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and DEA regulations.  The motion to 
reconsider was denied on September 22, 
2020.  However, the judge did acknowledge 
that his previous order was not intended to 
prescribe the actions that the pharmacy 
defendants should have taken.  The question 
of whether the actions they did take were 
sufficient under the law is a question of fact for 
the jury to decide. 
 
The Corresponding Responsibility regulation 
does specifically cite pharmacists.  However, 
the assertion by the pharmacy defendants to 
say that they have no duty here seems to be 
an extreme position.  Pharmacies are 
registrants too.  As registrants under the 
Controlled Substances Act, pharmacies also 
have a duty to prevent abuse and diversion of 
controlled substances.  The Administrator of 
the DEA has the authority to suspend or 
revoke a pharmacy's registration if it appears 
to create a danger to the public health or 
safety to allow the pharmacy to continue.  
While the Corresponding Responsibility 
regulation refers to pharmacists, it seems 
unrealistic to leave the dispensing pharmacist 
unsupported in the performance of their duty.  
The judge's initial ruling also seems to be an 
extreme position.  As is many times the case, 
the best solution is somewhere in the middle.  
   
 

Pharmacy owners need to be clear with their 
staff about diversion and addiction prevention. 
Establishing a culture of judicious and 
sensible dispensing of controlled substances 
starts with owners and managers of the 
pharmacy.  Owners who concentrate on 
volume will get less discernment from their 
staff pharmacists as the staff will likely feel 
pressure to fill all controlled substance 
prescriptions. The DEA believes that the law 
does not require a pharmacist to dispense a 
prescription of doubtful, questionable, or 
suspicious origin.  The pharmacist is making a 
real-time decision with the conflicting 
pressures of prevention of diversion or 
addiction and patient care.  It seems 
unreasonable that the pharmacy has no duty 
in this situation.  Yes, the pharmacist is on the 
frontline and has to make the decision, but the 
pharmacy and its owner create the 
environment where this decision must be 
made.  The pharmacists can’t make these 
decisions in a vacuum.  Discussion with the 

prescriber will probably be necessary.  
Perhaps discussions with the patient will also 
be necessary.  The pharmacist can then use 
this information in conjunction with their 
professional knowledge, experience and 
judgment.   
 

Another portion of the filings in this case 
discussed the pharmacy's duty to train their 
staff pharmacists to properly handle 
prescriptions for opioids and to establish 
policies and procedures to prevent their 
pharmacies from facilitating the diversion of 
opioids.  While this duty is not explicitly 
spelled out in the DEA regulations, it seems to 
be implied in the pharmacy's duty to protect 
public health and safety.  The judge's initial 
ruling went into a lot of detail on what he 
thought was acceptable and went far beyond 
what someone could easily infer from the 
regulations.  The judge stepped back from this 
initial position when he denied the motion for 
reconsideration.    
 
What can we learn from this case?  There will 
be a continued focus on the doctrine of 
Corresponding Responsibility going forward.  
The law continues to evolve and yesterday's 
solution will not be sufficient for tomorrow.  
Pharmacists have an independent duty to the 
patient and are not merely order takers for the 
physician.  Following the physician's orders is 
no longer a sufficient defense when a patient 
is harmed by a prescription when the 
pharmacist could have intervened.  The 
pharmacy needs to create a team atmosphere 
and assist their pharmacists as they make 
these important patient care decisions. 
   
 
  
 
© Don R. McGuire Jr., R.Ph., J.D., is General 
Counsel, Senior Vice President, Risk 
Management & Compliance at Pharmacists 
Mutual Insurance Company. 
 
This article discusses general principles of law 
and risk management.  It is not intended as legal 
advice.  Pharmacists should consult their own 
attorneys and insurance companies for specific 
advice.   Pharmacists should be familiar with 
policies and procedures of their employers and 
insurance companies, and act accordingly. 
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PHARMACY MARKETING GROUP, INC  
  

AND THE LAW  

By Don. R. McGuire Jr., R.Ph., J.D. 
 

 
 
 
This series, Pharmacy and the Law, is presented by Pharmacists Mutual Insurance Company and your 
State Pharmacy Association through Pharmacy Marketing Group, Inc., a company dedicated to providing 
quality products and services to the pharmacy community. 
 
  

 CORRESPONDING RESPONSIBILITY 
 
The opioid crisis, and the multitude of court 
cases around the country that followed from it, 
have placed additional scrutiny on the duty of 
Corresponding Responsibility for pharmacists. 
 This concept is not new.  The regulation has 
been in effect for many years.  The regulation 
states;   

"A prescription for a 
controlled substance to be 
effective must be issued for a 
legitimate medical purpose by 
an individual practitioner 
acting in the usual course of 
his professional practice. The 
responsibility for the proper 
prescribing and dispensing of 
controlled substances is upon 
the prescribing practitioner, 
but a corresponding 
responsibility rests with the 
pharmacist who fills the 
prescription. An order 
purporting to be a prescription 
issued not in the usual course 
of professional treatment or in 
legitimate and authorized 
research is not a prescription 
within the meaning and intent 
of section 309 of the Act (21 
U.S.C. 829) and the person 
knowingly filling such a 
purported prescription, as 
well as the person issuing it, 
shall be subject to the 
penalties provided for 

violations of the provisions of 
law relating to controlled 
substances."1 (emphasis 
added) 

 
Recent activity in the Multi District Litigation 
(MDL) court in Ohio2 focused on 
Corresponding Responsibility.  Judge Dan 
Polster issued an order on August 6, 2020 
denying the pharmacy defendants' motion to 
dismiss the complaint against them.  The 
pharmacy defendants' motion to dismiss 
asserted that the duty of Corresponding 
Responsibility falls on the pharmacist, not on 
the pharmacy.  Therefore, the pharmacies had 
no duty to take any action during the opioid 
crisis.  The judge disagreed and denied the 
motion.   
 
The judge then went on in his ruling to outline 
what steps the pharmacies should have taken 
and the information that should have been 
provided to their staffs.  His opinion was very 
detailed and involved data mining and data 
analytics.  The pharmacy defendants filed a 
motion to reconsider on August 25, 2020 
because they believed the requirements 
outlined by the judge were excessive and 
beyond the requirements imposed by statute 

 
1 21 C.F.R. Section 1306.04(a) 
 
2 
https://www.ohnd.uscourts.gov/sites/ohnd/files/MDL
2804_2709.pdf 
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PRESIDENT’S MESSAGE

Dear MPhA Members,

Greetings! I hope my letter finds you and yours in good health and 
in good spirits. This year has been a tough one, hasn’t it? We have 
seen and experienced things never seen before, and I don’t know 
about you, but I hope to never see some of them again. However, I 
am encouraged. I hope you are encouraged as well.

As we enter the holiday season, we may take time to reflect on the 
year that 2020 has been. We can also take time to look ahead to 
what 2021 may bring. As I am writing this letter, we are on the verge 
of seeing our first vaccine for COVID-19 being made available for 

administration. New therapies with monoclonal antibodies are being deployed, 
and tried and true therapies are being optimized. I am encouraged that the best 
and brightest minds in the world may be on the brink of finally getting a firm hold 
on the pandemic, and pharmacists and pharmacy technicians are on the forefront 
to make sure these interventions are successful.

As we close out 2020, we have also been busy at MPhA. Despite the challenges, 
MPhA has been hard at work for you this year. MPhA Committees have been 
meeting and working to make sure we finish 2020 strong and are poised for a 
successful 2021. We have also been able to find a buyer for our property and 
should be closing on that soon where we can redeploy and realign resources to 
better serve the association. MPhA certainly seems to be getting off on the right 
foot for 2021.

It is an honor to serve you as President of MPhA. If we can be of help to you, 
please to not hesitate to contact us.

Merry Christmas and Happy New Year! 

Wes Pitts, Pharm.D., BCPS, FASHP, FMSHP
MPhA President
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Helping 
independent 
pharmacies 
compete 
since 1982.

Now with more services 
to thrive in today's 
pharmacy landscape.

• New! Exclusive! ERxDirect telemed platform with care management revenue opportunities

• New! Consumer engagement model for better outcomes and adherence

• Group volume purchasing

• Profits distributed to members at year-end

• EPIC Pharmacy Network – third party contracting

•                                – claims reconciliation and automated reimbursements below cost system

•                                – regulatory and compliance management

A Network Of Independently 
Owned Pharmacies
800-965-EPIC (3742)  |  epicrx.com
membersupport@epicrx.com
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Senator Hob Bryan
District 7 – Itawambe, Lee, Monroe

Representative Sam C. Mims, V
District 97 – Adams, Amite, Franklin, Pike
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EXECUTIVE DIRECTOR’S MESSAGE

We are in the process of selling the MPhA office building in Jackson 
and hopefully by the time of this printing, the contract will be signed.  The 
Executive Committee understands that the money saved and made from the 
sale can be better used for our association versus maintaining the building.  
I can assure you that our EC is working hard to properly manage MPhA’s 
money. 

A lot of work has gone into getting the building ready for sale and it 
has been bitter sweet going through the attic.  The old photos and journals 
tell the story of the evolution of pharmacy in our state.  I especially enjoyed 
the pamphlet titled “The Plight of the Pharmacist in Filling a 3rd Party 
Prescription.”  The pamphlet details the increased amount of administrative 
duties, length of time for reimbursement, and need for an equitable solution.  

And here we are in the same situation with the COVID vaccine.   As the director of a 
LTC pharmacy, I was excited to hear that pharmacists are going to play a critical role in the 
administration of COVID vaccinations to the nursing home population.  My excitement waned 
as more details came down from CMS.  The Pfizer vaccine will most likely be the first on the 
market and is looking to be more than 90% effective, but it requires an ultra-low temp freezer that 
will maintain  -94 degrees F.  However, these freezers are very expensive and becoming harder to 
find along with the special glass for the vials and dry ice as an alternative freezing method.  This 
will be a 2-shot vaccine given 3 weeks apart with a mountain of paperwork to be maintained 
for each shot.  “So what, I can do this, just let me at it, by the way, what’s reimbursement going 
to look like?”  Well, the government will supply the actual vaccine, but you will be responsible 
for storage, handling, ancillary supplies, vaccine administration payroll, and all aspects of 
detailed documentation for around $17 for the first shot and $27 for the second shot.  Queue the 
Crickets…. Pharmacists have the knowledge, ability, and desire to be involved, but we have to be 
reimbursed adequately.  This has been the struggle for our profession, fighting to let us do it and 
fighting to reimburse us adequately for it.  I don’t see this ending in my lifetime.

This is where MPhA and you come into the picture.  Thanks to your support by being a 
member and contributing to the Political Action Committee, we are able to monitor and act on 
issues affecting Pharmacy at the Capitol.  Our lobbyist and I have already met with key legislative 
members at the capitol this fall, including our very own Rep John Read, RPh, and will continue to 
do so through the end of the year and during the 2021 session.  The Executive Committee selected 
Sen Hob Bryan and Rep Sam Mims as Legislators of the Year for 2020 for their help with issues 
facing pharmacy including the passage of HB 708.  HB 708 will go into effect January 2021 and we 
are currently working on a step by step guide to help pharmacists in our state report infractions 
by PMBs to the MS Board of Pharmacy and have that to you before the end of the year.  We will 
be focusing legislative efforts this year on carving pharmacy out of the Medicaid MCO program 
and initiating a test and treat model to allow pharmacists to test for conditions such as flu and 
strep and then be able to treat a positive test, AND get reimbursed adequately for these services. 

As always, we want to hear from you.  Please feel free to reach out to me anytime with 
questions or concerns or ways that MPhA can be serving you better and I look forward to seeing 
you at Centennial Plaza in Gulfport June 3rd-5th  for our 150th MPhA Annual Convention.

Thank you,
Beau Cox



On Tuesday, November 3, 2020, 
74% of Mississippians that 

went to the polls voted to 
legalize medical marijua-
na in our state.  There were 
two competing ballot ini-

tiatives to choose from, as 
well.  The majority of voters 

selected Initiative 65.  Mississippi 
now becomes the 35th state to legalize 

medical marijuana, following neighbors like Arkansas and 
Louisiana, who have already done so.

Initiative 65 was a ballot initiative, begun outside of the 
legislature, by citizens of Mississippi who wanted to make 
medical marijuana legal in our state. In accordance with 
our Constitution, a required number of certified signatures 
had to be received from each of the congressional districts 
on a petition.  Over 228,000 registered voters signed that 
petition and had their signatures certified by their county 
officials.

The legislature had offered a competing ballot initiative, 
65A, but voters favored 65.  At the time I am writing this 
article, there is a court case pending in Madison County, 
where the City of Madison has opposed this ballot initiative 
and the court is set to resolve this matter soon.

 By Initiative 65, the Mississippi Department of Health 
is defined as the regulatory authority for medical marijua-
na.  They now have until mid-2021 to create and finalize 
any regulations necessary to define how this program will 
operate.  In late summer 2021, the Department of Health 
must begin to award licenses to companies or individu-
als who with to grow, test or dispense medical marijuana.  
Additionally, companies that wish to work with marijuana 
flower and create other dosage forms such as creams, edi-
bles or other items must be licensed.

As of yet, we do not know the specifics of how the De-
partment of Health (DOH) will license each entity but we 
do know that in every state where medical marijuana has 
been legalized, testing requirements have been put into 
place.  These typically include testing for potency to ensure 
dose accuracy, testing for contamination by heavy metals or 
pesticides and sometime other tests.

Also, in late 2021, the DOH will begin to issue medical 
marijuana cards to qualifying patients.  To qualify, a patient 

must visit a Mississippi licensed physician and have a con-
firmed diagnosis that is included in the 22 approved disease 
states.  These include seizure disorders, ALS, PTSD, cancer 
and some chronic pain among other conditions.  Once the 
physician has certified the patient’s diagnosis, the patient 
will be able to apply to the DOH, pay a fee of up to $50.00 
and obtain a medical marijuana purchase card that is valid 
for one year. Each year, they will have to repeat this certi-
fication process and they must present the card and ID to 
make a purchase at a dispensary.

While only about one in four voters opposed medical 
marijuana, they may be pleased to learn that Initiative 65 
has some restrictions that they may appreciate.  Dispensa-
ries and licensed facilities may not be located closer than 
500 feet to a pre-existing church, school or licensed child-
care center.  Additionally, municipalities may impose zon-
ing ordinances to determine where these facilities may be 
located (though they cannot be more restrictive than or-
dinances that determine where businesses like community 
pharmacies can be located).

The Mississippi Board of Pharmacy took a public posi-
tion on this matter, seeking to ensure that Mississippi, like 
some other states, requires that dispensaries make a con-
sulting pharmacist available to patients purchasing medical 
marijuana. In other states with similar requirements, like 
Arkansas, the pharmacist is not an employee of the dispen-
sary, but is an independent consultant.  

The Mississippi Pharmacists Association also took a 
public position on this matter.  MPhA urged the FDA, DEA 
and State of Mississippi work together to resolve any legal 
and regulatory conflicts that might surround this matter.  
Additionally, MPhA urged regulatory authorities to contin-
ue to seek more clinical research into medical marijuana, 
provide education for health care practitioners about med-
ical  marijuana and seek to ensure that pharmacists are in-
volved in managing the care of patients receiving medical 
marijuana, similar to the position taken by the Board of 
Pharmacy.

MPhA will continue to monitor this important topic as 
the DOH creates the regs that define how this program will 
function and we will update our members as this informa-
tion becomes available.

CONTINUING EDUCATION

A COMPARISON OF NOVEL AND  
LONGSTANDING POTASSIUM BINDING AGENTS
Maria Gorla, PharmD Candidate 2021, University of Mississippi School of Pharmacy
A ndrew Mays, PharmD, BCNSP, CNSC, Clinical Pharmacy Specialist - Nutrition Support,  

University of Mississippi Medical Center

GOAL: 
This continuing education 

activity is being provided so 
pharmacists and pharmacy 
technicians can learn or refresh 
their knowledge about potassium, 
hyperkalemia, and its management 
with potassium binding agents.

OBJECTIVES: 
By the completion of this 

activity, the participant will be able 
to…

•  recall the normal serum 
concentration range for 
potassium

•  recognize signs and symptoms 
associated with hyperkalemia

•  list three potassium binding 
medications used to treat 
hyperkalemia

•  associate the brand names of 
potassium binders with their 
respective generic names

ABSTRACT
Potassium is the body’s 

major intracellular cation, and 
it is required for the normal 
functioning of cells, nerves, and 
muscles. The body must maintain 
the potassium level in the blood 
within a narrow range to avoid 
hypokalemia or hyperkalemia. 
Disruptions from this range can 
be detrimental, causing arrythmias 
or even cardiac arrest. Increased 
potassium levels can be a result of 

medications, such as those acting 
on the RAAS, or disease states, 
such as chronic kidney disease. 
Acute hyperkalemia is emergent 
and requires treatment in the 
hospital with calcium to stabilize 
the heart membrane, insulin to 
shift potassium into the cells, and 
a definitive treatment such as 
dialysis to remove potassium from 
the body. The chronic elevation of 
serum potassium can be managed 
in the outpatient setting. SPS 
is an agent that has been used 
historically for the management 
of hyperkalemia, while patiromer 
and ZS-9 are newer agents used to 
maintain normokalaemia. 

OVERVIEW
Potassium is the second 

most abundant cation in the 
body and the major intracellular 
cation. With only 2% of total 
body potassium found in the 
extracellular space, 98% of total 

body potassium is located within 
the cells. Potassium has a normal 
serum concentration of 3.5 to 5 
mEq/L. Deviations above or below 
this range can be detrimental, as 
potassium contributes to many 
necessary physiological functions. 
These functions include cellular 
metabolism, glycogen and protein 
synthesis, and the regulation of 
electrical action potentials across 
cellular membranes. Potassium’s 
role in regulating action potentials 
means that it has a key role in 
maintaining normal neuromuscular 
functions, including cardiac 
conduction. 

The daily potassium 
requirement for most people 
ranges from 0.5 to 2 mEq/kg/
day. Potassium can be obtained 
from a variety of different foods, 
including leafy vegetables, salmon, 
and bananas, to meet daily required 
intake. Table 1 includes some 
examples of foods that are high in 

Table 117

Selected Foods with High Potassium Content
Kidney beans (1/2 cup) 357mg

Avocado (1/2 cup) 364mg
French Fries (3 oz) 470mg
Skim Milk (1 cup) 382mg

Baked Potato (1 medium) 941mg
Spinach (1/2 cup) 370-419mg

Sweet Potato (1 medium) 542mg
Banana (1 medium) 422mg

Winter 2020 916 Mississippi Pharmacist
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potassium; these foods can fulfill 
the daily dietary requirement for 
most people, but they may need to 
be avoided in patient populations 
prone to hyperkalemia. 

Deficiencies in potassium 
can occur as a result of chronic 
diarrhea or vomiting, or from the 
use of certain medications, such 
as diuretics. Mild deficiencies 
(3 – 3.5 mEq/L serum potassium 
concentrations) are typically 
asymptomatic. Severe deficiencies 
(below 2.5 mEq/L serum 
potassium) can present with 
cramping, rhabdomyolysis, paralysis, 
and electrocardiogram changes 
(ST-segment depression, T-wave 
inversion, and sudden cardiac 
death).

Potassium shifting and excess 
retention or losses can be 
identified as the main reasons 
why serum levels are altered. 
Hyperkalemia can be caused by 
extracellular shifts of potassium, 
increased potassium ingestion, 
or impaired potassium excretion. 
Extracellular potassium shifts are 
common and can often be caused 
by metabolic acidosis and tissue 
catabolism. Metabolic acidosis 
causes a need for extracellular 
shift to maintain electroneutrality 
due to excess hydrogen ions being 
buffered intracellularly. Tissue 
destruction (tumor lysis syndrome, 
crush syndrome, rhabdomyolysis) 
can also cause release of potassium 
from cells into the extracellular 
fluid. Clinicians must also be 
aware of pseudohyperkalemia. 
Pseudohyperkalemia is a false 
elevation in serum potassium. 
This can be caused by trauma 
during venipuncture, potassium 
contaminated blood sample, 
and marked leukocytosis or 
thrombocytosis,1,2

PATHOPHYSIOLOGY
Hyperkalemia is defined as 

an increase in serum potassium 
greater than or equal to 5.5 mEq/L. 
Under normal circumstances, 
the kidneys are responsible for 
excreting 90% of the potassium 
that is consumed daily. The 
majority of potassium is filtered by 
the glomerulus and reabsorbed in 
the proximal tubule and the loop 
of Henle. The remaining potassium 
reaches the distal tubule. Principal 
cells in the renal collecting duct are 
responsible for secreting excess 
potassium from the circulation into 
the tubular lumen and excreting 
it in the urine. Secretion of 
potassium by the collecting duct 
is regulated by serum aldosterone 
and sodium concentration in 
the distal tubule. Additionally, 
medications commonly used in the 
guideline directed management 
of heart failure, such as ACE 
inhibitors, angiotensin receptor 
blockers, aldosterone antagonizing 
(potassium sparing) diuretics, 
and mineralocorticoid receptor 
antagonists, can increase the risk of 
hyperkalemia due to their effects 
on the RAAS.1, 2, 3

SIGNS AND SYMPTOMS
Patients with elevated 

potassium levels are typically 
asymptomatic until the serum 
concentration exceeds 5.5 mEq/L. 
When patients are symptomatic, 
they may experience muscle 
twitching, cramping, or weakness. 
Patients should be informed 
of the signs and symptoms of 
hyperkalemia and counseled 
to seek medical attention if 
they arise, as an increase in 
serum potassium can lead to 
electrocardiogram changes (peaked 
T-waves, shortened QT interval) 
and life-threatening arrhythmias 
(ventricular fibrillation, asystole).1,2

TREATMENT
Acute alterations in potassium 

levels are typically managed in 
the in-patient setting; however, 
patients with diseases that lead 
to a chronically elevated serum 
potassium are evaluated and 
treated in ambulatory care settings. 
Providers caring for patients 
with chronic diseases such as 
diabetes, heart failure, and chronic 
kidney disease with persistent 
hyperkalemia have to balance the 
use of guideline-directed therapy 
with demonstrated mortality 
and morbidity benefits because 
many of the agents used in these 
disease states can contribute to an 
elevated potassium concentration. 
In some patients, hyperkalemia can 
be managed with a low potassium 
diet or by altering the doses of 
current medications. In others, 
the use of a potassium binding 
agent may be warranted to achieve 
normokalaemia. The addition of 
a potassium binding agent to a 
patient’s regimen may allow them 
to have more freedom in their diet 
or to achieve appropriate doses of 
guideline directed therapies.3

ACUTE TREATMENT OF 
HYPERKALEMIA

The emergent treatment of 
hyperkalemia should be focused 
on cardiac stability and shifting 
or elimination of potassium 
from the extracellular space. 
Intravenous calcium should 
be initially administered for 
symptomatic patients with 
ECG changes, but it is often 
given in patients with significant 
hyperkalemia (> 6 mEq/L). IV 
calcium will antagonize the effects 
of potassium on the myocardium. 
The remaining treatments for 
hyperkalemia cause intracellular 
shift of potassium. This shift is 
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1.  What is the normal range of potassium in the body?
 a. 3.5 to 5 mEq/L b. 8 to 10 mEq/L 
 c. 1 to 3 mEq/L d. 10 to 15 mEq/L

2.  At what concentration is a patient considered 
“hyperkalemic”

 a. >4.5 mEq/L b. >3.0 mEq/L
 c. >5.5 mEq/L d. >6.0 mEq/L

3.  Which of the following drug classes is NOT commonly 
associated with hyperkalemia?

 a. ACE inhibitors b. NSAIDs 
 c. ARBs d. Beta Blockers

4.  Hyperkalemia can be caused by all of the following 
EXCEPT:

 a. extracellular shifts of potassium
 b. impaired potassium excretion
 c. increased potassium ingestion
 d. increased potassium excretion

5.  The majority of potassium is found in the _____ space.
 a. Extracellular b. Intracellular
 c. Interstitial d. Intracranial 

6.  The ______ is/are responsible for the majority of 
potassium excretion.

 a. Liver b. Kidneys
 c. Sweat d. Gastrointestinal Tract

7.  Sodium polystyrene sulfonate is the generic name for
 a. Veltassa® b. Lokelma®
 c. Patiromer d. Kionex®

8.  Veltassa® is the brand name for
 a. Patiromer
 b. Sodium polystyrene sulfonate
 c. Sodium zirconium cyclosilicate
 d. Sevelamer carbonate

9.  Which of the following has notable drug interactions 
with drugs having pH dependent solubility, such as 
metformin, levothyroxine, and ciprofloxacin?

 a. Patiromer
 b. Sodium zirconium cysilicate
 c. Sodium polystyrene sulfonate
 d. Sevelamer carbonate

10.  Of the following which agent has the greatest risk of 
intestinal necrosis?

 a. Patiromer
 b. Sodium zirconium cysilicate
 c. Sodium polystyrene sulfonate 
 d. Sevelamer carbonate

11.  Which of the following agents has hypomagnesemia as 
its most common side effect?

 a. Patiromer
 b. Sodium zirconium cysilicate
 c. Sodium polystyrene sulfonate 
 d. Sevelamer carbonate

12.  Which agent notes significant interactions with 
anticoagulants including warfarin, dabigatran, and 
clopidogrel?

 a. Patiromer 
 b. Sodium zirconium cysilicate
 c. Sodium polystyrene sulfonate
 d. sevelamer carbonate

13.  Which agent below is the least expensive?
 a. Patiromer
 b. Sodium zirconium cysilicate
 c. Sodium polystyrene sulfonate
 d. Veltassa®

14.  Which food has the highest potassium content per 
serving?

 a. Baked potato b. Sweet potato
 c. Avocado d. Banana

15.  Which agent must be stored in the refrigerator prior 
to reconstitution?

 a. Patiromer
 b. Sodium zirconium cysilicate
 c. Sodium polystyrene sulfonate
 d. sevelamer carbonate

16.  Lokelma® should be administered at least _____ apart 
from other drugs.

 a. 1 hour b. 2 hours
 c. 3 hours d. 4 hours
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produced from the administration 
of insulin, dextrose, and sodium 
bicarbonate. Patients who are 
already hyperglycemic do not 
need dextrose administration. This 
initial treatment regimen will give 

the provider time to determine 
the cause of hyperkalemia and 
how to appropriately treat the 
cause. Hemodialysis remains the 
best treatment for the removal of 
potassium from the extracellular 

space. Please see Table 2 for 
the dose and administration of 
medications for the treatment of 
acute hyperkalemia.1, 2

Table 2. Treatment for Hyperkalemia1,2

Medication Dose Onset Duration
Calcium gluconate 1 – 2 grams IV     over 5 – 10 minutes 1 – 2 minutes 10 – 30 minutes
Sodium bicarbonate 50 – 100 mEq IV     over 2 – 5 minutes 30 minutes 2 – 6 hours
Regular insulin 10 units IV 15 – 45 minutes 2 – 6 hours
Dextrose (D50%) 50 mL IV     over 5 minutes 30 minutes 2 – 6 hours

COMPARISON OF 
POTASSIUM BINDING 
AGENTS

SPS
Sodium polystyrene sulfonate 

(Kionex®; SPS®) is an older 
agent that has been used to treat 
hyperkalemia. It was best known 
as the brand name Kayexalate®, 
but that brand was discontinued 
by the manufacturer. The term 
SPS is used as an abbreviation for 
sodium polysterene sulfonate, but 
SPS is also an available branded 
generic of the agent. We will use 
the abbreviation SPS, but this 
should in no way be considered an 
endorsement of the branded SPS® 
over any other available generic 
product.  While one or two doses 
of SPS may be utilized to lower 
potassium levels, it is not routinely 
used for long-term control. SPS is 
a non-selective agent that binds 
calcium and magnesium in addition 
to potassium, which can cause 
electrolyte disturbances. Intestinal 
necrosis and severe gastrointestinal 
events, such as bleeding, ischemic 
colitis, and perforation, have 
been reported with this drug, 
particularly when in a suspension 
including sorbitol. A 20-gram 
dose of SPS contains 15 grams 
of sorbitol; the sorbitol content 

of other agents are included in 
Table 3. The risk for adverse 
gastrointestinal events appears 
to increase in patients with renal 
insufficiency and failure, which 
is a common patient population 
that is likely utilizing a potassium 
binding agent. Additionally, it should 
be noted that a 15-gram dose of 
SPS contains 1500 mg (65 mEq) of 
sodium. This large sodium load may 
cause fluid retention and overload, 
something that is of significant 
concern in patients with heart 
failure, another patient population 
that may routinely require a 
potassium binding agent. If a patient 
is prescribed SPS, SPS should be 
separated from other medications 
by at least three hours.4,5  

The average daily dose is 15 
to 60 grams, administered as a 
15-gram dose one to four times 
daily. SPS is supplied as a powder 
for suspension or as a premixed 
suspension. Each gram of powder 
requires 3 to 4 mL of water for 
reconstitution and the solution 
should be ingested within 24 hours 
of reconstitution.4,5 

SPS was approved by the FDA 
in 1958, which was four years 
before the Kefauver-Harris Drug 
Amendments were passed to 
assure drug efficacy and safety. For 
this reason, trial data for SPS is 

limited and affects the willingness 
of clinicians to use SPS as a first-
line treatment for hyperkalemia. 
In 2014, a study was completed to 
evaluate the efficacy of SPS in the 
treatment of mild hyperkalemia. 
SPS when compared to placebo, 
demonstrated superiority in 
reducing serum potassium over 
7 days in patients with mild 
hyperkalemia and CKD with 
a mean difference between 
groups of 1.04 mEq/L (P<0.001). 
While a higher proportion of 
patients in the SPS group attained 
normokalaemia at the end of 
treatment when compared to 
those in the placebo group, the 
difference was not statistically 
significant (73% vs. 38%; P= 0.07). 
There was an increased incidence 
of gastrointestinal side effects in 
the treatment group, however, 
there were no cases of colonic 
necrosis observed in this trial.6

PATIROMER
Patiromer (Veltassa®) is a 

novel agent used as treatment for 
hyperkalemia. It is a non-absorbed, 
cation exchange polymer that binds 
potassium in the gastrointestinal 
tract and increases fecal potassium 
excretion. Patiromer is more 
selective than SPS, but it does 
bind magnesium in addition to 
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CONCLUSION
Potassium is an intracellular 

cation that is involved in many 
processes in the body. Drugs and 
disease states that influence the 
RAAS can lead to hyperkalemia. 
Hyperkalemia limits the treatment 
of many patients with disease 
states such as heart failure, CKD, 
and diabetes. Novel potassium 
binding agents may allow patients 
to achieve appropriate doses of 
guideline directed therapies that 
exert their action on the RAAS; 
the presence of an elevated serum 
potassium concentration does not 
need to limit treatment options 
in these patients. Veltassa® and 
Lokelma® are agents that have 
been studied for this purpose as 
their use over extended periods of 
time is considered safer and better 
tolerated than SPS. Please see   for 
a comparison of potassium binding 
agents.
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potassium. For this reason, patients 
can develop hypomagnesemia 
while taking patiromer. This was 
reported in 5.3% of patients 
treated with patiromer in the trials 
used for FDA approval. It should 
be noted that some of these 
trials reported hypomagnesaemia 
based on investigator’s assessment, 
not necessarily on laboratory 
values. In one 4-week trial using a 
lower limit of normal magnesium 
concentration of 1.8 mg/dL, 
24.5% of the patiromer treated 
patients had a concentration < 
1.8 mg/dL. Serum magnesium 
should be monitored while on 
this medication, and magnesium 
supplementation may be 

required. Apart from electrolyte 
disturbances, the most commonly 
reported adverse effect of this 
medication was constipation. 
Although it was originally 
recommended to separate 
patiromer from other drugs by 6 
hours, newer studies indicate that 
patiromer can be administered 
3 hours before or 3 hours after 
other medications. While it is 
recommended that all drugs be 
separated from patiromer, the 
most notable drugs that interact 
with this medication include 
metformin, levothyroxine, and 
ciprofloxacin.7,8 

The initial dose of patiromer 
is 8.4 grams by mouth once daily. 

This dose can be adjusted as 
needed to a maximum dose of 
25.2 grams daily to reach the 
desired potassium concentration. 
The dose should be adjusted after 
an interval of at least one week 
by an increment of 8.4 grams. 
Patiromer is available as a powder 
for reconstitution that should be 
stored in the refrigerator before 
use. Each dose can be mixed with 
1/3 cup of water. Half the water 
can be poured into a glass followed 
by the patiromer powder. After 
stirring these components, the rest 
of the water can be added and 
stirred. The reconstituted solution 
will be cloudy. The mixture should 
be swallowed immediately after 

Table 3.6,10

Comparison of Potassium Binding Agents
SPS (Kionex®; SPS®) Patiromer (Veltassa®) ZS-9 (Lokelma®)

Selectivity for Potassium Nonselective; also binds 
magnesium and calcium

Selective; also binds 
magnesium

Highly selective; also 
binds ammonium

Initial Dosing 15g one to four times 
daily

8.4g once daily with food 10g three times daily 
for 48 hours for initial 
treatment

Maintenance Dosing Not recommended for 
maintenance

Adjust as needed by 8.4g 
increments to maximum 
of 25.2g daily

5-10g once daily with 
food; adjust as needed by 
5g to maximum 15g daily

Dosage Forms Powder for suspension 
available in 454g jar; 
premade oral suspension 
in 16 oz bottle and  
60 mL jar

Single-use packets 
containing 8.4g, 16.8g, or 
25.2g. Available as single 
packets, in boxes of 4, or 
boxes of 30.

Single-use packets 
containing 5g or 10g. 
Available as single packets 
or in boxes of 30

Sorbitol Content ~20 g per 60 mL of 
commercially prepared 
suspension

4 g per 8.4 g dose NO sorbitol content

Common Adverse Effects Nausea,  
vomiting,  
constipation, 
hypernatremia, 
hypocalcemia, 
hypomagnesemia, 
hypokalemia,  
sodium retention

Constipation,  
diarrhea,  
abdominal discomfort, 
hypomagnesemia

Edema,  
hypokalemia

Miscellaneous Pearls Can be given as enema Store in refrigerator
Pharmacokinetics Onset: 2 to 6 hours

Duration: 6 to 24 hours
Onset: 7 to 48 hours
Duration: 12 to 24 hours

Onset: 1 to 6 hours
Duration: 4 to 12 hours

Price (AWP) $22 per 15g/60 mL $36 per 8.4 gram packet $27 per 5 gram packet
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reconstitution. If powder remains 
in the glass, add more water, stir, 
and drink immediately.7,8

Patiromer was studied in 
hyperkalemic patients with CKD 
on stable doses of at least one 
renin-angiotensin-aldosterone 
system inhibitor in the OPAL-HK 
trial. In patients with a baseline 
potassium of 5.1 to <5.5 mEq/L, 
the serum potassium was reduced 
by 0.65 + 0.05 mEq/L after 4 weeks 
of treatment. In patients with a 
baseline potassium of 5.5 to <6.5 
mEq/L, the serum potassium was 
reduced by 1.23 + 0.04 mEq/L 
after 4 weeks of treatment. During 
the 4-week treatment period, 60% 
of patients had a recurrence of 
hyperkalemia with a potassium 
level greater than 5.5 mmol/L 
in the placebo group, while only 
15% in the patiromer group had a 
recurrence of hyperkalemia. The 
continued use of patiromer was 
evaluated in patients with CKD 
and type 2 diabetes mellitus on 
RAAS inhibitor therapy in the 
AMETHYST-DN trial. In this study, 
a statistically significant decrease of 
serum potassium was maintained 
for 52 weeks with a reduction in 
the recurrence of hyperkalemia in 
patients that received patiromer 
when compared to those receiving 
placebo.9,10

ZS-9
Sodium zirconium cyclosilicate 

(Lokelma®; ZS-9) is another novel 
agent used for the management 
of potassium levels. ZS-9 is a 
non-absorbed zirconium silicate 
that binds potassium in exchange 
for hydrogen and sodium. ZS-9 
is selective for potassium, even 
in the presence of calcium and 
magnesium. Each 5-gram dose of 
ZS-9 contains 400mg of sodium, 
which has the ability to lead to 

edema in patients treated with 
ZS-9. In clinical trials, edema was 
generally mild to moderate in 
severity and was more frequently 
seen in patients treated with 
15-gram doses. For this reason, 
patients who should restrict 
sodium intake or are prone to fluid 
overload should be educated on 
and monitor for signs of edema. 
This is especially significant in 
patients with chronic kidney 
disease and heart failure who are 
likely using this medication for 
the control of hyperkalemia. ZS-9 
can transiently increase gastric 
pH and have an effect on the 
absorption of drugs that exhibit 
pH-dependent solubility. For this 
reason, medications should be 
administered 2 hours before or 
2 hours after ZS-9. Notable drug 
interactions for this medication 
include clopidogrel, dabigatran, and 
warfarin. 11,12

The initial dose of ZS-9 is 10 
grams three times daily for 48 
hours, after which the dosing is 
10 grams once daily. The dose 
can be adjusted to obtain desired 
potassium levels after an interval 
of at least one week by increments 
of 5 grams. Maintenance dosing 
ranges from 5 grams every other 
day to 15 grams daily. Patients 
should empty the contents of the 
dose packet into at least 45mL 
of water, stir well, and drink 
immediately. If powder remains in 
the glass, more water can be added, 
and the mixture should be stirred 
and ingested immediately. 11,12

In the initial approval study, 
ZS-9, when compared to placebo, 
was associated with a decrease 
in serum potassium levels within 
48 hours. The mean reduction 
after the first 10 g dose was 0.11 
mmol/L. The mean reduction in 
potassium level was greater on 

day 2, with a mean reduction 
of 1.1 mmol/L in patients with 
a potassium level of greater 
than 5.5 mEq/L. ZS-9 lead to a 
significant decrease in serum 
potassium levels when compared 
to placebo without a significant 
difference in the safety profile. The 
HARMONIZE trial demonstrated 
that ZS-9 was able to reduce 
serum potassium levels to 
normokalaemia within 24 hours 
in 84% of patients and within 
48 hours in 98% of patients. The 
HARMONIZE trial extended 
past the initial 48 hours for 28 
days of treatment, and the serum 
potassium was significantly 
reduced for all doses of SZ-9 
when compared to placebo with 
80%, 90%, and 94% of patients 
maintaining normokalaemia with 
5g, 10g, and 15g doses respectively. 
In a 12-month phase 3 study, 88% 
of patients were able to maintain a 
mean serum potassium value <5.1 
mmol/L and 99% of participants 
were able to maintain a mean 
serum potassium of <5.5 mmol/L. 
In this study, 87% of patients on 
RAAS inhibitors at baseline were 
able to continue therapy or have 
their dose increased and maintain 
normokalaemia. In RAAS inhibitor 
naïve patients, 14% were able 
to initiate a RAAS inhibitor and 
maintain normokalaemia.13,14,15

When the new drug application 
was submitted to the FDA for 
approval, ZS-9 was rejected 
twice due to concerns about the 
manufacturing process. It should 
be noted that this rejection did 
not require the submission of any 
new clinical data, as the concern 
was related to a pre-approval 
manufacturing inspection, rather 
than issues with safety or efficacy.16 
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potassium. For this reason, patients 
can develop hypomagnesemia 
while taking patiromer. This was 
reported in 5.3% of patients 
treated with patiromer in the trials 
used for FDA approval. It should 
be noted that some of these 
trials reported hypomagnesaemia 
based on investigator’s assessment, 
not necessarily on laboratory 
values. In one 4-week trial using a 
lower limit of normal magnesium 
concentration of 1.8 mg/dL, 
24.5% of the patiromer treated 
patients had a concentration < 
1.8 mg/dL. Serum magnesium 
should be monitored while on 
this medication, and magnesium 
supplementation may be 

required. Apart from electrolyte 
disturbances, the most commonly 
reported adverse effect of this 
medication was constipation. 
Although it was originally 
recommended to separate 
patiromer from other drugs by 6 
hours, newer studies indicate that 
patiromer can be administered 
3 hours before or 3 hours after 
other medications. While it is 
recommended that all drugs be 
separated from patiromer, the 
most notable drugs that interact 
with this medication include 
metformin, levothyroxine, and 
ciprofloxacin.7,8 

The initial dose of patiromer 
is 8.4 grams by mouth once daily. 

This dose can be adjusted as 
needed to a maximum dose of 
25.2 grams daily to reach the 
desired potassium concentration. 
The dose should be adjusted after 
an interval of at least one week 
by an increment of 8.4 grams. 
Patiromer is available as a powder 
for reconstitution that should be 
stored in the refrigerator before 
use. Each dose can be mixed with 
1/3 cup of water. Half the water 
can be poured into a glass followed 
by the patiromer powder. After 
stirring these components, the rest 
of the water can be added and 
stirred. The reconstituted solution 
will be cloudy. The mixture should 
be swallowed immediately after 

Table 3.6,10

Comparison of Potassium Binding Agents
SPS (Kionex®; SPS®) Patiromer (Veltassa®) ZS-9 (Lokelma®)

Selectivity for Potassium Nonselective; also binds 
magnesium and calcium

Selective; also binds 
magnesium

Highly selective; also 
binds ammonium

Initial Dosing 15g one to four times 
daily

8.4g once daily with food 10g three times daily 
for 48 hours for initial 
treatment

Maintenance Dosing Not recommended for 
maintenance

Adjust as needed by 8.4g 
increments to maximum 
of 25.2g daily

5-10g once daily with 
food; adjust as needed by 
5g to maximum 15g daily

Dosage Forms Powder for suspension 
available in 454g jar; 
premade oral suspension 
in 16 oz bottle and  
60 mL jar

Single-use packets 
containing 8.4g, 16.8g, or 
25.2g. Available as single 
packets, in boxes of 4, or 
boxes of 30.

Single-use packets 
containing 5g or 10g. 
Available as single packets 
or in boxes of 30

Sorbitol Content ~20 g per 60 mL of 
commercially prepared 
suspension

4 g per 8.4 g dose NO sorbitol content

Common Adverse Effects Nausea,  
vomiting,  
constipation, 
hypernatremia, 
hypocalcemia, 
hypomagnesemia, 
hypokalemia,  
sodium retention

Constipation,  
diarrhea,  
abdominal discomfort, 
hypomagnesemia

Edema,  
hypokalemia

Miscellaneous Pearls Can be given as enema Store in refrigerator
Pharmacokinetics Onset: 2 to 6 hours

Duration: 6 to 24 hours
Onset: 7 to 48 hours
Duration: 12 to 24 hours

Onset: 1 to 6 hours
Duration: 4 to 12 hours

Price (AWP) $22 per 15g/60 mL $36 per 8.4 gram packet $27 per 5 gram packet

12 Mississippi Pharmacist

reconstitution. If powder remains 
in the glass, add more water, stir, 
and drink immediately.7,8

Patiromer was studied in 
hyperkalemic patients with CKD 
on stable doses of at least one 
renin-angiotensin-aldosterone 
system inhibitor in the OPAL-HK 
trial. In patients with a baseline 
potassium of 5.1 to <5.5 mEq/L, 
the serum potassium was reduced 
by 0.65 + 0.05 mEq/L after 4 weeks 
of treatment. In patients with a 
baseline potassium of 5.5 to <6.5 
mEq/L, the serum potassium was 
reduced by 1.23 + 0.04 mEq/L 
after 4 weeks of treatment. During 
the 4-week treatment period, 60% 
of patients had a recurrence of 
hyperkalemia with a potassium 
level greater than 5.5 mmol/L 
in the placebo group, while only 
15% in the patiromer group had a 
recurrence of hyperkalemia. The 
continued use of patiromer was 
evaluated in patients with CKD 
and type 2 diabetes mellitus on 
RAAS inhibitor therapy in the 
AMETHYST-DN trial. In this study, 
a statistically significant decrease of 
serum potassium was maintained 
for 52 weeks with a reduction in 
the recurrence of hyperkalemia in 
patients that received patiromer 
when compared to those receiving 
placebo.9,10

ZS-9
Sodium zirconium cyclosilicate 

(Lokelma®; ZS-9) is another novel 
agent used for the management 
of potassium levels. ZS-9 is a 
non-absorbed zirconium silicate 
that binds potassium in exchange 
for hydrogen and sodium. ZS-9 
is selective for potassium, even 
in the presence of calcium and 
magnesium. Each 5-gram dose of 
ZS-9 contains 400mg of sodium, 
which has the ability to lead to 

edema in patients treated with 
ZS-9. In clinical trials, edema was 
generally mild to moderate in 
severity and was more frequently 
seen in patients treated with 
15-gram doses. For this reason, 
patients who should restrict 
sodium intake or are prone to fluid 
overload should be educated on 
and monitor for signs of edema. 
This is especially significant in 
patients with chronic kidney 
disease and heart failure who are 
likely using this medication for 
the control of hyperkalemia. ZS-9 
can transiently increase gastric 
pH and have an effect on the 
absorption of drugs that exhibit 
pH-dependent solubility. For this 
reason, medications should be 
administered 2 hours before or 
2 hours after ZS-9. Notable drug 
interactions for this medication 
include clopidogrel, dabigatran, and 
warfarin. 11,12

The initial dose of ZS-9 is 10 
grams three times daily for 48 
hours, after which the dosing is 
10 grams once daily. The dose 
can be adjusted to obtain desired 
potassium levels after an interval 
of at least one week by increments 
of 5 grams. Maintenance dosing 
ranges from 5 grams every other 
day to 15 grams daily. Patients 
should empty the contents of the 
dose packet into at least 45mL 
of water, stir well, and drink 
immediately. If powder remains in 
the glass, more water can be added, 
and the mixture should be stirred 
and ingested immediately. 11,12

In the initial approval study, 
ZS-9, when compared to placebo, 
was associated with a decrease 
in serum potassium levels within 
48 hours. The mean reduction 
after the first 10 g dose was 0.11 
mmol/L. The mean reduction in 
potassium level was greater on 

day 2, with a mean reduction 
of 1.1 mmol/L in patients with 
a potassium level of greater 
than 5.5 mEq/L. ZS-9 lead to a 
significant decrease in serum 
potassium levels when compared 
to placebo without a significant 
difference in the safety profile. The 
HARMONIZE trial demonstrated 
that ZS-9 was able to reduce 
serum potassium levels to 
normokalaemia within 24 hours 
in 84% of patients and within 
48 hours in 98% of patients. The 
HARMONIZE trial extended 
past the initial 48 hours for 28 
days of treatment, and the serum 
potassium was significantly 
reduced for all doses of SZ-9 
when compared to placebo with 
80%, 90%, and 94% of patients 
maintaining normokalaemia with 
5g, 10g, and 15g doses respectively. 
In a 12-month phase 3 study, 88% 
of patients were able to maintain a 
mean serum potassium value <5.1 
mmol/L and 99% of participants 
were able to maintain a mean 
serum potassium of <5.5 mmol/L. 
In this study, 87% of patients on 
RAAS inhibitors at baseline were 
able to continue therapy or have 
their dose increased and maintain 
normokalaemia. In RAAS inhibitor 
naïve patients, 14% were able 
to initiate a RAAS inhibitor and 
maintain normokalaemia.13,14,15

When the new drug application 
was submitted to the FDA for 
approval, ZS-9 was rejected 
twice due to concerns about the 
manufacturing process. It should 
be noted that this rejection did 
not require the submission of any 
new clinical data, as the concern 
was related to a pre-approval 
manufacturing inspection, rather 
than issues with safety or efficacy.16 
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produced from the administration 
of insulin, dextrose, and sodium 
bicarbonate. Patients who are 
already hyperglycemic do not 
need dextrose administration. This 
initial treatment regimen will give 

the provider time to determine 
the cause of hyperkalemia and 
how to appropriately treat the 
cause. Hemodialysis remains the 
best treatment for the removal of 
potassium from the extracellular 

space. Please see Table 2 for 
the dose and administration of 
medications for the treatment of 
acute hyperkalemia.1, 2

Table 2. Treatment for Hyperkalemia1,2

Medication Dose Onset Duration
Calcium gluconate 1 – 2 grams IV     over 5 – 10 minutes 1 – 2 minutes 10 – 30 minutes
Sodium bicarbonate 50 – 100 mEq IV     over 2 – 5 minutes 30 minutes 2 – 6 hours
Regular insulin 10 units IV 15 – 45 minutes 2 – 6 hours
Dextrose (D50%) 50 mL IV     over 5 minutes 30 minutes 2 – 6 hours

COMPARISON OF 
POTASSIUM BINDING 
AGENTS

SPS
Sodium polystyrene sulfonate 

(Kionex®; SPS®) is an older 
agent that has been used to treat 
hyperkalemia. It was best known 
as the brand name Kayexalate®, 
but that brand was discontinued 
by the manufacturer. The term 
SPS is used as an abbreviation for 
sodium polysterene sulfonate, but 
SPS is also an available branded 
generic of the agent. We will use 
the abbreviation SPS, but this 
should in no way be considered an 
endorsement of the branded SPS® 
over any other available generic 
product.  While one or two doses 
of SPS may be utilized to lower 
potassium levels, it is not routinely 
used for long-term control. SPS is 
a non-selective agent that binds 
calcium and magnesium in addition 
to potassium, which can cause 
electrolyte disturbances. Intestinal 
necrosis and severe gastrointestinal 
events, such as bleeding, ischemic 
colitis, and perforation, have 
been reported with this drug, 
particularly when in a suspension 
including sorbitol. A 20-gram 
dose of SPS contains 15 grams 
of sorbitol; the sorbitol content 

of other agents are included in 
Table 3. The risk for adverse 
gastrointestinal events appears 
to increase in patients with renal 
insufficiency and failure, which 
is a common patient population 
that is likely utilizing a potassium 
binding agent. Additionally, it should 
be noted that a 15-gram dose of 
SPS contains 1500 mg (65 mEq) of 
sodium. This large sodium load may 
cause fluid retention and overload, 
something that is of significant 
concern in patients with heart 
failure, another patient population 
that may routinely require a 
potassium binding agent. If a patient 
is prescribed SPS, SPS should be 
separated from other medications 
by at least three hours.4,5  

The average daily dose is 15 
to 60 grams, administered as a 
15-gram dose one to four times 
daily. SPS is supplied as a powder 
for suspension or as a premixed 
suspension. Each gram of powder 
requires 3 to 4 mL of water for 
reconstitution and the solution 
should be ingested within 24 hours 
of reconstitution.4,5 

SPS was approved by the FDA 
in 1958, which was four years 
before the Kefauver-Harris Drug 
Amendments were passed to 
assure drug efficacy and safety. For 
this reason, trial data for SPS is 

limited and affects the willingness 
of clinicians to use SPS as a first-
line treatment for hyperkalemia. 
In 2014, a study was completed to 
evaluate the efficacy of SPS in the 
treatment of mild hyperkalemia. 
SPS when compared to placebo, 
demonstrated superiority in 
reducing serum potassium over 
7 days in patients with mild 
hyperkalemia and CKD with 
a mean difference between 
groups of 1.04 mEq/L (P<0.001). 
While a higher proportion of 
patients in the SPS group attained 
normokalaemia at the end of 
treatment when compared to 
those in the placebo group, the 
difference was not statistically 
significant (73% vs. 38%; P= 0.07). 
There was an increased incidence 
of gastrointestinal side effects in 
the treatment group, however, 
there were no cases of colonic 
necrosis observed in this trial.6

PATIROMER
Patiromer (Veltassa®) is a 

novel agent used as treatment for 
hyperkalemia. It is a non-absorbed, 
cation exchange polymer that binds 
potassium in the gastrointestinal 
tract and increases fecal potassium 
excretion. Patiromer is more 
selective than SPS, but it does 
bind magnesium in addition to 
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CONCLUSION
Potassium is an intracellular 

cation that is involved in many 
processes in the body. Drugs and 
disease states that influence the 
RAAS can lead to hyperkalemia. 
Hyperkalemia limits the treatment 
of many patients with disease 
states such as heart failure, CKD, 
and diabetes. Novel potassium 
binding agents may allow patients 
to achieve appropriate doses of 
guideline directed therapies that 
exert their action on the RAAS; 
the presence of an elevated serum 
potassium concentration does not 
need to limit treatment options 
in these patients. Veltassa® and 
Lokelma® are agents that have 
been studied for this purpose as 
their use over extended periods of 
time is considered safer and better 
tolerated than SPS. Please see   for 
a comparison of potassium binding 
agents.
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potassium; these foods can fulfill 
the daily dietary requirement for 
most people, but they may need to 
be avoided in patient populations 
prone to hyperkalemia. 

Deficiencies in potassium 
can occur as a result of chronic 
diarrhea or vomiting, or from the 
use of certain medications, such 
as diuretics. Mild deficiencies 
(3 – 3.5 mEq/L serum potassium 
concentrations) are typically 
asymptomatic. Severe deficiencies 
(below 2.5 mEq/L serum 
potassium) can present with 
cramping, rhabdomyolysis, paralysis, 
and electrocardiogram changes 
(ST-segment depression, T-wave 
inversion, and sudden cardiac 
death).

Potassium shifting and excess 
retention or losses can be 
identified as the main reasons 
why serum levels are altered. 
Hyperkalemia can be caused by 
extracellular shifts of potassium, 
increased potassium ingestion, 
or impaired potassium excretion. 
Extracellular potassium shifts are 
common and can often be caused 
by metabolic acidosis and tissue 
catabolism. Metabolic acidosis 
causes a need for extracellular 
shift to maintain electroneutrality 
due to excess hydrogen ions being 
buffered intracellularly. Tissue 
destruction (tumor lysis syndrome, 
crush syndrome, rhabdomyolysis) 
can also cause release of potassium 
from cells into the extracellular 
fluid. Clinicians must also be 
aware of pseudohyperkalemia. 
Pseudohyperkalemia is a false 
elevation in serum potassium. 
This can be caused by trauma 
during venipuncture, potassium 
contaminated blood sample, 
and marked leukocytosis or 
thrombocytosis,1,2

PATHOPHYSIOLOGY
Hyperkalemia is defined as 

an increase in serum potassium 
greater than or equal to 5.5 mEq/L. 
Under normal circumstances, 
the kidneys are responsible for 
excreting 90% of the potassium 
that is consumed daily. The 
majority of potassium is filtered by 
the glomerulus and reabsorbed in 
the proximal tubule and the loop 
of Henle. The remaining potassium 
reaches the distal tubule. Principal 
cells in the renal collecting duct are 
responsible for secreting excess 
potassium from the circulation into 
the tubular lumen and excreting 
it in the urine. Secretion of 
potassium by the collecting duct 
is regulated by serum aldosterone 
and sodium concentration in 
the distal tubule. Additionally, 
medications commonly used in the 
guideline directed management 
of heart failure, such as ACE 
inhibitors, angiotensin receptor 
blockers, aldosterone antagonizing 
(potassium sparing) diuretics, 
and mineralocorticoid receptor 
antagonists, can increase the risk of 
hyperkalemia due to their effects 
on the RAAS.1, 2, 3

SIGNS AND SYMPTOMS
Patients with elevated 

potassium levels are typically 
asymptomatic until the serum 
concentration exceeds 5.5 mEq/L. 
When patients are symptomatic, 
they may experience muscle 
twitching, cramping, or weakness. 
Patients should be informed 
of the signs and symptoms of 
hyperkalemia and counseled 
to seek medical attention if 
they arise, as an increase in 
serum potassium can lead to 
electrocardiogram changes (peaked 
T-waves, shortened QT interval) 
and life-threatening arrhythmias 
(ventricular fibrillation, asystole).1,2

TREATMENT
Acute alterations in potassium 

levels are typically managed in 
the in-patient setting; however, 
patients with diseases that lead 
to a chronically elevated serum 
potassium are evaluated and 
treated in ambulatory care settings. 
Providers caring for patients 
with chronic diseases such as 
diabetes, heart failure, and chronic 
kidney disease with persistent 
hyperkalemia have to balance the 
use of guideline-directed therapy 
with demonstrated mortality 
and morbidity benefits because 
many of the agents used in these 
disease states can contribute to an 
elevated potassium concentration. 
In some patients, hyperkalemia can 
be managed with a low potassium 
diet or by altering the doses of 
current medications. In others, 
the use of a potassium binding 
agent may be warranted to achieve 
normokalaemia. The addition of 
a potassium binding agent to a 
patient’s regimen may allow them 
to have more freedom in their diet 
or to achieve appropriate doses of 
guideline directed therapies.3

ACUTE TREATMENT OF 
HYPERKALEMIA

The emergent treatment of 
hyperkalemia should be focused 
on cardiac stability and shifting 
or elimination of potassium 
from the extracellular space. 
Intravenous calcium should 
be initially administered for 
symptomatic patients with 
ECG changes, but it is often 
given in patients with significant 
hyperkalemia (> 6 mEq/L). IV 
calcium will antagonize the effects 
of potassium on the myocardium. 
The remaining treatments for 
hyperkalemia cause intracellular 
shift of potassium. This shift is 
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1.  What is the normal range of potassium in the body?
 a. 3.5 to 5 mEq/L b. 8 to 10 mEq/L 
 c. 1 to 3 mEq/L d. 10 to 15 mEq/L

2.  At what concentration is a patient considered 
“hyperkalemic”

 a. >4.5 mEq/L b. >3.0 mEq/L
 c. >5.5 mEq/L d. >6.0 mEq/L

3.  Which of the following drug classes is NOT commonly 
associated with hyperkalemia?

 a. ACE inhibitors b. NSAIDs 
 c. ARBs d. Beta Blockers

4.  Hyperkalemia can be caused by all of the following 
EXCEPT:

 a. extracellular shifts of potassium
 b. impaired potassium excretion
 c. increased potassium ingestion
 d. increased potassium excretion

5.  The majority of potassium is found in the _____ space.
 a. Extracellular b. Intracellular
 c. Interstitial d. Intracranial 

6.  The ______ is/are responsible for the majority of 
potassium excretion.

 a. Liver b. Kidneys
 c. Sweat d. Gastrointestinal Tract

7.  Sodium polystyrene sulfonate is the generic name for
 a. Veltassa® b. Lokelma®
 c. Patiromer d. Kionex®

8.  Veltassa® is the brand name for
 a. Patiromer
 b. Sodium polystyrene sulfonate
 c. Sodium zirconium cyclosilicate
 d. Sevelamer carbonate

9.  Which of the following has notable drug interactions 
with drugs having pH dependent solubility, such as 
metformin, levothyroxine, and ciprofloxacin?

 a. Patiromer
 b. Sodium zirconium cysilicate
 c. Sodium polystyrene sulfonate
 d. Sevelamer carbonate

10.  Of the following which agent has the greatest risk of 
intestinal necrosis?

 a. Patiromer
 b. Sodium zirconium cysilicate
 c. Sodium polystyrene sulfonate 
 d. Sevelamer carbonate

11.  Which of the following agents has hypomagnesemia as 
its most common side effect?

 a. Patiromer
 b. Sodium zirconium cysilicate
 c. Sodium polystyrene sulfonate 
 d. Sevelamer carbonate

12.  Which agent notes significant interactions with 
anticoagulants including warfarin, dabigatran, and 
clopidogrel?

 a. Patiromer 
 b. Sodium zirconium cysilicate
 c. Sodium polystyrene sulfonate
 d. sevelamer carbonate

13.  Which agent below is the least expensive?
 a. Patiromer
 b. Sodium zirconium cysilicate
 c. Sodium polystyrene sulfonate
 d. Veltassa®

14.  Which food has the highest potassium content per 
serving?

 a. Baked potato b. Sweet potato
 c. Avocado d. Banana

15.  Which agent must be stored in the refrigerator prior 
to reconstitution?

 a. Patiromer
 b. Sodium zirconium cysilicate
 c. Sodium polystyrene sulfonate
 d. sevelamer carbonate

16.  Lokelma® should be administered at least _____ apart 
from other drugs.

 a. 1 hour b. 2 hours
 c. 3 hours d. 4 hours
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On Tuesday, November 3, 2020, 
74% of Mississippians that 

went to the polls voted to 
legalize medical marijua-
na in our state.  There were 
two competing ballot ini-

tiatives to choose from, as 
well.  The majority of voters 

selected Initiative 65.  Mississippi 
now becomes the 35th state to legalize 

medical marijuana, following neighbors like Arkansas and 
Louisiana, who have already done so.

Initiative 65 was a ballot initiative, begun outside of the 
legislature, by citizens of Mississippi who wanted to make 
medical marijuana legal in our state. In accordance with 
our Constitution, a required number of certified signatures 
had to be received from each of the congressional districts 
on a petition.  Over 228,000 registered voters signed that 
petition and had their signatures certified by their county 
officials.

The legislature had offered a competing ballot initiative, 
65A, but voters favored 65.  At the time I am writing this 
article, there is a court case pending in Madison County, 
where the City of Madison has opposed this ballot initiative 
and the court is set to resolve this matter soon.

 By Initiative 65, the Mississippi Department of Health 
is defined as the regulatory authority for medical marijua-
na.  They now have until mid-2021 to create and finalize 
any regulations necessary to define how this program will 
operate.  In late summer 2021, the Department of Health 
must begin to award licenses to companies or individu-
als who with to grow, test or dispense medical marijuana.  
Additionally, companies that wish to work with marijuana 
flower and create other dosage forms such as creams, edi-
bles or other items must be licensed.

As of yet, we do not know the specifics of how the De-
partment of Health (DOH) will license each entity but we 
do know that in every state where medical marijuana has 
been legalized, testing requirements have been put into 
place.  These typically include testing for potency to ensure 
dose accuracy, testing for contamination by heavy metals or 
pesticides and sometime other tests.

Also, in late 2021, the DOH will begin to issue medical 
marijuana cards to qualifying patients.  To qualify, a patient 

must visit a Mississippi licensed physician and have a con-
firmed diagnosis that is included in the 22 approved disease 
states.  These include seizure disorders, ALS, PTSD, cancer 
and some chronic pain among other conditions.  Once the 
physician has certified the patient’s diagnosis, the patient 
will be able to apply to the DOH, pay a fee of up to $50.00 
and obtain a medical marijuana purchase card that is valid 
for one year. Each year, they will have to repeat this certi-
fication process and they must present the card and ID to 
make a purchase at a dispensary.

While only about one in four voters opposed medical 
marijuana, they may be pleased to learn that Initiative 65 
has some restrictions that they may appreciate.  Dispensa-
ries and licensed facilities may not be located closer than 
500 feet to a pre-existing church, school or licensed child-
care center.  Additionally, municipalities may impose zon-
ing ordinances to determine where these facilities may be 
located (though they cannot be more restrictive than or-
dinances that determine where businesses like community 
pharmacies can be located).

The Mississippi Board of Pharmacy took a public posi-
tion on this matter, seeking to ensure that Mississippi, like 
some other states, requires that dispensaries make a con-
sulting pharmacist available to patients purchasing medical 
marijuana. In other states with similar requirements, like 
Arkansas, the pharmacist is not an employee of the dispen-
sary, but is an independent consultant.  

The Mississippi Pharmacists Association also took a 
public position on this matter.  MPhA urged the FDA, DEA 
and State of Mississippi work together to resolve any legal 
and regulatory conflicts that might surround this matter.  
Additionally, MPhA urged regulatory authorities to contin-
ue to seek more clinical research into medical marijuana, 
provide education for health care practitioners about med-
ical  marijuana and seek to ensure that pharmacists are in-
volved in managing the care of patients receiving medical 
marijuana, similar to the position taken by the Board of 
Pharmacy.

MPhA will continue to monitor this important topic as 
the DOH creates the regs that define how this program will 
function and we will update our members as this informa-
tion becomes available.
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GOAL: 
This continuing education 

activity is being provided so 
pharmacists and pharmacy 
technicians can learn or refresh 
their knowledge about potassium, 
hyperkalemia, and its management 
with potassium binding agents.

OBJECTIVES: 
By the completion of this 

activity, the participant will be able 
to…

•  recall the normal serum 
concentration range for 
potassium

•  recognize signs and symptoms 
associated with hyperkalemia

•  list three potassium binding 
medications used to treat 
hyperkalemia

•  associate the brand names of 
potassium binders with their 
respective generic names

ABSTRACT
Potassium is the body’s 

major intracellular cation, and 
it is required for the normal 
functioning of cells, nerves, and 
muscles. The body must maintain 
the potassium level in the blood 
within a narrow range to avoid 
hypokalemia or hyperkalemia. 
Disruptions from this range can 
be detrimental, causing arrythmias 
or even cardiac arrest. Increased 
potassium levels can be a result of 

medications, such as those acting 
on the RAAS, or disease states, 
such as chronic kidney disease. 
Acute hyperkalemia is emergent 
and requires treatment in the 
hospital with calcium to stabilize 
the heart membrane, insulin to 
shift potassium into the cells, and 
a definitive treatment such as 
dialysis to remove potassium from 
the body. The chronic elevation of 
serum potassium can be managed 
in the outpatient setting. SPS 
is an agent that has been used 
historically for the management 
of hyperkalemia, while patiromer 
and ZS-9 are newer agents used to 
maintain normokalaemia. 

OVERVIEW
Potassium is the second 

most abundant cation in the 
body and the major intracellular 
cation. With only 2% of total 
body potassium found in the 
extracellular space, 98% of total 

body potassium is located within 
the cells. Potassium has a normal 
serum concentration of 3.5 to 5 
mEq/L. Deviations above or below 
this range can be detrimental, as 
potassium contributes to many 
necessary physiological functions. 
These functions include cellular 
metabolism, glycogen and protein 
synthesis, and the regulation of 
electrical action potentials across 
cellular membranes. Potassium’s 
role in regulating action potentials 
means that it has a key role in 
maintaining normal neuromuscular 
functions, including cardiac 
conduction. 

The daily potassium 
requirement for most people 
ranges from 0.5 to 2 mEq/kg/
day. Potassium can be obtained 
from a variety of different foods, 
including leafy vegetables, salmon, 
and bananas, to meet daily required 
intake. Table 1 includes some 
examples of foods that are high in 

Table 117

Selected Foods with High Potassium Content
Kidney beans (1/2 cup) 357mg

Avocado (1/2 cup) 364mg
French Fries (3 oz) 470mg
Skim Milk (1 cup) 382mg

Baked Potato (1 medium) 941mg
Spinach (1/2 cup) 370-419mg

Sweet Potato (1 medium) 542mg
Banana (1 medium) 422mg
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EXECUTIVE DIRECTOR’S MESSAGE

We are in the process of selling the MPhA office building in Jackson 
and hopefully by the time of this printing, the contract will be signed.  The 
Executive Committee understands that the money saved and made from the 
sale can be better used for our association versus maintaining the building.  
I can assure you that our EC is working hard to properly manage MPhA’s 
money. 

A lot of work has gone into getting the building ready for sale and it 
has been bitter sweet going through the attic.  The old photos and journals 
tell the story of the evolution of pharmacy in our state.  I especially enjoyed 
the pamphlet titled “The Plight of the Pharmacist in Filling a 3rd Party 
Prescription.”  The pamphlet details the increased amount of administrative 
duties, length of time for reimbursement, and need for an equitable solution.  

And here we are in the same situation with the COVID vaccine.   As the director of a 
LTC pharmacy, I was excited to hear that pharmacists are going to play a critical role in the 
administration of COVID vaccinations to the nursing home population.  My excitement waned 
as more details came down from CMS.  The Pfizer vaccine will most likely be the first on the 
market and is looking to be more than 90% effective, but it requires an ultra-low temp freezer that 
will maintain  -94 degrees F.  However, these freezers are very expensive and becoming harder to 
find along with the special glass for the vials and dry ice as an alternative freezing method.  This 
will be a 2-shot vaccine given 3 weeks apart with a mountain of paperwork to be maintained 
for each shot.  “So what, I can do this, just let me at it, by the way, what’s reimbursement going 
to look like?”  Well, the government will supply the actual vaccine, but you will be responsible 
for storage, handling, ancillary supplies, vaccine administration payroll, and all aspects of 
detailed documentation for around $17 for the first shot and $27 for the second shot.  Queue the 
Crickets…. Pharmacists have the knowledge, ability, and desire to be involved, but we have to be 
reimbursed adequately.  This has been the struggle for our profession, fighting to let us do it and 
fighting to reimburse us adequately for it.  I don’t see this ending in my lifetime.

This is where MPhA and you come into the picture.  Thanks to your support by being a 
member and contributing to the Political Action Committee, we are able to monitor and act on 
issues affecting Pharmacy at the Capitol.  Our lobbyist and I have already met with key legislative 
members at the capitol this fall, including our very own Rep John Read, RPh, and will continue to 
do so through the end of the year and during the 2021 session.  The Executive Committee selected 
Sen Hob Bryan and Rep Sam Mims as Legislators of the Year for 2020 for their help with issues 
facing pharmacy including the passage of HB 708.  HB 708 will go into effect January 2021 and we 
are currently working on a step by step guide to help pharmacists in our state report infractions 
by PMBs to the MS Board of Pharmacy and have that to you before the end of the year.  We will 
be focusing legislative efforts this year on carving pharmacy out of the Medicaid MCO program 
and initiating a test and treat model to allow pharmacists to test for conditions such as flu and 
strep and then be able to treat a positive test, AND get reimbursed adequately for these services. 

As always, we want to hear from you.  Please feel free to reach out to me anytime with 
questions or concerns or ways that MPhA can be serving you better and I look forward to seeing 
you at Centennial Plaza in Gulfport June 3rd-5th  for our 150th MPhA Annual Convention.

Thank you,
Beau Cox
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Senator Hob Bryan
District 7 – Itawambe, Lee, Monroe

Representative Sam C. Mims, V
District 97 – Adams, Amite, Franklin, Pike
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Helping 
independent 
pharmacies 
compete 
since 1982.

Now with more services 
to thrive in today's 
pharmacy landscape.

• New! Exclusive! ERxDirect telemed platform with care management revenue opportunities

• New! Consumer engagement model for better outcomes and adherence

• Group volume purchasing

• Profits distributed to members at year-end

• EPIC Pharmacy Network – third party contracting

•                                – claims reconciliation and automated reimbursements below cost system

•                                – regulatory and compliance management

A Network Of Independently 
Owned Pharmacies
800-965-EPIC (3742)  |  epicrx.com
membersupport@epicrx.com



PHARMACY MARKETING GROUP, INC  
  

AND THE LAW  

By Don. R. McGuire Jr., R.Ph., J.D. 
 

 
 
 
This series, Pharmacy and the Law, is presented by Pharmacists Mutual Insurance Company and your 
State Pharmacy Association through Pharmacy Marketing Group, Inc., a company dedicated to providing 
quality products and services to the pharmacy community. 
 
  

 CORRESPONDING RESPONSIBILITY 
 
The opioid crisis, and the multitude of court 
cases around the country that followed from it, 
have placed additional scrutiny on the duty of 
Corresponding Responsibility for pharmacists. 
 This concept is not new.  The regulation has 
been in effect for many years.  The regulation 
states;   

"A prescription for a 
controlled substance to be 
effective must be issued for a 
legitimate medical purpose by 
an individual practitioner 
acting in the usual course of 
his professional practice. The 
responsibility for the proper 
prescribing and dispensing of 
controlled substances is upon 
the prescribing practitioner, 
but a corresponding 
responsibility rests with the 
pharmacist who fills the 
prescription. An order 
purporting to be a prescription 
issued not in the usual course 
of professional treatment or in 
legitimate and authorized 
research is not a prescription 
within the meaning and intent 
of section 309 of the Act (21 
U.S.C. 829) and the person 
knowingly filling such a 
purported prescription, as 
well as the person issuing it, 
shall be subject to the 
penalties provided for 

violations of the provisions of 
law relating to controlled 
substances."1 (emphasis 
added) 

 
Recent activity in the Multi District Litigation 
(MDL) court in Ohio2 focused on 
Corresponding Responsibility.  Judge Dan 
Polster issued an order on August 6, 2020 
denying the pharmacy defendants' motion to 
dismiss the complaint against them.  The 
pharmacy defendants' motion to dismiss 
asserted that the duty of Corresponding 
Responsibility falls on the pharmacist, not on 
the pharmacy.  Therefore, the pharmacies had 
no duty to take any action during the opioid 
crisis.  The judge disagreed and denied the 
motion.   
 
The judge then went on in his ruling to outline 
what steps the pharmacies should have taken 
and the information that should have been 
provided to their staffs.  His opinion was very 
detailed and involved data mining and data 
analytics.  The pharmacy defendants filed a 
motion to reconsider on August 25, 2020 
because they believed the requirements 
outlined by the judge were excessive and 
beyond the requirements imposed by statute 

 
1 21 C.F.R. Section 1306.04(a) 
 
2 
https://www.ohnd.uscourts.gov/sites/ohnd/files/MDL
2804_2709.pdf 
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PRESIDENT’S MESSAGE

Dear MPhA Members,

Greetings! I hope my letter finds you and yours in good health and 
in good spirits. This year has been a tough one, hasn’t it? We have 
seen and experienced things never seen before, and I don’t know 
about you, but I hope to never see some of them again. However, I 
am encouraged. I hope you are encouraged as well.

As we enter the holiday season, we may take time to reflect on the 
year that 2020 has been. We can also take time to look ahead to 
what 2021 may bring. As I am writing this letter, we are on the verge 
of seeing our first vaccine for COVID-19 being made available for 

administration. New therapies with monoclonal antibodies are being deployed, 
and tried and true therapies are being optimized. I am encouraged that the best 
and brightest minds in the world may be on the brink of finally getting a firm hold 
on the pandemic, and pharmacists and pharmacy technicians are on the forefront 
to make sure these interventions are successful.

As we close out 2020, we have also been busy at MPhA. Despite the challenges, 
MPhA has been hard at work for you this year. MPhA Committees have been 
meeting and working to make sure we finish 2020 strong and are poised for a 
successful 2021. We have also been able to find a buyer for our property and 
should be closing on that soon where we can redeploy and realign resources to 
better serve the association. MPhA certainly seems to be getting off on the right 
foot for 2021.

It is an honor to serve you as President of MPhA. If we can be of help to you, 
please to not hesitate to contact us.

Merry Christmas and Happy New Year! 

Wes Pitts, Pharm.D., BCPS, FASHP, FMSHP
MPhA President
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and DEA regulations.  The motion to 
reconsider was denied on September 22, 
2020.  However, the judge did acknowledge 
that his previous order was not intended to 
prescribe the actions that the pharmacy 
defendants should have taken.  The question 
of whether the actions they did take were 
sufficient under the law is a question of fact for 
the jury to decide. 
 
The Corresponding Responsibility regulation 
does specifically cite pharmacists.  However, 
the assertion by the pharmacy defendants to 
say that they have no duty here seems to be 
an extreme position.  Pharmacies are 
registrants too.  As registrants under the 
Controlled Substances Act, pharmacies also 
have a duty to prevent abuse and diversion of 
controlled substances.  The Administrator of 
the DEA has the authority to suspend or 
revoke a pharmacy's registration if it appears 
to create a danger to the public health or 
safety to allow the pharmacy to continue.  
While the Corresponding Responsibility 
regulation refers to pharmacists, it seems 
unrealistic to leave the dispensing pharmacist 
unsupported in the performance of their duty.  
The judge's initial ruling also seems to be an 
extreme position.  As is many times the case, 
the best solution is somewhere in the middle.  
   
 

Pharmacy owners need to be clear with their 
staff about diversion and addiction prevention. 
Establishing a culture of judicious and 
sensible dispensing of controlled substances 
starts with owners and managers of the 
pharmacy.  Owners who concentrate on 
volume will get less discernment from their 
staff pharmacists as the staff will likely feel 
pressure to fill all controlled substance 
prescriptions. The DEA believes that the law 
does not require a pharmacist to dispense a 
prescription of doubtful, questionable, or 
suspicious origin.  The pharmacist is making a 
real-time decision with the conflicting 
pressures of prevention of diversion or 
addiction and patient care.  It seems 
unreasonable that the pharmacy has no duty 
in this situation.  Yes, the pharmacist is on the 
frontline and has to make the decision, but the 
pharmacy and its owner create the 
environment where this decision must be 
made.  The pharmacists can’t make these 
decisions in a vacuum.  Discussion with the 

prescriber will probably be necessary.  
Perhaps discussions with the patient will also 
be necessary.  The pharmacist can then use 
this information in conjunction with their 
professional knowledge, experience and 
judgment.   
 

Another portion of the filings in this case 
discussed the pharmacy's duty to train their 
staff pharmacists to properly handle 
prescriptions for opioids and to establish 
policies and procedures to prevent their 
pharmacies from facilitating the diversion of 
opioids.  While this duty is not explicitly 
spelled out in the DEA regulations, it seems to 
be implied in the pharmacy's duty to protect 
public health and safety.  The judge's initial 
ruling went into a lot of detail on what he 
thought was acceptable and went far beyond 
what someone could easily infer from the 
regulations.  The judge stepped back from this 
initial position when he denied the motion for 
reconsideration.    
 
What can we learn from this case?  There will 
be a continued focus on the doctrine of 
Corresponding Responsibility going forward.  
The law continues to evolve and yesterday's 
solution will not be sufficient for tomorrow.  
Pharmacists have an independent duty to the 
patient and are not merely order takers for the 
physician.  Following the physician's orders is 
no longer a sufficient defense when a patient 
is harmed by a prescription when the 
pharmacist could have intervened.  The 
pharmacy needs to create a team atmosphere 
and assist their pharmacists as they make 
these important patient care decisions. 
   
 
  
 
© Don R. McGuire Jr., R.Ph., J.D., is General 
Counsel, Senior Vice President, Risk 
Management & Compliance at Pharmacists 
Mutual Insurance Company. 
 
This article discusses general principles of law 
and risk management.  It is not intended as legal 
advice.  Pharmacists should consult their own 
attorneys and insurance companies for specific 
advice.   Pharmacists should be familiar with 
policies and procedures of their employers and 
insurance companies, and act accordingly. 
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