMS is focusing only on risk, and it’s not a 
balanced approach,” Johnson says.  n

How to prepare for  
REMS compliance
Do more work with no additional funding

Pharmacists will be closely involved 
with helping the FDA monitor the Risk 
Evaluation and Mitigation Strategy (REMS) 

as increasing numbers of drugs are added to the 
REMS list.

Their role will include registering sites, ensur-

ing physician registration, ensuring patient regis-
tration, and submitting required data.

“This is an unfunded mandate, and what hap-
pens is pharmacy ends up being the gatekeeper 
for most of these programs,” says Ernest R. 
Anderson, Jr., MS, FASHP, system vice president 
of pharmacy at Caritas Christi Healthcare System 
in Brighton, MA.

“Everyone looks to the pharmacy to make sure 
physicians are signed up, and if a certification 
date needs to be sent into the pharmaceutical 
company, then pharmacy is required to do that,” 
he adds.

REMS requirements vary according to the 
drug, but the medications with the most required 
components include erythropoiesis-stimulating 
agents (ESAs), romiplostim (Nplate®), fentanyl 
buccal (Fentora), and vigabatrin.

“One of the simplest requirements is to create a 
medication guide,” he says.

“REMS also can require a communication plan, 
and the more sophisticated REMS programs are 
where pharmacy, physicians, and patients all 
need to sign up for the program to receive the 
drug,” Anderson adds. “Patients have to sign that 
they’ve been educated, and some require physi-
cians to sign an attestation that they have gone 
through the training programs.”

Anderson and other experts offer these tips on 
how to implement REMS programs:
• Utilize available online resources: The 

American Society of Health-System Pharmacists 
(ASHP) has a Risk Evaluation and Mitigation 
Strategies Resource Center that can be accessed 
at www.ashp.org/REMS. The website defines 
REMS and lists REMS drugs by generic name.

The FDA has information about REMS at the 
website: www.fda.gov/DrugsDrugSafetyPost 
marketDrugSafetyInformationforPatientsand 
Providers/ucm111350.htm.

The FDA’s website includes information on the 
following:

- Draft Guidance on Risk Evaluation and 
Mitigation Strategies;

- Format 
and Content 
of Proposed 
Risk Evaluation 
and Mitigation 
Strategies 
(REMS), REMS 
Assessments, 
and Proposed 
REMS 

SUmmary PoINTS

• Pharmacy takes lead in registration 
requirements 

• Simplest REMS requirement is to pro-
vide patients a medication guide 

• Failure to enroll for REMS drug could 
lead to suspended access to drug 
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REMS problems need  
to be straightened out  
by FDA, industry
IT and other solutions are needed

Pharmacy directors across the nation 
already have identified some prob-
lems with the FDA’s Risk Evaluation 

and Mitigation Strategy (REMS) process as 
announced in the last year.

Here are the issues several experts have  
identified:
• Consistent name for REMS programs: 

From a hospital pharmacist’s perspective, a big 
pet peeve is the way pharmaceutical companies 
have labeled their REMS programs, says Bonnie 
Kirschenbaum, MS, FASHP, FCSHP, a health 
care consultant in Breckenridge, CO.

“Pharmaceutical companies are notorious 
for putting cutesy names on things,” she says. 
“Many times when a pharmaceutical company 
has a REMS program, they never say ‘REMS.’”

For example, Amgen Inc. and Centocor Ortho 
Biotech have implemented a REMS program 
for their erythropoiesis-stimulating agents 
(ESAs), calling it “APPRISE,” which stands for 
Assisting Providers and cancer Patients with 
Risk Information for the Safe use of ESAs. It’s an 
oncology program for cancer patients who are 
treated with one of the ESAs, including darbepo-
etin alfa (Aranesp®) and epoetin alfa (Epogen®, 
Procrit®).

This has helped confuse the issue for hospital 
pharmacies, she adds.

“I think if the pharmaceutical industry were 
more upfront in talking about REMS require-
ments it would help ease some of the confu-
sion,” Kirschenbaum says.
• Lack of technological integration: “Right 

now, none of the computer systems has a mech-
anism for REMS to track data,” says Ernest R. 
Anderson, Jr., MS, FASHP, system vice presi-
dent of pharmacy at Caritas Christi Healthcare 
System in Brighton, MA.

“One of our requests to the information tech-
nology arena is to ask vendors to build REMS 
into their software,” Anderson says.

“Right now, it’s a paper, manual process,  
or we have to create our own database in 
Excel,” he adds. “Ideally, it would be great  

to have a pharmacy computer system that 
would allow pharmacists to see whether a par-
ticular physician is authorized to prescribe that 
medication, and it could notify you if there’s a 
problem.”

Health care technology companies should 
help health systems put REMS in the computer 
master system or provide a database file that 
holds the information, Kirschenbaum suggests.
• Restricted drug distribution and specialty 

pharmacies: “One of the biggest [REMS] frus-
trations that’s starting to occur right now is the 
need for using a restricted drug distribution or a 
specialty pharmacy,” Kirschenbaum says.

Some medications on the REMS list are very 
expensive and fall into the category of drugs 
that health payers put into a separate payment 
tier where the copay might be 25%-30% of the 
cost of the medication, she explains.

“And they require you to obtain the drug 
from a specialty pharmacy,” she says.

The problem is that the hospital has a prohi-
bition against patients using their medications 
brought from home. But if a patient has already 
paid that large copay for an expensive drug, he 
or she will not want to repay that copay for a 
prescription of the same drug to be taken while 
in the hospital.

Plus the insurance company won’t pay for the 
drug twice. This leaves the hospital and hospital 
pharmacist in the hand-wringing position of try-
ing to figure out how to get the medication to 
the patient, Kirschenbaum says.

Then when the medications are on the REMS 
list, the issue is even more complex.

“Now you have a drug with REMS require-
ments, and you have to deal with a specialty 
pharmacy,” Kirschenbaum says.

A few hospitals will have their own specialty 
pharmacies and can handle it that way. But oth-
ers might have to seek a complicated solution, 
such as “white-bagging” the drug. This might 
involve contacting the specialty pharmacy and 
having the medication shipped directly to the 
hospital pharmacy where it will be labeled and 
kept in a cubby for that one particular patient, 
she explains.

“Each time the shipment comes in for a 
patient, you’re responsible for sorting and track-
ing the drug,” she adds. “And if the patient 
doesn’t use the medication anymore then you 
are left with the bag of medication that can’t  
be used for anyone else, and you have to  
dispose of it.”  n
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Modifications;
- Medication Guides;
- Drugs@FDA;
- Index to Drug-Specific Information.
Specific information about ESAs and REMS can 

be found at the website for Assisting Providers 
and Cancer Patients with Risk Information for 
the Safe Use of ESA’s (APPRISE) at www.esa-
apprise.com.
• Educate staff about REMS: It’s important for 

pharmacy and other hospital staff to know that 
REMS will require a more involved process when 
they’re handling certain medications.

“REMS still is a relatively new thing,” 
Anderson says. “It was approved by the govern-
ment in 2007, implemented in March 2008, and in 
2009 some of these activities began.”

So pharmacists only now are recognizing the 
need to be educated on REMS, he adds.

For most drugs on the REMS list, the process 
requires little more than providing patients 
with a medication guide the pharmaceutical 
company created, says Bonnie Kirschenbaum, 
MS, FASHP, FCSHP, a health care consultant in 
Breckenridge, CO.

“The FDA said that some drugs just need to 
have a message or warning for everyone to be 
vigilant, and that’s in what they call ‘medication 
guides,’” she says. “That’s the simplest of the 
REMS requirements, but it’s more complicated 
than the typical information for drugs.”

For instance, the medication guide language 
often discusses how the medication might result 
in the patient dying, and that can be scary for 
patients, she explains.

“The medication guides are freely available 
and can be included in pharmacy dispensing 
systems when you enter in that prescription,” 
Kirschenbaum says.

The next step is to provide both a medication 
guide and a communication plan.

“This communication plan is to inform the 
physician and prescriber that we’re having a little 
extra vigilance with this drug,” Kirschenbaum 
says.

Then, for a handful of drugs, there also will 
need to be elements to assure safe use (ETASU) 
and an implementation system. These certain 
drugs, including ESAs, will require prescribers to 
be certified, to complete a training program, and 
to attest to their doing so. Also, hospitals that dis-
pense ESAs will need to be certified, and patients 
will need to sign an informed consent document 
that explains the risks and benefits of using the 

drug.
“There are not many drugs that require reg-

istration, but there’s a concern that there will 
become more and more of these in the future,” 
Anderson says.

Each REMS program has a different deadline, 
and the deadline for ESAs is for physicians to 
enroll by February 2011. Hospitals have to track 
physician enrollment.

Hospitals and providers who fail to enroll in 
the REMS program will have their access to the 
REMS drug suspended.
• Use the hospital pharmaceutical and thera-

peutics (P&T) committee: Hospitals can estab-
lish new committees to deal with REMS, but it 
would work fine if they simply brought REMS 
into their existing medication review process, 
Kirschenbaum says.

The hospital pharmacy should develop a 
mechanism for dealing with REMS through the 
P&T committee, she adds.

“Once you develop a mechanism it doesn’t 
become an issue for every drug,” she says. 
“When presenting to the P&T you present a 
monograph, so you can add REMS to it, asking if 
the drug requires REMS, and if the answer is ‘yes’ 
then this is how we’re going to handle it.”

Before adding REMS to the process, pharmacy 
should educate the P&T committee, as well as 
hospital physicians and other stakeholders about 
the process, suggests Philip E. Johnson, MS, RPh, 
FASHP, a pharmacy advocacy director at H. Lee 
Moffitt Cancer Center in Tampa, FL.

“The drug safety component should be part 
of the whole process and not a separate, distinct 
function,” Johnson says. “So we’re trying to build 
REMS into the whole process.”

The P&T committee needs to understand what 
REMS is and how the information will be pro-
cessed and monitored, he says. 

“When a REMS drug is used for the patient, 
you need to make sure the patient is aware of it 
and that the proper REMS activities transpire,” he 
adds. “Then it’s a matter of keeping records and 
making sure you report everything you have to.”
• Register pharmacists for REMS programs: 

Hospitals that dispense ESAs will need to be cer-
tified, a process that pharmacists should  
complete.

“If you go online you’ll see four different sec-
tions on the APPRISE website, including a sec-
tion for pharmacy,” Anderson says. “Go through 
each one, and at the end it will give you a place 
to verify that you’ve read all the information and 
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can attest that you’ll pass this information on to 
prospective patients.”

Once pharmacists complete the education pro-
gram they can sign up the pharmacy to receive 
the drugs, he adds.

Each hospital pharmacy will need at least one 
pharmacist who has signed up for the program, 
but it’d be wise to have multiple pharmacists 
signed up, Anderson says.

“Every site at our health system is now signed 
up,” he says. “And we’re working to make sure 
physicians at each site are signed up too.”
• Collect data on REMS drugs: “REMS infor-

mation is collected by individual sites and sent to 
the FDA,” Anderson says. 

So far there is no standardization with data col-
lection, which is a problem for many pharmacists.

Pharmaceutical companies are required to 
report information about REMS drug adverse 
events, and the FDA theoretically will use this 
information to monitor the drugs’ safety.

It’s possible that for some years after a REMS 
drug has been monitored, and if no safety issues 
are raised, that it will be dropped from the REMS 
list, Kirschenbaum says.  n

Develop a safer, better 
process for handling  
pharmaceutical waste
Dumping drugs down drain no longer advisable

As the world has focused on millions of 
gallons of oil spilling into the ocean from 
the BP off-shore drilling disaster, another 

waterway issue is beginning to impact how hos-
pitals and nursing homes handle pharmaceutical 
waste.

New York Attorney General Andrew M. 
Cuomo recently targeted two hospitals and three 
nursing homes in an effort to stop their standard 
practice of flushing painkillers, hormones, anti-
depressants, and other drugs down sinks and 
toilets. Cuomo’s office reached a settlement by 
which the institutions agreed to stop disposing of 
the pharmaceutical waste in the sewage system, 
and they also will pay penalties for their viola-
tions of hazardous waste rules.

While this might be the first time a state has 
taken such an action against hospitals, it also 

could be the beginning of a trend since hospitals 
and nursing homes dispose of an estimated 250 
million pounds of drugs each year, according to a 
2008 report by the Associated Press.

The solution is for hospital pharmacies to take 
the lead on developing pharmacy waste solutions 
and processes that will meet all current regula-
tions and anticipate stricter future rules.

“A consensus is developing that we should 
stop deliberately putting drugs in sewer systems 
or in anybody’s water,” says Charlotte A. Smith, 
RPh, MS, director of PharmEcology Services, WM 
Healthcare Solutions Inc., Houston, TX.

Hospitals should make this a priority since 
it’s received national media attention, particu-
larly with the New York Office of the Attorney 
General’s efforts to enforce appropriate disposal 
of pharmaceutical waste by health care facilities’ 
under the Resource Conservation & Recovery Act 
(RCRA) of 1976.

“I think the whole point is concern about 
slowing down this process of disposing of phar-
maceuticals in the sewer system,” Smith adds. 
“We need to find another way of managing these 
pharmaceuticals.”

Smith offers these guidelines on how to estab-
lish and improve a hospital’s pharmaceutical 
waste disposal process:

1. Pharmacy should take the lead.
Hospital pharmacy directors should become 

project champions of revising the hospital’s phar-
maceutical waste practices, Smith suggests.

After obtaining commitment from hospital 
leaders, pharmacy directors should form a work-
ing committee that includes nursing, environ-
mental services, facilities management, infection 
control, and other departments.

The committee’s goals would be to obtain 
information about vendors who could assist 
with pharmaceutical waste disposal, as well as to 
assess the hospital’s current practices.

Committee members also could devise a bud-
get that includes the costs of consulting services, 
containment measures, transportation, and treat-

ment of waste.
2. Know the 

drugs in your 
inventory and 
their disposal 
requirements.

Pharmacists 
and the com-
mittee will 
need to review 

SUmmary PoINTS

• Hospitals that carelessly dispose of 
drugs could face federal scrutiny 

• Solution is for hospital pharmacies 
to develop pharmacy waste  
processes 

• First step is to know waste disposal 
rules for all drugs used in hospital 
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the pharmaceuticals and chemicals used, dividing 
them into lists, Smith says.

The two primary lists are the “P” list and “U” 
list. They contain chemicals the federal govern-
ment has defined as hazardous waste. This list 
does not include every pharmaceutical that could 
be considered hazardous waste because the list 
itself was devised more than 30 years ago and has 
not been updated, she notes.

“Any pharmacist can do this, but it’s time-con-
suming,” she adds. “The hard part is determining 
which drugs meet the characteristics of hazard-
ous waste, which are in addition to the listed 
drugs.”

P list drugs are acutely hazardous and have an 
oral LD50 of 50 mg/kg or less, meaning it takes 
just this small a dose to kill half of the laboratory 
animals that consume them.

Here are some examples of P-listed pharma-
ceutical waste:

- Arsenic trioxide (chemo) P012;
- Epinephrine base P042;
- Nicotine P075;
- Phentermine (CIV) P046;
- Physostigmine P204;
- Physostigmine Salicylate P188;
- Warfarin > 0.3% P001.
Here are some examples of U-listed pharma-

ceutical waste:
- Chloral Hydrate (CIV) U034;
- Streptozotocin U206;
- Chlorambucil U035;
- Cyclophosphamide U058;
- Lindane U129;
- Daunomycin U059;
- Selenium Sulfide U205;
- Diethylstilbestrol
- Melphalan U150;
- Uracil Mustard U237;
- Warfarin < 0.3% U248;
- Mitomycin C U010.
There are also four characteristics of hazardous 

waste that need to be considered, including ignit-
ability, corrosivity, toxicity, and reactivity.

For example, waste with the characteristic of 
ignitability includes aqueous solutions containing 
24% or more alcohol. Also, there are 40 chemicals 
which must be below specific leaching concentra-
tions and must pass the Toxicity Characteristic 
Leaching Procedure.

A pharmaceutical waste disposal committee 
also needs to define chemotherapy waste accord-
ing to whether it’s trace chemotherapy, including 
empty vials, syringes, IVs, gowns, gloves, Zip-

lock bags, etc., or bulk chemotherapy waste.
3. Assess disposal options.
Hospitals need to contract with a hazardous 

waste broker, who should provide expertise for 
waste profiling, manifest preparation, and land 
ban preparation when disposing of RCRA haz-
ardous waste, Smith says.

“In addition to properly disposing of RCRA 
hazardous waste at a permitted facility, the hos-
pital needs to decide whether to incinerate all 
drugs,” she says. “Both regulated medical waste 
incinerators and municipal waste-to-energy facili-
ties may be permitted to accept non-hazardous 
drug waste.”

“These are considered a green technology 
because they utilize waste to produce electricity,” 
Smith says. “This is an alternative to putting the 
drugs down the drain.”

“Bulk” chemotherapy waste should be placed 
in a RCRA hazardous waste container, along with 
chemotherapy spill clean-up waste.

4. Address labeling and staff education.
“We recommend you label the products that 

will go into the hazardous waste stream and train 
people to put everything else in the nonhazard-
ous disposal category,” Smith says. “You can 
label these with shelf stickers in the pharmacy.”

In the nursing unit, there are different ways of 
handling the labeling. For example, if the hospi-
tal has an electronic medication administration 
record (eMAR), then it might be possible to put 
in automatic messages that will assist with waste 
labeling, she notes.

The eMAR system can have a pop-up box that 
instructs nurses that the product is a federal haz-
ardous waste that should be disposed of in a par-
ticular manner.

“Some hospitals have black dots they use as 
labels or they put these labels on Zip-lock bags,” 
she adds. “They train nurses that if they see this 
label or message then they need to put the prod-
uct in the black container, or if there is not a black 
dot then they put it in the white container.”

One labeling strategy that doesn’t work is hav-
ing a list, Smith says.

“Lists are too difficult to follow, and there are 
too many drugs involved, so these need to be 
labeled at the drug level,” she says.

5. Improve inventory management.
As increasing numbers of hospitals move away 

from the drain disposal of pharmaceutical waste, 
they’ll need to find ways to reduce their disposal 
costs. One smart strategy is to create better inven-
tory management systems.
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“Good inventory management reduces the 
number of drugs that become outdated,” Smith 
says. “When a drug becomes outdated, you first 
consider that for reverse distribution.”

Smith previously owned a reverse distribution 
company that served as a clearinghouse for out-
dated drugs. This type of company inventories 
the drugs and sends them to drug manufactures 
for product return credit.

There are other strategies hospital pharmacies 
can employ to reduce pharmaceutical waste. One 
of these is to create dosing sizes that more closely 
correspond to what patients use, thereby elimi-
nating leftover product that must be discarded.

Sometimes a solution would be to give manu-
facturers data and feedback that the hospital 
needs 1 mL ampules instead of 2 mL ampules or 
a 5 mg tablet instead of a 10 mg tablet, she adds.

“The unused ointment or the partial inhaler 
that remains when a patient is discharged are 
difficult to get relabeled for in-home use,” Smith 
says. “So there’s a lot of waste in the hospital that 
essentially is part of the process, and that’s not 
related to tight inventory control.”  n

Hospitals, pharmacy HR 
environment evolving to 
more positive, respectful
Bad attitudes need not apply

The days of hospitals putting up with a 
“House, M.D.” personality are fading away 
as pharmacy managers and others find 

that hospital cultures are moving toward a more 
respectful atmosphere.

“Big business, at least in health care, is defi-
nitely interested in becoming safer with a more 
respectful workplace,” says Lindsey R. Kelley, 
PharmD, MS, manager of pharmacy operations at 
UPMC Presbyterian Shadyside in Pittsburgh, PA.

“What we’ve found over time is that being 
more respectful to employees tends to get more 
input from people who could have prevented an 
adverse event,” Kelley says. “So we work to cre-
ate an environment where people aren’t afraid to 
speak up and say what they feel.”

This culture of accountability lets staff know 
that everyone within a department should be in 
tune with the department’s mission, vision, and 

philosophy, she explains.
There even should be peer accountability in 

which one pharmacist is comfortable going to 
another pharmacist or to a pharmacy technician 
and saying, “This is the expectation for our shift, 
and this wasn’t done. Was there something else 
that happened on this shift, and what can I do to 
help you out?” Kelley suggests.

A culture of accountability encompasses a cul-
ture of respect that transcends departmental lines.

For instance, pharmacists should feel safe and 
respected when working with physicians, nurses, 
and other disciplines.

“Occasionally, you come into a situation of 
working with someone outside your department, 
and you’re trying to work together on something, 
but you can’t get that communication working,” 
she says. “Also there are situations where you 
have emotionally charged conversations.”

If these conversations take place within the 
department then departmental rules and poli-
cies can be invoked. If the conversation is with 
someone from another department, then it might 
be necessary to take this issue to a departmental 
leader for resolution.

For example, there was a pharmacy technician 
who was very upset when she returned from 
working on a unit, Kelley recalls.

“She stated this particular nurse was being 
very disrespectful to her,” she says. “I got the 
information about who it was, what was the 
issue, and what was her response.”

Then Kelley spoke to the nurse’s unit director, 
who welcomed the information. Together the two 
met with the nurse, explaining how the techni-
cian needed to work on that unit and asking what 
could they do to help the technician be successful 
in this role.

“The nurse said, ‘I didn’t realize I had been 
short with her. I didn’t intend that, and I’m 
sorry,’” Kelley says. “A lot of times it’s a miscom-
munication.”

Hypothetically, a pharmacist might call a nurse 
or physician about a patient, and the other person 
raises his or her voice and displays disrespect in 

the conversa-
tion. This is 
another 
instance in 
which the 
pharmacist 
should con-
tact senior 
leadership to 

SUmmary PoINTS

• There should be peer accountability 
in hospital pharmacies 

• There are pragmatic and culture rea-
sons for moving to culture of respect 

• The ‘Nice work’ card is one strategy 
for spreading positive reinforcement  
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seek a resolution, she adds. (See story on estab-
lishing culture of respect, right.)

Besides the aesthetic and possible safety ben-
efits of moving to a culture of respect, there are 
pragmatic reasons for emphasizing this kind of 
change in the hospital pharmacy. 

For instance, pharmacy directors often find 
as they hire new pharmacy graduates that this 
younger generation’s expectations from an 
employer are different from the Baby Boomer 
generation’s expectations. Younger pharmacists 
might expect continual feedback, including posi-
tive reinforcement, and they will take silence as a 
sign that something is wrong, Kelley says.

“The pharmacists I graduated with are much 
more used to hearing feedback,” she says. “You 
receive a lot of feedback at school, and you just 
become accustomed to it, so you start wondering 
if you’ve done something wrong if you don’t hear 
anything.”

Pharmacy directors need to keep this in mind 
and maybe change the way they handle new 
employees.

“ASHP actually has spent the last several meet-
ings with specific programs around generational 
differences,” Kelley says. “There can be a gap 
between the director of pharmacy and the staff in 
terms of [generational differences].”

One suggestion might be to ask new pharma-
cists how they would like to receive feedback, 
Kelley says.

“You can find out immediately, and you’re not 
guessing,” she explains. “It does take responsibil-
ity on the part of whoever is asked the question 
to know how they like feedback.”

Feedback can be given orally, in written for-
mat, or in a variety of ways.

“I like multiple types of feedback,” Kelley 
says. “If I do something wrong, then let me know 
immediately and follow-up later with a deeper 
conversation.”

Likewise, workplaces are moving further in the 
direction of providing positive reinforcement to 
affect growth and change.

“A lot of times people correlate human 
resources with a negative connotation or disciplin-
ary action,” Kelley says. “We are trying to use 
positive reinforcement like our ‘Nice Work’ card.”

The Nice Work card is any type of note card in 
which one staff member fills out something posi-
tive about another employee, recognizing their 
extra effort.

“It can be something as simple as helping them 
with a task or trading shifts or doing something 

outside of their job responsibility,” Kelley says. 
“Our staff has started using those to recognize 
each other.”

Also, the management team will provide a 
gift certificate to one person who received the 
Nice Work card and whose name was drawn in a 
given quarter, she adds.

“We post these cards on a bulletin board where 
everyone can see them in an administrative 
office,” Kelley says. “So people can see who is 
getting recognized for doing nice work.”  n

Tips for moving workplace 
to culture of respect
First step is to deal with problem workers

Many hospitals and other employers are 
moving toward a fair and respectful 
culture in which there is no tolerance for 

rude supervisors and annoying coworkers.
“It ties into preventing violence in the work-

place and providing inclusion training,” says 
Lindsey R. Kelley, PharmD, MS, manager of 
pharmacy operations at UPMC Presbyterian 
Shadyside in Pittsburgh, PA.

“Inevitably there might always be that one 
[annoying] person in the workplace,” she adds. 
“But we’re getting better as a field at looking at 
how we handle that person.”

Kelley offers these strategies for improving 
staff relations and working toward a fair and 
respectful workplace culture:
• Identify and deal with problem employ-

ees: Pharmacy leaders need to identify and deal 
with staff members who are not aligned with the 
department’s goals and culture. In other words, 
they need to find the bad eggs and make changes 
before staff morale suffers.

“This is one of the most difficult things you can 
do,” Kelley says.

One approach is to find out what motivates an 
employee who has workplace problems.

“Is there something going on outside of the 
workplace and they’re distracted?” she says. “Or 
is it something within the workplace, something 
that leaves them feeling disengaged?”

Kelley works with her own staff to find out 
what they’re interested in regarding their pro-
fession and work, and then she uses this to help 
motivate improvement.
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“We’re trying to get employees back to the fact 
that they got into pharmacy for a reason,” she 
explains. “What is their reason, and how do we 
tie back to what they do to engage their passion?”

It also helps to have conversations with staff 
about creating home-work boundaries when their 
home life has a negative impact on their work 
attitude.

“You can say, ‘I understand what’s going on at 
your home, but when we come to work we have 
to find a way to keep the frustration from affect-
ing everyone you work with,’” Kelley says. “We 
need to go back to the team mentality, putting 
the patient as a first priority and remembering 
that every minute we spend being grumpy takes 
away from our patient care.”
• Improve interdisciplinary teamwork and 

communication: Some universities are train-
ing fledgling health care professionals in how to 
develop a culture of fairness and respect.

“One example of this is at the University of 
Minnesota where they have an interdisciplin-
ary course with first year pharmacy medicine 
and other medical fields all attending,” Kelley 
says. “They focus on this idea of interdisciplinary 
teamwork and communication.”

The class has students watch a video showing 
an example of poor communication that puts the 
patient at risk.

“There’s a physician leader, a surgeon, who is 
giving commands, and the nurse is uncomfort-
able, but is not saying anything,” Kelley explains.

“The class shows these examples to teach 
empowerment to all members of the team and to 
say to all of them that they have a right to say, ‘I 
don’t feel comfortable with this,’ or ‘I don’t like 
where this is going,’” she adds. 

The point is that hospitals can have team lead-
ers, but each member of the team should feel 
comfortable with disagreeing, particularly as it 
relates to a safety issue, she says.

“An employee needs to engage a supervisor and 
say, ‘I’m uncomfortable with this,’” Kelley says. 
“Then together you work toward a solution.”
• When an employee is not going to change, 

it’s time to make a change: The employee whose 
work is below par or whose attitude is unpleas-
ant might be able to improve given the right 
motivation.

“This could mean helping the person find a job 
that they don’t find boring,” Kelley says.

Or maybe the person is doing a very good job 
in some ways but is failing to document or meet 
one or more of the job goals. The conversation in 

this case might center on praising the employee 
for what he or she does right but asking the per-
son to pick it up in this one area.

“You could say, ‘These are the things that will 
make you a better performer,’” Kelley says. “You 
could say, ‘You scored this on the merit piece, but 
you could have scored this if you’d done these 
things.’”

In some cases, it might be time to part ways.
The book Good to Great: Why Some Companies 

Make the Leap ... and Others Don’t, written by Jim 
Collins and published in 2001, makes the point 
that a workplace is like a bus that has a mission 
and vision, Kelley notes.

“If people believe in your mission and vision 
then they’re on the right bus, and it’s just a mat-
ter of finding the right seat for them,” she says. 
“But there might be people who are on the wrong 
bus and who don’t believe in the same mission 
and vision as your health system, and you have 
to help them come to the realization that there 
might be somewhere else they’d be happier 
working.”

These conversations are never easy, but the 
best approach is to be calm and direct.

“You can say, ‘Your performance is a solid 
average, and your attitude is not where it needs 
to be,’” Kelley suggests. “Or to a strong per-
former, you can say, ‘You’re a good clinician, but 
your attitude does not align with our departmen-
tal goals and our departmental values.”

A supervisor can hope an employee will come 
to this realization on his or her own, but it’s also 
likely that a frank conversation will be needed.

“Sometimes people feel like they’re doing 
a good job, but they have the wrong expecta-
tion about what they’re doing,” Kelley says. “So 
before you take any punitive or disciplinary mea-
sures, you need to make sure the two of you have 
the right idea of what you’re working toward and 
what are the expectations.”  n
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New pharmacy IT, keep  
in mind priorities and 
environmental issues
Smart installation can save time, prevent mistakes

Hospital pharmacy directors should expect 
some continued work and complications 
even after they’ve successfully installed 

new technology to assist with improving medica-
tion safety.

“People want this magical answer, and there 
isn’t one,” says Leslie Mackowiak, MS, RPh, 
director of clinical applications at Vanderbilt 
University Medical Center in Nashville, TN.

“They need to be thoughtful when they put 
it together because it’s a very tightly coupled 
system,” Mackowiak says. “If they start with 
barcode medication administration, they’ll need 
to make adjustments later when they install a 
computerized physician order entry (CPOE)  
system.”

The same consideration and adjustments need 
to be made when the reverse order is followed.

Paper processes require continual adjustments 
that are made manually by pharmacists, nurses, 
and physicians. With electronic systems, these 
adjustments have to be anticipated or identified 
and made in a systematic way, Mackowiak notes.

“Your system has to understand all of the busi-
ness rules that probably are not written down,” 
she explains. “We don’t think about the decisions 
we make because this is a natural part of what 
pharmacists do, but now we have to explicitly 
address these in a computer system.”

Mackowiak offers these suggestions on how to 
ensure new technology will continue to work effi-
ciently, safely, and successfully:

1. Analyze data to ensure the technology is 
working properly.

After new technology is installed, an infor-
mation technology expert and/or a pharmacy 
director need to analyze data to make certain 
everything is working as intended.

For example, 
if the hospital 
has installed 
barcode tech-
nology, then 
the analysis 
should look 

at the medications being scanned, scan rates, 
and scan times, and how well this is working, 
Mackowiak says.

If there appears to be a problem with barcodes 
on a particular medication, then this should be 
investigated further and corrected.

The goal is to analyze data for the purpose of 
improving the process, perhaps through system 
improvements or by providing nurses or other 
staff with more education on prescribing and 
administering medication, Mackowiak says.

“In a manual system, pharmacy might know 
what’s happening with system problems, but 
now you have electronic data, and you need the 
skills necessary to report the data and then inter-
pret it,” she adds.

2. Determine reasons for data mistakes.
Sometimes when pharmacy leaders review 

data from new technology they’ll find problems, 
such as medications not being given as required 
or incomplete documentation.

Nurses are required to give reasons for not 
administering medications as ordered, but their 
explanations might raise more questions than 
answers.

“Their answers might not make sense,” 
Mackowiak says.

“Some nurses may interpret the words differ-
ently than they were intended,” she adds. “So 
you might not be able to use the data in the  
first pass, and you’ll have to clean up the  
misinterpretation.”

For instance, Mackowiak learned that the rea-
sons listed for not administering a drug did not 
adequately fit the situations. The problem was 
the list of possible reasons was too long, and 
some nurses would just select an answer at the 
top of the list.

“We weren’t sure we had good data about 
why nurses had not given medications,” she says. 
“Is it a process issue, an over-prescribing issue, 
or did a lot of patients and families refuse the 
drug?”

It became necessary to sacrifice some detail in 
documentation for the sake of greater accuracy.

“Some nurses wanted to be very precise in 
their answers, but we had to say, ‘No,’ because 
the other nurses would give us the wrong 
answers because the list was too long,” she 
explains.

The electronic documentation seemed like an 
easy solution, but actual practice showed it to be 
amazingly complex, Mackowiak adds.

“So we asked a committee to decide how we 

SUmmary PoINTS

• Each phase of technology installa-
tion requires adjustments 

• Analyze data to identify mistakes 

• Test and retest new systems 
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could better describe and define the reasons on 
the list and what we should do to get clearer 
data,” she says.

They decided to shorten the answer list and 
improve education on why it was important to 
document these explanations.

3. Systematically check for mistakes.
“If we have a CPOE system, and we have 

prescribing errors, what does that mean?” 
Mackowiak says. “How do we resolve that to 
improve decision support?”

Even with a technological solution, patients 
can be put on the wrong drugs or wrong dosages.

“We did an audit of all prescribing errors at 
another institution and saw that the majority of 
prescribing errors were problems of patients not 
being given the right initial dosages of drugs, 
so we looked at how we could improve that,” 
Mackowiak says.

That problem was the lack of flow between the 
home med list and the inpatient list, so the solu-
tion was to improve the view of home list when 
physicians are admitting patients.

 “You have to go back and forth between these 
systems to double-check and make sure you’ve 
thought through your problem all the way,” she 
suggests. “You can’t make a change at one end 
without thinking it through and testing it.”

4. Test, retest, and test again new technology 
and systems.

System mistakes resulting in wrong medication 
dosages can happen many years after new tech-
nology is installed, according to Mackowiak who 
has seen this situation arise.

“It was three years later that we created this 
error,” she says. “That’s why you need constant 
vigilance when you make any change in a system.”

Pharmacy directors should not rest, think-
ing the work is done once the new technology 
is installed and pilot-tested. Instead they need 
to keep testing and checking for problems and 
workflow issues.

One way to make these double-checks sys-
tematic is to create testing documentation for 
changes. Each time a change is introduced, the 
decision tree will instruct pharmacy staff on what 
to do next and what questions to ask.

Also, staff training is another way to keep staff 
vigilant in looking for problems.

“The more training you have and the more 
experience you have, the better you understand 
the system and will know where in the informa-
tion technology system you could catch mis-
takes,” Mackowiak says.  n


