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Worth Every Penny:
Managing Antimicrobial Stewardship in Everyday
Pharmacy Practice while Developing a Reputation as
A most Respected Member of the
Healthcare Delivery Team

Nancy L. Losben, PD, CCP FASCP, CG

Objectives

• Provide clinical interventions for appropriate antimicrobial use at
transitions of care, point of service, during and after treatment.

• Prioritize clinical interventions for high risk, high alert antimicrobials
in a busy work schedule.

• Create supportive and complete documentation of pharmacists’
clinical interventions based on standards of practice and regulatory
requirements for drug evaluation and utilization review.

• Describe a pharmacist’s clinical intervention services to customers,
colleagues, and practitioners as one of the greatest value in
healthcare

New Admission:
DOB: 3/19/1925 Female
Dx: heart failure; hyperlipidemia, hypertension, A-Fib, s/p- bowel obstruction, irritable bowel
syndrome; endocarditis, HAP

• Daptomycin 400 mg IV for MRSA endocarditis x 3 weeks
• Levofloxacin 750 mg PO daily for pneumonia
• Fluticasone/salmeterol oral inhaler 2 puffs BID
• Atenolol 50 mg PO BID Hypertension
• Aspirin EC 81 mg PO daily
• Vytorin 10/10 mg PO HS hyperlipidemia
• Norco 5-325 mg q 6 hours PO for pain
• Colace 100 mg PO daily for constipation
• Miralax 1 capful PO daily for constipation
• Omeprazole 20 mg PO daily for GI bleed
• Multivitamin with iron PO daily for anemia
• Furosemide 20 mg PO daily for edema
• Lactobacillus acidophilus/L. bulgaricus 2 capsules PO BID
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CDC Duties of the Pharmacist

Provide in-service presentations to educate staff on antimicrobial stewardship programs*

Request an indication for antibiotic use on all orders by physicians*

Review antibiotic prescriptions as part of the drug regimen review*

Communicate standards and guidelines regarding intravenous-to-oral therapies*, and duration of therapy
to all nursing staff as needed*

Establish laboratory testing protocols to monitor for adverse events and drug interactions related to use of
antibiotics and other high risk medications

Review microbiology culture results and provide feedback to prescribers*

Review yearly antibiogram with appropriate individuals

Facilitate meetings with relevant staff at least quarterly from your facilities and local hospital*

Report to the facility staff and Medical Director on Antibiotic Stewardship during the quarterly Continuous
Quality Improvement meetings*

Utilize Medical Record information on the use of antibiotics for the facility and report per prescriber at the
Continuous Quality Improvement meeting*

The New Interpretive Guidelines

F881 §483.80(a) Infection prevention and control program.
The facility must establish an infection prevention and control program
(IPCP) that must include, at a minimum, the following elements:
1. §483.80(a)(3) An antibiotic stewardship program that includes

antibiotic use protocols and a system to monitor antibiotic use.

INTENT
The intent of this regulation is to ensure that the facility:
• Develops and implements protocols to optimize the treatment of infections

by ensuring that residents who require an antibiotic, are prescribed the
appropriate antibiotic;

• Reduces the risk of adverse events, including the development of
antibiotic-resistant organisms, from unnecessary or inappropriate antibiotic
use; and

• Develops, promotes, and implements a facility-wide system to monitor the use of
antibiotics.

Antibiotic Stewardship

As part of their IPCP programs, facilities must develop an
antibiotic stewardship program that promotes the
appropriate use of antibiotics and includes a system of
monitoring to improve resident outcomes and reduce
antibiotic resistance. 64, 65, 66

This means that the antibiotic is
prescribed for the correct indication, dose, and duration
to appropriately treat the resident while also attempting
to reduce the development of antibiotic-resistant
organisms.
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Antimicrobial Associated Adverse Events

Nursing home residents are at risk for adverse outcomes
associated with the inappropriate use of antibiotics that may
include but are not limited to the following:
Increased adverse drug events and drug interactions (e.g.,
allergic rash, anaphylaxis or death);
• Serious diarrheal infections from C. difficile;
• Disruption of normal flora (e.g., this can result in

overgrowth of Candida such as oral thrush); and/or
• Colonization and/or infection with antibiotic-resistant

organisms such as MRSA, VRE, and multidrug-resistant
GNB.

Antibiotic Stewardship Program

As summarized by the CDC 63, the core elements for antibiotic stewardship in
nursing homes include:
• Facility leadership commitment to safe and appropriate antibiotic use;
• Appropriate facility staff accountable for promoting and overseeing antibiotic

stewardship;
• Accessing pharmacists and others with experience or training in antibiotic

stewardship;
• Implement policy(ies) or practice to improve antibiotic use;
• Track measures of antibiotic use in the facility (i.e., one process and one

outcome measure);
• Regular reporting on antibiotic use and resistance to relevant staff such as

prescribing clinicians and nursing staff; and
• Educate staff and residents about antibiotic stewardship

The Antibiotic Stewardship Program in
Relation to Pharmacy Services

The assessment, monitoring, and communication of
antibiotic use shall occur by a licensed pharmacist in
accordance with §483.45(c), F756, Drug Regimen
Review.
A pharmacist must perform a medication regimen
review (MRR) at least monthly, including review of
the medical record and identify any irregularities,
including unnecessary drugs.
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Specific Concerns That May Warrant
Further Investigation

If concerns have been identified, it may be necessary to conduct
record reviews of one (or more) residents receiving antibiotics to
identify whether the
• documented indication for the use of the antibiotic,
• dosage, and duration is appropriate.
• It may also be necessary to interview the appropriate person, (e.g.,

director of nursing, medical director, consulting pharmacist,
administrator, or infection preventionist) to verify how antibiotic use
is monitored in the facility.

• Furthermore, review records including evidence of actions taken by
the QAA committee related to antibiotic use and stewardship.

DEFICIENCY CATEGORIZATION

An Example of Severity Level 4 Non-Compliance: Immediate Jeopardy
to Resident Health or Safety includes but is not limited to:
• The facility failed to develop and implement an antibiotic use protocol which
included reporting results of laboratory data to the ordering practitioner.

• Medical record review indicated the prescribing practitioner had ordered a
culture and sensitivity for a resident and prescribed an antibiotic for
treatment of pneumonia prior to receipt of the results of the lab test. The
facility received the results of the lab test which indicated that the
bacteria was resistant to the antibiotic prescribed, however, they did not
provide this information to the practitioner.

• As a result, the antibiotic was not adjusted accordingly and the resident
was hospitalized for complications related to the pneumonia.

An Example of Severity Level 3

Non-Compliance: Actual Harm that is not Immediate Jeopardy includes but is
not limited to:
• The facility did not develop a protocol for antibiotic use, and did not develop or
implement a system to monitor antibiotic use.
• Based on record review, two residents were currently being treated with

antibiotics without an appropriate indication for use. The two residents had
indwelling urinary catheters and were asymptomatic for UTIs. There was no
established criteria for use in the facility for when to treat a catheter-associated
urinary tract infection.

• As a result of the antibiotic therapy, the two residents developed numerous
watery, foul-smelling stools, elevated temperature, nausea, and decreased
appetite. The medical record revealed that stool cultures identified positive
bacteria for antibiotic-related colitis (C. difficile).

• The two residents were treated for antibiotic-related colitis, but did not require

hospitalization and fully recovered.
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POTENTIAL TAGS FOR ADDITIONAL
INVESTIGATION

Two for the Price of One
Additionally, refer to §483.45(c), F756, for
concerns related to the failure of the
pharmacist to review and report any
unnecessary antibiotic irregularity and
§483.45(d), F757, for concerns related to
unnecessary antibiotic use.

Guidance for Surveyors

Incorporate monitoring of antibiotic use, including the frequency of
monitoring/review. Monitor/review when the resident is
• new to the facility;
• when a prior resident returns or
• is transferred from a hospital or other facility
• during each monthly medication regimen review when the resident

has been prescribed or is taking an antibiotic, or
• any antibiotic regimen review as requested by the QAA committee

1. Provide clinical interventions for
appropriate antimicrobial use at
transitions of care, point of service,
during and after treatment
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Provide clinical interventions for appropriate
antimicrobial use at transitions of care

• Admission Medication Screening for Antimicrobial Orders
• Patient Name, Date of Birth, Weight, SCr, Race/ethnicity
• Antimicrobial order

• Reason for use of the antimicrobial
• Start date, end date, total number of doses
• If infusion: strength/volume; infusion rate, lab orders, lab order schedule
• Time of last dose give, time next dose is due to ne administered

• Patient’s ability to swallow oral solid medications
• The rest of the orders
• Other diagnoses or co-morbidities
• IMPACT ACT

Provide clinical interventions for appropriate
antimicrobial use at point of service

• Dispensing and Compounding pharmacists

• Limited information available
• Last dose given
• Last lab values ( e.g. vancomycin trough)

• Standard clinical screening
• Drug-drug interactions
• Drug-Diagnosis contraindications
• Drug-allergy contraindications
• Dose out of range
• Electronic health records capabilities/limitations

• First dose available in emergency medication supply

• Slow response to pharmacists’ clarification of orders
• How quickly does your facility respond?

Provide clinical interventions for appropriate
antimicrobial use during treatment

• Medication Regimen Review
• Unnecessary drug

• Indication
• Duration of therapy
• Diagnosis
• Infection severity
• Efficacy
• Interactions
• Resident response to the antimicrobial
• Culture and sensitivity review

• Pharmaceutical Care Plan
• Adverse Event monitoring and reporting
• Avoidance of C.difficile
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Care Plan for Infusion Vancomycin

• Order: Vancomycin 1 gram IV/ 200 ml NSS over 90
minutes daily for 21 days for endocarditis

• Goal:________________________________
• Demographics Required:_________________
• Monitor for:

1. ______________________
2. ______________________
3. ______________________
4. ______________________

• Lab orders and results:__________________
• Hold Vancomycin for:____________________

Care Plan for Oral Levofloxacin

• Order: Levofloxacin 500 mg PO Daily x 5 days for acute
bacterial exacerbation of chronic bronchitis

• Goal:________________________________
• Demographics Required:_________________
• Monitor for:

1. ______________________
2. ______________________
3. ______________________
4. ______________________

• Lab orders and results:__________________
• Box Warning:

Levofloxacin dosing in Renal Impairment

Adults
• CrCl 50 mL/minute or more: No dosage adjustment needed.

• CrCl 20 to 49 mL/minute:
• For 750 mg doses, give 750 mg PO/IV every 48 hours;
• for 500 mg doses, 500 mg PO/IV once, then 250 mg PO/IV every 24 hours;
• for 250 mg doses, no dose adjustments necessary.

• CrCl 10 to 19 mL/minute:
• For 750 mg doses, give 750 mg PO/IV once then 500 mg PO/IV every 48

hours;
• for 500 mg doses, give 500 mg PO/IV once, then 250 mg PO/IV every 48

hours;
• for 250 mg doses, give 250 mg PO/IV every 48 hours except when treating

uncomplicated UTI, then no dosage adjustment necessary

Levaquin (levofloxacin)package insert. Titusville, NJ: Janssen Pharmaceutical, Inc.; 2017 Feb.
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Provide clinical interventions for appropriate
antimicrobial use after treatment

• Closed MRRs
• Latent or persistent ADRs
• Recurrence of infection/relapse
• Changes in orders based on culture and sensitivity
• Lingering effects of Drug-Drug Interactions
• Discharge planning
• Medication reconciliation
• Counseling via telecommunication

Discharge to Home with Antimicrobials

• Continued therapy after discharge
• Infusion to oral

• Latent adverse effects
• Counseling
• Bedside medication delivery
• Adherence
• Follow up contact after discharge

• By whom?

• State Operations Manual (SOM) regulatory guidance

2. Prioritize clinical interventions for high risk, high alert
antimicrobials in a busy work schedule.
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High Risk Antimicrobials

• All parenteral antimicrobials
• Aminoglycosides
• Vancomycin
• Drugs with 10 fold differences between the low and high

doses
• Orders that require a pharmaceutical calculation

• mg/kg
• Based on renal function
• Bedside reconstitution

26

Amiodarone and Quinolones

Carbamazepine and Macrolides

Clopidogrel and Omeprazole

Digoxin and Macrolides

Digoxin and Azole Antifungals

Tamoxifen and Antidepressants

Simvastatin and Amiodarone

Warfarin and Amiodarone

Warfarin and Azole Antifungals

Warfarin and Carbamazepine

Wafarin and Fibrates

Warfarin and NSAIDs

Warfarin and Statins

Warfain and Antibiotics

Warfarin and Thyroid Hormones

Sixteen Clinically
Significant Drug
Interactions*

http://www.azcert.org/medical-
pros/druginteractions.cfm*

27

Zyvox® IV (linezolid injection)

• Indications: MRSA, VRE, nosocomial pneumonia, complicated
skin and skin structure infections, CAP (S. pneumoniae only)

• Dose
• VRE and MRSA – 600mg Q12H x 14 – 18 days

• Dose adjustments: None
• Infusion rate: 30 – 120 minute

• Drug Interactions: MAO inhibitors, SSRI’s
• Monitoring: weekly CBC, platelets, appropriate conversion to oral

dosage form
• ADRs: Lactic acidosis with nausea, vomiting and low bicarbonate

level, peripheral and optic neuropathy, diarrhea, taste alteration,
myelosupression

• Stability: Store infusion bags at room temperature, avoid
freezing, protect from light, bags should be kept in over wrap until
ready for use
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Linezolid and Antidepressants

• “Serotonin Syndrome” is a potentially serious clinical
condition resulting from overstimulation of serotonin
receptors. It is commonly related to the use of multiple
serotonin-stimulating medications (e.g., SSRIs, SNRIs,
triptans, certain antibiotics). Symptoms may include
restlessness, hallucinations, confusion, loss of
coordination, fast heartbeat, rapid changes in blood
pressure, increased body temperature, overactive reflexes,
nausea, vomiting and diarrhea.

3. Create supportive and complete documentation of
pharmacists’ clinical interventions based on
standards of practice and regulatory requirements for
drug evaluation and utilization review.

Prioritize your MRR activities based
on the following data
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Antimicrobial Data Collection
Influencing your Approach to MRR

Wing A Wing B
(post acute)

Wing C Wing D Total

Total Infections 4 8 3 8 23

# antimicrobials ordered 4 10 3 8 28

# Facility acquired 3 4 3 8 18

# Multi Drug Resistant
Infections

0 3 (C.diff) 0 0 3

# Criteria for Antimicrobial Use
Met

4/4 3/4 0/3 4/8 11

# Cultured 2 2 0 0 4

# Culture Positive for Prescribed 1 1 0 0 2

# antimicrobials orders changed
based on culture

0 0 0 0 0

Number of High Risk or Infusion
antimicrobial orders

0 5 0 0 5

Month
7/2017

Total Patient
days=

3,600

Total
infections

6.4/
1,000

Patient days

Based on the data presented, would
you…?

• Write in your MRR that C.diff. may a result of antimicrobial therapy?

• Write in your MRR that facility-acquired infections are probably due
to lapses in infection control?

• Write in your MRR that the facility needs cultures for every infection?

• Comment on the ADRs to be monitored during antimicrobial therapy?

• Write a comment that an antimicrobial should be dosed on renal
function and recommend a change in dose?

• Write a comment that three of the eight infections on Wing D
constitute an outbreak?

Urgency

• Are there recommendations that you should assure are
acted upon at once?

• How does that work in your facility?
• How do you confirm that action was taken or rejected?
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Communicate standards and guidelines regarding intravenous-to-oral
therapies, and duration of therapy to all nursing staff as needed

Oral
alternative
available

Not indicated
for serious
infections

IV used for
less than 48

hours

Alternative
covers the
organism

Resident is
conscious

Resident can
swallow or has
feeding tube

Resident is not
scheduled for

surgery

Temperature
is normal 24-

48 hours

Resident is not
allergic

Resident does
not have a GI

bleed

WBC count is
improving

Vital signs are
normal

F 757 Antimicrobial Evaluation

• Continuation of a medication after the desired therapeutic
goal has been achieved without evaluating whether the
medication can offer any additional benefit, for example:

• Use of an antibiotic beyond the recommended clinical guidelines
or the facility policy without adequate reassessment of the
resident and determination of continuing need.

F755 Unavailable antimicrobial

• Delayed acquisition of a medication may impede timely
administration and adversely affect a resident’s condition. Factors
that may help determine timeliness and guide acquisition procedures
include:

• Availability of medications to enable continuity of care for an anticipated
admission or transfer of a resident from acute care or other institutional
settings;

• Condition of the resident including the severity or instability of his/her condition,
a significant change in condition, discomfort, risk factors, current signs and
symptoms, and the potential impact of any delay in acquiring the medications;

• Category of medication, such as antibiotics or analgesics
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CDC: Establish laboratory testing protocols to monitor for
adverse events and drug interactions related to use of
antibiotics and other high risk medications

• Culture and sensitivities
• Reporting as an urgent lab
• Orders changed per C&S results

• Renal Function; liver function
• Drug Levels
• WBC, CBC with differential
• Drug-Drug interaction: inhibitors, inducers
• Pharmaceutical care plans

Assessment Criteria for Use of an
Antimicrobial not Met

• Resident DF prescribed levofloxacin for exacerbation of
chronic bronchitis. No Loeb/McGeer/Sbar assessment
performed before initiating antimicrobial therapy.

Recommendation:
To assure antimicrobial therapy is indicated, please

use facility protocol for assessment of change in resident
condition and symptoms of infection are evaluated before
prescribing antimicrobials.

Cultured but order not changed

• C&S results received on 7/12/17, three days after
antimicrobial initiated. Results indicate an antibiotic with a
more narrow spectrum of activity was available but not
ordered

Recommendation:
• Regardless of days of therapy remaining, please change the

antibiotic order to the medication of choice to improve patient
outcomes and avoid antimicrobial resistance.
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Antimicrobial used without Monitoring

• Resident using infusion Vancomycin 1 gram IV every 24
hours x 21 days. Weekly vancomycin trough ordered but
no results are available. Target trough is 15.

Recommendation
• Please perform vancomycin trough level and make results

available before administering any additional doses of
vancomycin.

4. Describe a pharmacist’s clinical
intervention services to customers,
colleagues, and practitioners as one of the
greatest value in healthcare
of the greatest value in healthcare

CDC: Provide in-service presentations to
educate staff on antimicrobial stewardship
programs
Quantify
• Number and dates of different titles presented
• Number of separate presentations
• Total number of hours teaching
• Make up of audiences

• Nurses
• Physicians
• CNAs
• Dispensing pharmacists
• Residents
• Families
• Others

• Pre and post-test results as an indicator of positive learning
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Suggested Topics

• Infections in the Elderly
• The most common infections in your facility
• Treatment for the common infections in your facility
• Antimicrobial resistance
• Criteria for initiating an antimicrobial
• Identification and Standardized Communication of change in

resident condition
• C. Difficile and infection control
• Charting (documentation) of residents with infections
• Hand-off of residents with infections
• Antimicrobial treatment protocols
• Adverse Effects of commonly used antimicrobials in the facility

CDC: Request an indication for antibiotic use on all
orders by physicians

Date Range
Total #

antimicrobial
Orders reviewed

# of current
Antimicrobial orders

reviewed

# of recommendations
made

#/% recommendations
accepted

# of reasons for use
requested

# of orders with updated
reason for use

# of IV to PO dosage form
recommendations made

# of PO orders accepted

# of cultures reviewed with
recommendations

# of recommendations
accepted

Physician Scorecard
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CDC: Use Medical Record information on the use of
antibiotics and report per prescriber at the QQI meeting

# orders without
reason for use

# of orders
without resident

assessment

# of cases of
C. diff post
treatment

# of orders
exceeded

recommended
therapy days

Dr. Smyth

Dr. Pica

Dr. Lee

Dr. Joseph

Prescriber QA/PI
Scope of Care: Antimicrobial Use

Aspect of Care: Duration of Therapy

Goal: for facility-acquired, non-complex , non-serious infections without C&S, orders will not exceed 7 days of
therapy

Action Responsibility Date Monitoring

1. Medical director will develop a
list of infections that should
not exceed 7 days of therapy

Medical Director,
Staff practitioners

12/31/16 Number of listed infections
exceeding 7 days of therapy,
without approval

2. All antimicrobial orders
exceeding 7 days, must have
approval of Medical Director

Medical Director,
Staff practitioners

01/21/17 % of antimicrobial orders
exceeding 7 days without
approval

3. All antimicrobial orders
exceeding 7 days have
documented rationale

Prescriber 01/21/17 % of antimicrobial orders
exceeding 7 days without
rationale

4 Residents using antimicrobials
> 7 days will be evaluated for
ADEs

Nursing, Consultant
Pharmacist

01/28/17 # of residents requiring
treatment/intervention for
ADEs

Is it QA/PI or MRR?

It’s Both!
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Quality Assurance Performance Improvement

Data
Collection

Prioritization

Training

Benefits

Ongoing

Transformation of
Quality and Service

Self-test Questions

• What type of gastrointestinal infections is considered a serious
adverse effect of antimicrobials?

• Within what time frame should a consultant pharmacist report a
culture showing failure to cover a microbe?

• If a facility fails to perform an assessment of a resident before
initiation of antimicrobial therapy, should a consultant
pharmacist report it during MRR or QAPI?

• Which antibiotic has proven to cause serotonin syndrome when
used with certain antidepressants?

• How will you prioritize MRR for the review of antimicrobial use?
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2017 Medication Stewardship
and Safety Updates focusing on

Older Adults

Nicole J. Brandt, PharmD, MBA, BCGP, BCPP , FASCP

Professor, Geriatric Pharmacotherapy, Pharmacy Practice and Science
UMB School of Pharmacy

Executive Director, Peter Lamy Center Drug Therapy and Aging

Email: nbrandt@rx.umaryland.edu

Objectives

At the end of this presentation, the participant
should be able to:

1) List at least 3 medication classes that have safety
updates

2) Define tactics in your practice to improve
medication stewardship

3) Identify initiatives and resources that can
improve medication safety and stewardship in
older adults

Older Adults and Medication Related
Problems

 Medication nonadherence is associated with nearly $290 billion in
healthcare costs annually, and it is estimated that half of chronic
disease medications are not taken as prescribed.1

 Adverse drug events cost the system at least $1.6 billion annually.2

 The most common drug classes implicated in leading to ED visits
due to ADEs were: anticoagulants, antibiotics, diabetes agents, and
opioid analgesics. 3

1 Blue Cross Blue Shield of Rhode Island, Patient Centered Pharmacy Program, http://www.bcbs.com/
shop-for-health-insurance/medicare/BCBSRI_MA_RXPROGRAMv2.pdf.
2 US Department of Health and Human Services, Agency for Healthcare Research and Quality, “Reducing and Preventing Adverse Drug
Events to Decrease Hospital Costs,” http://archive.ahrq.gov/research/ ndings/factsheets/errors-safety/aderia/ade.html#4.
3 Shehab N, Lovegrove MC, Geller AI, Rose KO, Weidle NJ, Budnitz DS. US Emergency Department Visits for Outpatient Adverse Drug
Events, 2013-2014. JAMA. 2016;316(20):2115-2125. doi:10.1001/jama.2016.16201
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Systematic Review

• Adverse drug events

• Falls/Fall outcomes/Fall
risk factors

• Hospitalizations

• Mortality

• Declines in Function

• Declines in Cognition

• Polypharmacy
associated with:

Fried TR, et al., JAGS, 2014

Steinman MA et al., JGIM, 2014

Boyd C, et al. JAMA 2005

Treatment
regimen for a 79
year-old woman
with HTN, DM,
osteoporosis, OA,
and COPD
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Medication Problems in Patients with Multiple
Chronic Conditions

Not feasible

Lacking benefit

More than minimal
risk of harm

Not consistent with
goals of care

Non-adherence, failure to refill medication

Cost

Inappropriate medications

Polypharmacy

Medication regimen complexity

No indication

Excessively tight disease control

Side effect, serious adverse effect

Desired outcome not achieved

Preventive meds without large enough benefits
Adapted from Fried T et al. BMC Geriatrics 2016 16:67

Medication Stewardship Initiatives

• Antibiotic stewardship:
– https://www.cdc.gov/longtermcare/prevention/antibiotic-stewardship.html

• Antipsychotic Initiatives:
– National Partnership to Improve Dementia Care in Nursing Homes:

https://www.cms.gov/Medicare/Provider-Enrollment-and-
Certification/SurveyCertificationGenInfo/National-Partnership-to-Improve-
Dementia-Care-in-Nursing-Homes.html

• Opioids:
– OPIOID ABUSE IN THE U.S. AND HHS ACTIONS TO ADDRESS OPIOID-DRUG

RELATED OVERDOSES AND DEATHS: https://aspe.hhs.gov/opioid-abuse-us-
and-hhs-actions-address-opioid-drug-related-overdoses-and-deaths

– Agency for Healthcare Research and Quality:
https://www.ahrq.gov/professionals/systems/primary-care/opioids/index.html

• Medication Reconciliation:
– Beyond Medication Reconciliation: The Correct Medication List:

https://jamanetwork.com/journals/jama/fullarticle/2623106

• Deprescribing

8

9

It is an art of no little importance to
administer medicines properly: but, it is an
art of much greater and more difficult
acquisition to know when to suspend or
altogether to omit them.
Philippe Pinel
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Deprescribing Definition

• “the systematic process of identifying and
discontinuing drugs in instances in which
existing or potential harms outweigh existing
or potential benefits within the context of an
individual patient’s care goals, current level of
functioning, life expectancy, values, and
preferences.”

11

Patient Centered Deprescribing
Process

• Complete a comprehensive patient history

• Identify potentially inappropriate medications

• Determine whether medication can be ceased
and prioritization

• Plan and initiate medication withdrawal

• Monitoring, support, and documentation

12

Reeve, E., Shakib, S., Hendrix, I., Roberts, M. S. and Wiese, M. D. Review of
deprescribing processes and development of an evidence-based, patient-centred
deprescribing process. Br J Clin Pharmacol. 2014; 78: 738–747
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Proton Pump Inhibitors

13

Risks of Long-Term Proton Pump
Inhibitor (PPI) Use1,2

• PPIs are commonly used and provide superior efficacy
against GI disorders such as GERD and erosive
esophagitis compared to H2-blockers1.

• Long Term use of PPIs, especially in a more vulnerable
population like the elderly, increases the risk of:
– Nutritional deficiencies2 ,

• Possible affected minerals include magnesium, potassium, and iron
as well as Vitamin B12

– C Difficile3,
– dementia4,
– chronic kidney outcomes5

1. DeVault KR. Castell DO. Updated guidelines for the diagnosis and treatment of gastroesophageal reflux disease. Am J Gasteroenterol 2005;
100: 190-200

2. Heidekbaugh JJ. Proton pump inhibitors and risk of vitamin and mineral deficiency: evidence and clinical implications. Ther Adv Drug Saf.
2013 Jun; 4(3) 125-133.

3. FDA Drug Safety Communication: Clostridium difficile-associated diarrhea can be associated with stomach acid drugs known as proton pump
inhibitors (PPIs) accessed at: https://www.fda.gov/Drugs/DrugSafety/ucm290510.htm

4. JAMA Neurology study link Gomm et al., Association of Proton Pump Inhibitors with Risk of Dementia: A Pharamacoepidemiological Claims
Data Analysis, JAMA Neurology published online February 15, 2016

5. Xie et al. Long-term kidney outcomes among users of proton pump inhibitors without intervening acute
6. kidney injury.Kidney International (2017) accessed at: http://dx.doi.org/10.1016/
7. j.kint.2016.12.021

Xie Y, Bowe B, Li T, et al Risk of death among users of Proton
Pump Inhibitors: a longitudinal observational cohort study
of United States veterans BMJ Open 2017;7:e015735. doi:

10.1136/bmjopen-2016-015735

Access at:
http://bmjopen.bmj.com/content/7/6/e015735

15
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Benzodiazepines

18
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Clinical So WHAT… EMPOWER

• Eliminating Medications through Patient
Ownership of End Results (EMPOWER)

• Designed to evaluate the effectiveness of
personalized direct patient education on
benzodiazepine discontinuation or dose
reduction

19

JAMA Intern Med. 2014 Jun;174(6):890-8. doi: 10.1001/jamainternmed.2014.949.

EMPOWER Study

20

• Key Findings:
– 6 months: 27% of the intervention group had achieved

complete cessation & 11% dose reduction vs 5 & 6%
control

– 42% of the patients experienced adverse drug withdrawal
events

• “Choosing Wisely Campaign”

– Encourages patient-provider discussions about
unnecessary procedures and medication use

JAMA Intern Med. 2014 Jun;174(6):890-8. doi: 10.1001/jamainternmed.2014.949.

Key Points

 Slowly taper benzos over several months

 Prepare your patient to deal with withdrawal symptoms

“I feel a lot better since I ran out of those pills
you gave me”
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Reducing by
25% every 2
weeks is too

fast

22

Tactics to Help with BZDs

• Patient Engagement/Practice Tools:

– http://www.neneccg.nhs.uk/resources/uploads/fil
es/benzodiazepine_protocol.pdf

– http://www.open-pharmacy-
research.ca/evidence-based-deprescribing-
algorithm-for-benzodiazepines/

23

Handling withdrawal symptoms

24

• Common withdrawal symptoms include:
– Sleeplessness, anxiety/irritability, nightmares, depression, depersonalisation,

hallucinations, irritable bowel symptoms, muscle tension

– Worse in the last ¾ of the taper

• Should the patient be “updosed” during withdrawal?
– NO. This will only exacerbate withdrawal symptoms.

– Be firm. Be tough. ‘I know you can do it’

– If patients hit a "sticky patch" during the course of withdrawal, staying on the
same dose for a longer period (not more than a few weeks) before resuming
the withdrawal schedule allows them to overcome this obstacle. This is the
“grit your teeth” and carry on approach.

• The use of SSRIs for anxiety, unmasking depression?

The Ashton Manual: http://www.benzo.org.uk/manual/bzcha03.htm
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Sedative-hypnotics:
Is there always a right or wrong?

25

Resources and tools that can help

26

27
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28

National & International Resources

• US:
– https://www.fda.gov/Drugs/DrugSafety/SafeUseInitiat

ive/default.htm

• Canadian:
– Deprescribing.org:

• Ontario Ministry of Health and Long-Term Care funded
evidence based deprescribing guidelines & “priority drug
classes”

– benzodiazepines, atypical antipsychotics, statins, tricyclic
antidepressants, and proton pump inhibitors.

– Canadian Deprescribing Network (CaDeN)

29

Farrell B, Tsang C, Raman-Wilms L, Irving H, Conklin J, Pottie K. What Are Priorities for Deprescribing for Elderly
Patients? Capturing the Voice of Practitioners: A Modified Delphi Process. PLoS ONE. 2015; 10(4):.

QUESTIONS?

30
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The 4-D Dilemma of
Drug Diversion:

Determination, Debacle,
Decision, and Direction

ASCP Maryland Chapter

24th Annual Meeting

August 6, 2017

David H. Jones, RPh, FASCP

dhjRxConsulting, LLC

Objectives

Define drug diversion and discuss its
impact

Cite examples of drug diversion in various
practice settings

Utilize a variety of means to help prevent
drug diversion

Implement effective resources for
appropriate drug disposal

MDASCP Diversion - August 2017 2

QUIZ-1: Drug Diversion Is

1. An epidemic

2. An assault on public safety

3. A war on legitimate prescription needs

4. A threat at all levels of healthcare

5. Not limited to opioids

6. All the above

MDASCP Diversion - August 2017 3
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QUIZ-2

The “Trinity” of drug diversion risk is:

A. Oxycodone IR, oxycodone-SR, and
carisoprodol

B. Methadone, suboxone, and alprazolam

C. An opioid, benzodiazepine, and muscle
relaxant

D. Three opioid prescriptions filled at
different pharmacies

MDASCP Diversion - August 2017 4

QUIZ-3

A “Red Flag” is one means to identify
possible risk for fraudulent prescriptions.

A. True

B. False

C. Not sure

MDASCP Diversion - August 2017 5

QUIZ-4

List at least three ways to appropriately
dispose of medications when no longer
needed.

A. Complete the Rx so that none is left

B. Take Back Initiatives

C. Repository Pharmacy sites

D. Secure Drop Boxes

MDASCP Diversion - August 2017 6
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Diversion:
When A Good Drug Goes Bad

MDASCP Diversion - August 2017 7

Definition

“Drug diversion can be defined as the
diverting of legal drugs for illicit purposes.

It involves the diversion of drugs from legal
and medically necessary uses toward uses
that are illegal and typically not medically
authorized or necessary.”

Adapted from CMS statement, 2012

MDASCP Diversion - August 2017 8

Diversion: A Legal Point

“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
medical practice.” (21CFR 1306.04(a))

Adapted from United States vs. Moore 423 US 122 (1975)

MDASCP Diversion - August 2017 9
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Diversion

From legitimate use to personal need

From legitimate use to allow illegal
distribution

Robbery

Theft

Burglary

Creative accountability

Employee pilferage

MDASCP Diversion - August 2017 10

Just One Risk Factor

2010: Nearly 39,000 unintentional drug
overdose deaths in USA

– About 4 every hour

Over 22,000 were due to Legend Drugs

Almost 17,000 due to opioid overdose

Prescription drug abse was and remains
the fastest growing drug problem in the
country

CDC Drug Overdose Deaths in the United States, October 2010

MDASCP Diversion - August 2017 11

Impact

In 2006, Drug Diversion was estimated as a
$25,000,000,000 industry in the United
States

US Pharmacist, 2006

MDASCP Diversion - August 2017 12



7/27/2017

5

Men and Women are Different!

About 48,000 women died of prescription
analgesic overdose, 1999 to 2010

Sech death have increased more ha 400%
for women since 1999, compared to 265%
for men

Fr each of these deaths, 30 additional
women treated in the ED for abuse or
misuse

CDC Vital Signs 2013

MDASCP Diversion - August 2017 13

It Is a Real Problem

More Americans die from prescription drug
abuse than:

Cocaine

Hallucinogens

Methamphetamine and

Heroin

COMBINED
US DEA Administration/ Operations/ Office of Diversion Control 2016

MDASCP Diversion - August 2017 14

So Where Does It All Start?



7/27/2017

6

MDASCP Diversion - August 2017 16

Diversion – Acute Care

Too Many Access Points?

Possibilities

Adulteration of contents of vials

Diversion in transit – pharmacy to floor

Pharmacist-Nurse collaboration to divert

Inventory manipulation

Failure to properly dispose

MDASCP Diversion - August 2017 18



7/27/2017

7

Diversion Long Term Care

Here, There, or In-between

Examples

Inventory manipulation

Just plan theft

Diversion in transit

– Hijacked van

LOA meds

– Pain not controlled at home

MDASCP Diversion - August 2017 20

Diversion - Community
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Source of Most Frequent Diversion

“Friends and Family Discount” per DEA

Medicine Cabinet Sampling

Johns Hopkins study indicate up to 70% of
first drug diversion starts at home

Maryland Legislature considered bills to
mandate locked vials for opioids

– Withdrawn

Theft from Pharmacies

– DEA cited Maryland as 3rd worst in USA
MDASCP Diversion - August 2017 22

Some Experience

MDASCP Diversion - August 2017 23

Pharmacists
Diversion for own use

Fraudulent prescriptions for personal needs

Fraudulent prescriptions for non-legitimate
patient need

Allowing diversion for street resale

Failure to check on prescriptions from pill-mill
prescriber

MDASCP Diversion - August 2017 24
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Pharmacy Technicians

Technician modified electronic “pill count”
for hydrocodone 10mg/ APAP 650 mg &
hydrocodone 5 mg/ 325 mg

– 1074 “lost” doses

Obtained fake prescriptions to allow for
own use

Falsified orders for CDS, checked them in,
and diverted for street sale

MDASCP Diversion - August 2017 25

One Pharmacy

Fraudulent Prescriptions over 18 months

– From what was identified a a fake pain
management center

C-II through C-IV

– 30,000 units of oxycodone in various doses
and dosage forms

– 24,000 dose of methadone

– 20,000 doses of alprazolam

No rel system to check on legitimacy of Rx

MDASCP Diversion - August 2017 26

A Pharmacy: Problems with
Geographical Area of Patients
Maryland

Virginia

West Virginia

Pennsylvania

Ohio

Kentucky

Tennessee

North Carolina

South Carolina

Georgia

Florida

Alabama

MDASCP Diversion - August 2017 27
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We Must Act Early or Lose It

© Georgia Dunn 2016 28

Coordinated Effort

Education

Prescription Drug Monitoring Programs

Safe and Effective Drug Disposal
Programs

Enforcement

MDASCP Diversion - August 2017 29

What to Do?
Awareness of risk is an excellent defense
against occurrence or recurrence.

– Individual practitioner

– System-related

– Surprise!

The best defense is an aggressive offense

– Act before you have to react

– If it happened before, it can happen again

QA/QI Plan must address

MDASCP Diversion - August 2017 30
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It Is A Delicate Balance

Benefits:

– Meeting legitimate, defined patient needs
such as chronic or acute pain control

– Provide needed access to medications

Risks:

– Diversion, addiction, overdose

– Legal and licensure action

MDASCP Diversion - August 2017 31

The Ultimate Check

Pharmacists!

“Responsibility for the proper prescribing
and dispensing of controlled substances is
upon the practitioner, but a corresponding
responsibility lies with the pharmacist who
fills the prescription.” (21CFR 1306.04(a))

MDASCP Diversion - August 2017 32

What About Red Flags?

A Pharmacy Inspector
Makes a
Recommendation

MDASCP Diversion - August 2017 33
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QUIZ-3

A “Red Flag” is one means to identify
possible risk for fraudulent prescriptions.

A. True

B. False

C. Not sure

MDASCP Diversion - August 2017 34

Red Flag Warnings
Cash Payments

– No Insurance

– Out of Network

Pattern prescribing

– Too many prescriptions for the same drugs, same
quantities, from the same prescriber or practice;

Prescribing combinations of frequently abused
controlled substances

– Pre-printed prescription;

Scattered geography of patients;

Shared addresses of patients on the same day;

MDASCP Diversion - August 2017 35

Red Flags II
Overall volume of CDS Rx

– Pattern out of the ordinary;

Quantity and strength of drugs prescribed;

– High dose; large quantity

Patients with the same diagnosis code from the
same prescriber or practice;

Prescriptions written by prescribers not
consistent with area of specialty

– Dermatologist as Director of Pain Management

– OB/GYN writing prescriptions for men for BP, anxiety,
etc.;

MDASCP Diversion - August 2017 36
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Red Flags - III

Patient insisting on one specific brand; e.g.,
OxyContin®

– The generic just does not work;

– I really need the OA not the OP version;

– The only one that works is what I used to get; and

– I’d rather pay cash because insurance will not cover.

– Red Flag Information Based on DEA Final Orders, 2013

MDASCP Diversion - August 2017 37

Red Flags - IV

Multi-dose vials

“You shorted me” on my CDS

Substitution of non-CDS for CDS before
patient gets it

A little for me and a little for you

Failed or non-documented destruction

Chance of shift accountability

MDASCP Diversion - August 2017 38

QUIZ-2

The “Trinity” of drug diversion risk is:

A. Oxycodone IR, oxycodone-SR, and
carisoprodol

B. Methadone, suboxone, and alprazolam

C. An opioid, benzodiazepine, and muscle
relaxant

D. Three opioid prescriptions filled at
different pharmacies

MDASCP Diversion - August 2017 39
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The (Un)Holy Trinity

Too often there are combination
prescriptions for:

An opioid

A benzodiazepine

A muscle relaxant

MDASCP Diversion - August 2017 40

Always

Know the patient or family member

Contact the prescriber directly

Obtain history and validating diagnosis

Document all contacts

Follow up fully on any incomplete
information or calls

Report, report!

If in doubt, do not dispense

MDASCP Diversion - August 2017 41

Monitoring and Reporting

Prescription Drug Monitoring Program
(PDMP)

– Identification and prevention of controlled
drug abuse

– “Please Don’t Mess With My Prescription”

Chesapeake Regional Information System
for our Patients

– CRISP

– Provider access to PDMP in Maryland

MDASCP Diversion - August 2017 42
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Secure and Responsible
Drug Disposal Act of 2010

Effective September 2014

Provides for secure, controlled disposal of
CDS drugs at pharmacy sites

Component of Prescription Drug
Repository Program in Maryland

– COMAR 10.34.33.01, et seq.

“Ultimate User” disposal only

MDASCP Diversion - August 2017 43

Let’s Lose Those Drugs

Finish the Prescription

National Take Back Initiatives

– DEA figures September 2010: 121 tons

– DEA figures for April, 2013: 371 tons

Pharmacies as Repositories

– Listed on Board of Pharmacy website

Police and Fire Secure Boxes

– See www.RxDrugDropBox.org

MDASCP Diversion - August 2017 44

Enforcement

“What ya gonna do when they come for
you?”

DEA

Board of Pharmacy

Law Enforcement

MDASCP Diversion - August 2017 45
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QUIZ-4

List at least three ways to appropriately
dispose of medications when no longer
needed.

A. Complete the Rx so that none is left

B. Take Back Initiatives

C. Repository Pharmacy sites

D. Secure Drop Boxes

MDASCP Diversion - August 2017 46

DEA Enforcement

Administrative

– Immediate Suspension Order

– Memorandum of Agreement

– Order to Show Cause

Civil

– Monetary fines

Criminal

– Arrest

– Forfeiture of assets

MDASCP Diversion - August 2017 47

Board of Pharmacy Enforcement

Inspectors

Surveyors

Public complaints

Non-public action

Public action

Case Resolution Conference

MDASCP Diversion - August 2017 48
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Board of Pharmacy Public Action

Summary Suspension

Suspension

Revocation

Fine

Probation

Show Cause Hearing

Full Evidentiary Hearing

MDASCP Diversion - August 2017 49

Law Enforcement

Local

State

Federal

MDASCP Diversion - August 2017 50

Networking for Solutions

© Georgia Dunn BCN 2016 51
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Resources

www.deadrugdiversion.usdoj.gov

Quarles and Brady, LLC: Evidence of Red
Flags of Drug Diversion

– Cited at DEA Drug Diversion Conference,
September 2016, Baltimore

Program Integrity: Drug Diversion Toolkit

– www.cms.gov/ Provider-Education/Toolkits

National Association of Drug Diversion
Investigators, www.naddi.org

MDASCP Diversion - August 2017 52

MDASCP Diversion - August 2017

Thank you!

"Idiopathic from the Latin
meaning we are idiots
because be can’t figure out
the cause."

Gregory House; House, MD

Are there any
questions?

53
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