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Outside Influences on Today’s Pharmacist



Objectives

Current state of the profession

Understand the pharmacist’s role according 

to OBRA

Discuss outside influences that may impact 

today’s pharmacist and ultimately patient 

safety

 Identify risk strategies to minimize 

potential risk to patients



Pharmacist then…..





https://www.justice.gov/opa/pr/federal-criminal-charges-filed-against-two-

pharmacists-adulteration-drugs-connection-alabama



Stark Reality

Pharmacists can go to prison.

A technician used 23.4 percent sodium 

chloride when preparing chemo for a 2 

year old.

The pharmacist did not catch the error.

The patient died.

The pharmacist was charged with 

involuntary manslaughter.

Journal of Pharmacy Practice and Community Medicine.2017, 3(4):207-214 • 

http://dx.doi.org/10.5530/jppcm.2017.4.61 



Stark Reality



Stark Reality





Coverys Claims Data, Closed Claims 2014-2018



Journal of Pharmacy Practice and Community Medicine.2017, 3(4):207-214 • 

http://dx.doi.org/10.5530/jppcm.2017.4.61

Malpractice Trends

National Data Bank Review

Period of 2006-2015

646 malpractice payments 

2015 represented the fifth consecutive year of 

increase 

The study concluded that although the pharmacy 

profession implements multiple processes to 

protect patients from medication errors the 

number of malpractice payments against them 

continues to rise. 



Reason J. Human error: models and management. BMJ. 2000; 320(7237): 768–770. 

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC1117770/

Dispensing

Ordering

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC1117770/


Current State of the Profession 

Current pharmacy programs only offer a 

Doctor of Pharmacy (Pharm.D.)

Licensed

 In very high demand 

Employment is projected to grow 6 percent 

from 2016 to 2026. 

 Increased demand for prescription 

medications will lead to more demand for 

pharmaceutical services.

https://www.bls.gov/ooh/healthcare/pharmacists.htm



Current State of the Profession



OBRA 1990

Review drug profile 

Discussions of matters “significant in the 

professional judgment of the pharmacist”

Screen for:

Over/under utilization

Therapeutic duplication

Drug-disease contraindications

Drug-drug interactions

 Incorrect drug dosage

 Incorrect duration of treatment

Drug-allergy interactions

Clinical abuse/misuse of medication



OBRA 1990

Ensuing patient discussion must address:

Name, 

Use,

Route, 

Dose,

Side effects, 

Proper drug storage, 

 Issues revealed during the drug review.

https://www.pharmacytimes.com/publications/issue/2006/2006-12/2006-12-6154



Pharmacist today…..
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Drug Shortages

Current Risks



Quality problems identified during the 

manufacturing process.

Industry consolidation

Product discontinuation

Lack of raw materials

Regulatory restrictions

Natural disasters 

Demand outpaces supply

Over-reactivity

Drug Shortages-Reasons Why

Current Risks

ASHP Drug Shortages Roundtable Report. Minimizing Impact on Patient Care. 2017. ASHP:

Bethesda, MD. https://www.ashp.org/drug-shortages/shortage-resources/roundtable-report



If a sole source manufacturer, no 

alternatives exist

Struggle to obtain a supply

Compound the drug

Recommend an alternative therapy

FDA requires advance notification “of any 

change in production that is reasonably 

likely to lead to a reduction in supply.”

Drug Shortages

Current Risks

ASHP Drug Shortages Roundtable Report. Minimizing Impact on Patient Care. 2017. ASHP:

Bethesda, MD. https://www.ashp.org/drug-shortages/shortage-resources/roundtable-report



ISMP-2017 drug shortage survey:

55% reported a shortage of 21 or more drugs within 

the previous 6 months

27% reported weekly shortages

66% reported daily shortages 

Becker’s Hospital Review 2018:

 Increased 27%

186 new shortages

55% injectables

Drug Shortages

Current Risks

https://academic.oup.com/ajhp/article/75/11/816/5102302



 Patient Safety Authority: Drug Shortages: 

Shortchanging Quality and Safe Patient Care

 448 medication error event reports (July 2004-June 

2018

71% reached the patient

Involved 173 drugs (57 drug classes)

Most commonly reported-analgesics, 

antibiotics, electrolytes and antidotes

Evenly distributed among prescribing, 

dispensing and administering

Drug Shortages: Reports of Patient Harm

Current Risks

http://patientsafety.pa.gov/ADVISORIES/Pages/201903_DrugShortages.aspx



 Alternative products require smart pumps changes

 EHR must be changed 

 Hoarding/rationing supplies

 Redeploying medications needed for emergency 

resuscitation carts

 Reusing vials

 Extending hang times for IV’s

 Transitioning infusion devices to IV push medications 

 Internal compounding

 Use of compounding outsourcing facilities

Risks related to drug shortage solutions:

Current Risks



The creation of a pharmaceutical preparation 
or drug, by a licensed Pharmacist to meet the 
unique needs of an individual. 

USP defines as preparation, mixing, 
assembling, altering, packing and labeling a 
drug, drug delivery system or device with a  
licensed prescription or medication order.  

Personalized medication is one of the latest 
trends of the healthcare sector, contributing 
towards the growth of compounding market.

Pharmaceutical Compounding Facts 

Current Risks

APhA website. Frequently Asked Questions About Pharmaceutical Compounding.

https://www.pharmacist.com/frequently-asked-questions-about-pharmaceutical-compounding



Rapidly growing elderly population 

susceptible to numerous ingredients has led 

to the development of medications derived 

from alternate formulations.

 In response to allergies (dyes, stabilizers, 

original ingredients)

Drug shortages subsequently enabled the 

requirement to replicate commercial and 

legally approved drugs.

Compounding

Current Risks

https://www.fractovia.org/news/industry-research-report/compounding-pharmacies-

market?utm_source=LinkedIn&utm_medium=Vikram-18-7



Can’t produce in response to drug shortage 
until there is already a reported shortage.

Manufacturing takes 5 weeks.

Uncertainty for hospitals attempting to select 
a compounding facility (quality)

 Increased time to research

Many outsourcing facilities have been issued 
an FDA form 483, a citation, posted online. No 
information available whether the facility has 
fixed the findings in the form. 

Risks related to Compounding Outsourcing Facilities

Current Risks



Time required by pharmacists to be in 

compliance

Time required by surveyors to respond to 

increasing need

 Three possible regulators:  

1. Regulated under Section 503B of the Food, Drug 

and Cosmetics Act – integrity GMP (Good 

Manufacturing Principles)  

2. State Boards of Pharmacy if Pharmacist or 

Physician involved 

3. DEA Drug Enforcement Agency

Compounding Outsourcing Regulations

Current Risks







 Taken by a relatively small share of the population 

who have complex medical conditions

 Complex to manufacture

 Require special handling and administration

 Injectable or oral, self-administered or administered 

by a health care provider

 Costly

 Difficult for patients to take without ongoing clinical 

support

 Limited distribution networks

Specialty drug characteristics

Current Risks

http://www.unitedhealthgroup.com/~/media/UHG/PDF/2014/UNH-The-Growth-Of-Specialty-

Pharmacy.ashx



 “White bagging” – distribution of 

patient–specific medication from a 

pharmacy (usually a specialty pharmacy) 

to a physician's office, hospital or clinic.  

Often used for oncology drugs, a costly 

injectable or infusible, may only be 

available in specialty pharmacy. 

 “Brown bagging” – dispensing a 

medication (usually specialty pharmacy) 

directly to a patient and the patient 

transports medications to physician’s 

office, clinic or hospital for 

administration.

White Bagging/Brown Bagging

Current Risks



 Prevalence – Estimated that 28-31% of 

infusible oncology meds administered by 

providers are dispensed or delivered via 

Brown or White bag.

Requires special handling

Can pose safety, operational and unexpected 

financial burdens. 

Often toxic and require special handling and 

disposal.

A previously dispensed drug can not be used 

on another patient.

White Bagging/Brown Bagging Facts

Current Risks



 Responsibility for determining the authenticity and 

integrity of the drug in brown bag

 Responsibility for any delay due to poor coordination 

of care

 Considering if the prescribed medication is in the EHR 

system to ensure it will provide alerts for therapeutic 

duplication, allergies, drug: drug interactions etc. 

 Requires different workflows

White Bagging/Brown Bagging Risks 

Current Risks

April 2018 National Association of Boards of Pharmacy 

recommends regulation.  



Current Risks



 Every day more than 115 people in the U.S. die after an 

opioid overdose.

 Healthcare providers are not immune to this crisis.  

UMHS paid $4.3 million as part of a settlement resolving 

allegations it violated provisions of the Controlled 

Substances Act.

Opioid Overdose Crisis. National Institute on Drug Abuse Advancing Addiction Science Website. Revised March 

2018. https://www.drugabuse.gov/drugs-abuse/opioids/opioid-overdose-crisis

Counts J. Drug thefts at U-M hospital: A nurse’s death, a doctor’s overdose and 16,000 missing pills. Ann Arbor 

News. Updated Nov 3, 2017. https://www.mlive.com/news/ann-arbor/index.ssf/2014/10/drug_thefts_at_u-

m_hospital_a.html

Opioid Crisis

Current Risks



 Regulatory requirement-prescription monitoring and 

reporting

 High rate of fraudulent prescriptions

 Tracking of high use reports

Opioid Crisis Risks

Current Risks



 Reporting requirements

 Waste requirements

 Escalating drug costs/budgetary considerations

 USP Chapter 800-2019-handling hazardous materials 

from receipt to disposal 

Administrative Responsibilities

Current Risks
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 Picture with all risks added to the first slide
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 Swiss cheese reminder

 Environmental Safety Rounds

 ISMP Risk Assessment

 New pharmacy programs: Consider resources

 ASHP describes the foundation of a successful medication safety 

program to be a dedicated willing pharmacist leader committed 

to advancing medication safety.

 Safety committees

 Safety huddles

 Process development and RCA’s

https://www.ashp.org/news/2015/04/29/pharmacists_say_safety_huddles_aid_problem_ solving

Organizations with a Pharmacy Department

Risk Mitigation Strategies



 Systems awareness

 Participate in development of EHR information 

management strategies

 Interoperability

 Check/Double check systems, build in redundancies

 Security

 Safety culture for near miss reporting where employees 

are comfortable to speak up

 Investigate medication error near misses and events 

utilizing root cause and other analysis processes.

Organizations with a Pharmacy Department

Risk Mitigation Strategies



 Minimizing risk is a shared responsibility

 Effective communication needed for verification of 

critical clinical patient information to confirm 

medication appropriateness

 Use a proven communication method such as check 

back to verify and validate exchanged information

 ISMP supports providing feedback to prescribers when 

quality and/or safety issues are identified in electronic 

prescriptions…be open to feedback!

AHRQ TeamSTEPPS Fundamental Instructor Course. Module 3. Communication. AHRQ website. 

https://www.ahrq.gov/teamstepps/instructor/fundamentals/module3/igcommunication.html#checbackis

Institute for Safe Medication Practices. Medication Safety Self Assessment for Community/Ambulatory 

Pharmacy. January 23, 2017. https://www.ismp.org/assessments/community-ambulatory-pharmacy

Pharmacist/Provider Relationship

Risk Mitigation Strategies 



 CDC empowers community pharmacists and 

collaborating prescribers to initiate Collaborative 

Practice Agreements  

 More formal than cooperation toward achieving a 

common goal

 Implement community pharmacists as part of the care 

team

 Benefit in improving patient outcomes, specifically 

in chronic care

 Varies from state to state based on scope of practice 

and laws

https://www.cdc.gov/dhdsp/pubs/docs/CPA-Team-Based-Care.pdf

Pharmacist/Provider Relationship

Risk Mitigation Strategies



 Identify shortages early on/conservation. 

 Use of processes such as FMEA when alternative 
therapies are introduced

 Increase compounding efficiency.

 Avoid wasting leftover medications and/or hoarding.

 Facility policy-patient triage/transparency

 Consider assigning responsibility for handling drug 
shortages to a specific pharmacist(s) including 
notification and education to providers and nurses.

 Consider creating a drug shortage task force including IT 
and pharmaceutical purchasing representatives.  

 Collect data on near miss or reported incidences.

 Vigilance

Ramos Hedwer L. Taking action against drug shortages. HFMA Leadership + Website. July 28, 2016. 

http://www.hfma.org/Leadership/Archives/2016/Summer/Taking_Action_Against_ Drug Shortages/

Drug Shortages:  The New Norm

Risk Mitigation Strategies



 Importance of contracts and contract review policy

 Ensure quality and patient safety language are 

embedded to ensure a high quality product. 

 Assessment to determine:

 How goods are to be delivered

 Specify if substitution is allowed and if so, require 

advance approval for the substitution

 Performance measures needed for TJC compliance 

and have their cooperation with documents needed 

for a CMS survey

 BAA

 Confidentiality Agreement

 Termination provisions 

Compounding Pharmacy/Facility

Risk Mitigation Strategies



 Very risky process (double check systems)

 Importance of knowing the regulatory requirements 

(also state, CMS and Joint Commission)

 USP 795-Nonsterile compounding

 USP 797-Sterile compounding

 USP 800-adds additional requirements for sterile and 

non-sterile compounding of hazardous drugs (for 

protection of the worker)  

Internal Compounding 

Risk Mitigation Strategies



 Develop a policy for medications not being dispensed 

by internal pharmacy. 

 Focus on ensuring the integrity of the 

drug/transportation issues.

 When introducing differently packaged and labeled 

medications into the organization, ensure there is 

adequate communication (including pictures) to 

inform of the difference.

 Implement barcoding technology prior to introducing 

the new product into the organization. 

 Ensure that patient counseling and comprehensive 

medication reviews are documented.

Specialty Pharmacy

Risk Mitigation Strategies



 Explore use of opioid risk assessment tool.

 Create communication systems to ensure all 

pharmacists are kept abreast of regulatory guidance 

regarding the prescribing, dispensing, and 

administration of opioids.

 For pharmacists working in a hospital system, develop a 

high-use report with accompanying review processes to 

identify those employees who may be diverting.

 Ensure immediate availability of reversal agents.

 Make opioid management a priority and consider an 

Opioid Stewardship program.

https://www.beckershospitalreview.com/pharmacy/10-issues-facing-hospital-health-system-

pharmacy-in-2019.html

Opioid Crisis

Risk Mitigation Strategies



 Help patients understand instructions for taking their 

medications. 

 Be watchful for prescription falsifications or 

alterations. 

 Serve as the first line of defense in recognizing 

problematic patterns in prescription drug use.

 Use Prescription Drug Monitoring Programs to help track 

opioid-prescribing patterns in patients.

 Implement a hard stop if prescription is 

contraindicated or lacks important information.  

 Develop a hotline to alert other pharmacies in the 

region when they detect a fraudulent prescription. 

https://www.drugabuse.gov/publications/research-reports/misuse-prescription-drugs/how-can-

prescription-drug-misuse-be-prevented

Opioid Crisis

Risk Mitigation Strategies



Claims Story

 Infant born at 34 weeks

 TPN was delivered to the floor

 New order to add heparin, so the bag was returned 

to the pharmacy so it could be added. 

 Overnight, the nurse noted an increase in 

respiratory rate

 The infant experienced a 20 second period of apnea

 Labs were drawn and accucheck found to be 13, an 

immediate recheck was 11. 

 The MD was paged, two D10W boluses given stat 



Claims Story

 Blood glucose 15 minutes later was 14, two more 

boluses given and blood glucose increased to 36.

 TPN was discontinued and sent to lab for analysis as 

the physician was concerned dextrose was not 

added to the TPN despite the label indicating it 

was.

 During the next three hours, BS remained low and 

erratic ranging from 12 to 33. 

 The infant received a total of four more D10W 

boluses and two infusions of dextrose via scalp and 

peripheral IV to total 19 mg/kg/min. The blood 

sugar finally began to stabilize at 82. 



Investigation

 Analysis of the TPN confirmed the 

presence of insulin.

 The label indicated heparin and not 

insulin was added.  

 Insulin was inadvertently added to the 

TPN bag when the bag was sent back to 

the pharmacy for the addition of Heparin. 

 The insulin and heparin were on the IV 

tray together within the IV room as both 

were kept open as multi-dose vials.



Investigation

 Both vials were similar in size with blue, black and 

white labeling. Each of the two vials contains 10 ml 

of solution at 100 unit per ml concentration. 

 The pharmacist mistook the insulin for heparin, 

there was no requirement for double checking the 

dose with another provider.  



Lessons Learned

 Similar looking medications being stored next to 

each other on shelving increases the potential for 

error. 

 Multi-dose vials being opened and stored on IV tray 

may lead to errors. 

 TPN once mixed should be utilized or discarded, it 

is not typical to send solution back to pharmacy for 

further additives. 



Call to Action

 Commit to a charge…agree to walk out of here with 

considering pharmacist risks…

 What other risks are you seeing?

 Explore what might be distracting the Pharmacists 

you work with. 



Guides and Tools for Next Steps

 Advancing Team-Based Care Through 

Collaborative Practice Agreements: 

https://www.cdc.gov/dhdsp/pubs/docs/CPA-Team-Based-

Care.pdf

 ECRI: Medication Safety Self-Assessment 

Questionnaire

https://www.ecri.org/components/HRC/Pages/SAQ31.aspx

 Medication Safety Assessment for Hospitals

ISMP Risk Assessment tool 
https://www.ismp.org/assessments/hospitals



Guides and Tools for Next Steps

 FDA Compounding Risk Alerts

https://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/

PharmacyCompounding/ucm570188.htm

 FDA Drug Safety Podcasts 
https://www.fda.gov/Drugs/DrugSafety/DrugSafetyPodcasts/default.htm 

 Leapfrog Computerized Physician Order Entry test

http://www.leapfroggroup.org/ratings-reports/computerized-physician-

order-entry



Guides and Tools for Next Steps

 Daily Huddle Component Kit 

https://www.ahrq.gov/professionals/quality-patient-

safety/hais/tools/ambulatory-

surgery/sections/sustainability/management/huddles-compkit.html

 Pharmacist’s Guide to Prescription Fraud

https://www.deadiversion.usdoj.gov/pubs/manuals/pharm2/appendix/appdx_d

.htm

 Patient Safety Authority: Drug Shortage Assessment 

Checklist 

http://patientsafety.pa.gov/pst/Documents/Drug_Shortages/checklist.pdf



Questions?

Thank you for your attention and 

participation.




