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FEATURE
DRUG UTILIZATION

ABSTRACT
In 1990, the Omnibus Budget 
Reconciliation Act included 
requirements for  Medicaid 
patients in an effort to save the 
federal government money. The 
requirements included a pro-
spective drug utilization review, 
patient counseling, and main-
tenance of patient records. 
Subsequently, in 1993, when the 
pharmacy practice requirements 
went into effect, this federal reg-
ulation became the standard of 
care for pharmacists and part of 
their professional duty. This arti-
cle suggests that the pharmacy 
should review all active pharma-
ceutical ingredients and excipi-
ents that are dispensed at the 
pharmacy and list all interactions 
or potential side effects in the 
review, so that a proper drug uti-
lization review can be performed.

Drug Utilization Review: 
Our Patients Deserve   
Our Best
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     In 1990, the Omnibus Budget 
Reconciliation Act (OBRA, ’90), included 
requirements for Medicaid patients in 
an effort to save the federal government 
money. The requirements included a pro-
spective drug utilization review (pro-DUR), 
patient counseling, and maintenance of 
patient records.1,2 Subsequently, in 1993, 
when the pharmacy practice requirements 
went into effect, this federal regulation 
became the standard of care for pharma-
cists and part of their professional duty.1,2

     Pharmacist and Attorney Nicholas J. 
Lynn, writes in a continuing education les-
son, “A pharmacist should view the OBRA 
’90 requirements as more than rules that 
must be complied with; they are, in fact, a 
federally mandated risk management pro-
gram.”3 Insurance companies and payors 
have also warned pharmacists to perform 
prospective DURs.1,2

     The prospective DUR can only be appro-
priately performed if the pharmacist has 
first collected data from the patient, includ-
ing but not limited to drug allergies, medical 
conditions (the present condition which 
requires the drug and any other medical 
conditions), and a list of prescription and 
non-prescription drugs that the patient is 
currently taking.4 
     While the DUR should be performed prior 
to transmitting a claim to a third party, in 
many cases, pharmacists do not discover 
an issue with dispensing a particular drug 

until the third-party 
payor alerts them. For 
compounded medica-
tions, common software 
systems available do 
not usually aid in the 
DUR process. The 
prescriptions are also 
usually paid for in cash, 
and there is no third-
party review to aid the 
pharmacist. This makes 
it critical for a proper 
DUR to be performed 
when dispensing a com-
pounded preparation.
     In the author’s expe-
rience, compounded 
medications can 
require more research, 
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“A pharmacist 
should view the 

OBRA ’90 
requirements as 

more than rules that 
must be complied 
with; they are, in 
fact, a federally 
mandated risk 
management 

program.”

https://ijpc.com/Ads/PDFAdForward.cfm?Comp=ZRT%2520Labs&Place=R%2520in%2520ZRT%2520Quarter%2520Page%2520%7C%2520IJPC_PDF%2520%7C%2520Nov/Dec%25202023%2520%7C%25202023.11.01&Target=https%253A%252F%252Fwww.zrtlab.com%252Fresearch
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as there are no clinical trials or package 
inserts to review. A compounding phar-
macist must be aware of the side effects, 
potential drug-drug, and drug-condition 
interactions for any active pharmaceutical 
ingredient (API) they are dispensing. 
     In some cases, there may be additional 
information that should be provided to the 
patient. For example, if the API has a black 
box warning, the pharmacist has a duty to 
warn the patient as to potential risks.
     In addition to reviewing the collected 
patient data for any potential issues, the 
pharmacist needs to be aware of poten-
tial interactions that require the need to 
screen the patient for particular drugs          
or conditions.
     For example, Feel Good Pharmacy 
(FGP) dispensed an intracavernosal erec-
tile dysfunction medication (QuadMix) 

to patient NB, who was currently taking 
Trazadone at bedtime. Concomitant use of 
the two medications potentiates the risk 
of priapism5,6 and NB subsequently ended 
up in the emergency room (ER) due to the 
combination. The pharmacist was unaware 
of this interaction.
     FGP also dispensed Bi-est (a combina-
tion of estriol and estradiol) to patient GH 
who had a past medical history of Deep Vein 
Thrombosis. The prescription was written by 
her family practitioner. While the patient did 
not have any ill effects from the preparation, 
when GH visited the vascular specialist for 
her follow up, he was very concerned about 
the use of estrogen and let the pharmacist 
know that she should be paying more atten-
tion to her patients.
     Another commonly compounded 
preparation is “Low-dose Naltrexone.” 

The pharmacist 
should include 
in the counseling 
with the patient 
to discuss with 
the prescriber the 
need to discontinue 
the medication 
prior to any 
surgery. According 
to the website 
lowdosenaltrexone.
org, “LDN users who 
are planning to have 
surgery performed 
generally discontinue 
taking LDN for one 
or two days prior 
to the scheduled 
procedure. They then 
are able to re-start 
it promptly after 
surgery, when they no 
longer need to take                   
narcotics regularly.”7

     In addition to 
appropriately screen-
ing the patient’s 
data at the time of 
reviewing the drug 
for appropriateness, 
an intervention 

Compounding 
pharmacists, 
like all other 

pharmacists, are 
required to 

perform DURs 
and counsel 

patients. 
Patients are 

entitled to 
having the 

pharmacy staff 
collect their 

pertinent data 
and having the 

pharmacist 
review it prior to 

filling their 
prescription. 

Performing this 
task may make 

the difference in 
a hospital visit 
or potentially 
the patient’s 

death.

https://ijpc.com/Ads/PDFAdForward.cfm?Comp=Pharma%2520Source%2520Direct&Place=Gold%2520Standard%2520Quarter%2520Page%2520%7C%2520IJPC_PDF%2520%7C%2520Nov/Dec%25202023%2520%7C%25202023.11.01&Target=https%253A%252F%252Fpharmasd.com
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is required when informa-
tion yields any issue.1,2 
Interventions should include 
contacting the prescriber to 
discuss any necessary changes 
in the therapy (both drugs 
and dosages). Interventions 
should also include informing 
the patient of any potential 
issues to help them make 
informed decisions about using                     
the medication. 
     Another thing to consider 
when counseling patients is to 
inform them of the overdose 
effects of certain compounded 
preparations. Several instances 
of patient harm with both 
liothyronine (T3)  and cloni-
dine are in the literature.8-10 
When a patient presented at 
the ER with severe abdominal 
cramps and diarrhea, it was 
determined that the patient 
had been overdosed with T3 
due to a compounding error. 
Neither the patient nor the ER 
physician knew that this was 
an overdose symptom.8

     Another very serious 
overdose in compounded 
preparations is the misuse of            
topical anesthetics. 
     Compounding pharmacists, 
like all other pharmacists, are 
required to perform DURs 
and counsel patients. Patients 
are entitled to having the 
pharmacy staff collect their 
pertinent data and having the 
pharmacist review it prior 
to filling their prescription. 
Performing this task may 
make the difference in a hos-
pital visit or potentially the 
patient’s death.

CONCLUSION
     It is suggested for the pharmacy to review all APIs and excipi-
ents that are dispensed at the pharmacy and list all interactions or 
potential side effects in the review so that a proper DUR can be per-
formed. This customized reference can be reviewed by the pharma-
cist performing the DUR to eliminate or reduce preventable errors. 

REFERENCES
1. Study.com. Omnibus Budget Reconciliation Act of 1990. [Study.

com Website.] Available at: https://study.com/academy/lesson/
omnibus-budget-reconciliation-act-of-1990.html. Accessed 
October 4, 2023.

2. Academy of Managed Care Pharmacy. Drug utilization review. 
[AMCP Website.] July 18, 2019. Available at: www.amcp.org/
about/managed-care-pharmacy-101/concepts-managed-care-
pharmacy/drug-utilization-review. Accessed October 4, 2023.

3. ForwardHealth. Prospective Drug Utilization Review. Topic 
#21597. [Wisconsin.gov Website.] Available at: www.forward-
health.wi.gov/WIPortal/Subsystem/KW/Print.aspx?ia=1&p
=1&sa=48&s=4&c=341&nt=Prospective+Drug+Utilization+ 
Review&adv=Y. Accessed October 4, 2023.

4. ACHC. ACHC.org Accreditation Standards for PCAB Sterile 
and Non-sterile compounding, TCRX4-A and 4-A.01. [ACHC 
Website.] Available at: achc.org. Accessed October 4, 2023.

5. U.S. Food and Drug Administration. Trazodone hydrochloride 
[product information]. [FDA Website.] Available at: www.
accessdata.fda.gov/drugsatfda_docs/label/2015/071196s062lbl.
pdf. Accessed October 4, 2023.

6. Jain A, Iqbal OA. Alprostadil. StatPearls Publishing 
LLC. National Library of Medicine. National Center for 
Biotechnology Information. July 17, 2023. [NCBI Website.] 
Available at: www.ncbi.nlm.gov/books/NBK542217/. Accessed 
October 4, 2023.

7. Advocates for Therapeutic Immunology. The LDN [Low 
Dose Naltrexone] FAQ. [LDN Google Group Website.] 
Available at: http://lowdosenaltrexone.org/faq.html. 
Accessed October 4, 2023.

8. Khan W, Van Der Gugten G, Holmes DT. Thyrotoxicosis due to 
1000-fold error in compounded liothyronine: A case elucidated 
by mass spectrometry. Clin Mass Spectrom. 2018; 11: 8–11.

9. PEW Charitable Trusts Data Table. U.S. illnesses and deaths 
associated with compounded or repackaged medications: 2001-
2019. [PEW Website.] March 2020. Available at: 

 www.pewtrusts.org/en/research-and-analysis/data-
 visualizations/2020/us-illnesses-and-deaths-associated-with-

compounded-or-repackaged-medications-2001-19.
10. Woodcock J, Dohm J. Perspective: Toward Better-Quality 

Compounded Drugs — An Update from the FDA. N Engl J Med. 
2017; 377: 2509–2512.

Address correspondence to 
Kathleen Jackson, RPh, PhD, 
2836 County Road 962D, 
Alvin, TX 77511. E-mail: 
KathleenFJackson@gmail.com

https://study.com/academy/lesson/omnibus-budget-reconciliation-act-of-1990.html
www.amcp.org/about/managed-care-pharmacy-101/concepts-managed-care-pharmacy/drug-utilization-review
www.forwardhealth.wi.gov/WIPortal/Subsystem/KW/Print.aspx?ia=1&p=1&sa=48&s=4&c=341&nt=Prospective+Drug+Utilization+Review&adv=Y
http://www.accessdata.fda.gov/drugsatfda_docs/label/2015/071196s062lbl
https://www.accessdata.fda.gov/drugsatfda_docs/label/2015/071196s062lbl.pdf
http://www.ncbi.nlm.gov/books/NBK542217/
http://lowdosenaltrexone.org/faq.html
http://www.pewtrusts.org/en/research-and-analysis/data-visualizations/2020/us-illnesses-and-deaths-associated-with-compounded-or-repackaged-medications-2001-19
mailto:KathleenFJackson@gmail.com
https://www.achc.org

