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Learning Objectives 

Upon completion of the activity, participants should 

be better able to: 

1. Define a point of care testing service 

2. Develop a model for implementation of a 

new clinical service 

3. Explain the barriers and successes to 

implementation of a point of care testing 

service 
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Community-Based 

Point-of-Care Testing to Date 

Donald G. Klepser, PhD, MBA 

Associate Professor 
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Community-Based Point-of-Care Testing 

Opportunities 

•Increased access 

•>120 CLIA waived tests 

•Acute and chronic disease 

screening 

•Disease management and 

monitoring 

•Public health screening 

and surveillance 

•Antimicrobial Stewardship 

 

Challenges 

•Difference in state laws 

•Workflow 

•Payment/Sustainability 

•Training 

•Demonstrating value and 

improved patient 

outcomes 



NACDS Foundation Funded Research and 

Demonstration Projects 
Group A strep and Influenza  

•55 pharmacies in 3 states 

•Complete management 

•Antibiotic/antimicrobial treatment rates of 18% and 11% for 

those tested 

•~35% of patients had no primary care provider and ~40% seen 

on evenings or weekends 

HIV and HCV 

•~75 pharmacies in 3 states 

•Screening and linkage to care  

•State and local public health partnerships 



NACDS POC Certificate Program 

•20 hour continuing education program 

(12 home and 8 live) 

•Focuses on complete point-of-care testing and 

disease management program development. 

•Over 3000 pharmacists trained to date. 

• Incorporated into college curricula and offered by state 

associations. 

 

Two years and 16 stops on the National Tour 



Antimicrobial Stewardship 

• National goal to reduce inappropriate antibiotic use in 

the community setting by 50% 

• POC testing, along with well defined protocols and 

clear communication to patients may play a role in 

reducing use 



Making this Common 

What's on the 

horizon? 

How do you 

actually 

implement in 

large chain? 

 

What systems 

are needed? 



Implementing POC Testing in 

a Large Chain  

Brian Bobby 

Rite Aid 

Vice President, Clinical Services 



 

 

• 4,500+ stores covering 31 States and DC 

• Mission and Core Values 

• Business Opportunity 

• Advancement of the Profession 

 

 



Barriers to Implementation 

•   CLIA and Collaborative Practice 

• Type of tests offered 

• Workflow 

• Reimbursement 

• Training/Certification Requirements 

• Licensing  

• ROI models 

• Diagnostic devices, supplies 

• Physician acceptance/resistance 

 

 



Collaborative Practice States 
 Level of  

 Restriction 

 # of  

 Stores 
 States 

 Minimal 1859 
 ID, IN, KY, MS, MI, OH, OR, 

 PA, TN, UT, VT, VA, WA 

 Moderate 810  MS, NC, NJ, RI, MA, GA, DC 

 Severe 981  CA, CO, CT, LA, MD, WV 

 Not 

 Permitted 
898  AL, DE, NV, NH, NY, SC 



CLIA 
 Level of  

 Restriction 

 # of  

 Stores 
 States 

 Minimal 2112 

 AL, CT, IN, KY, LA, ME, MI, 

 MS, NH, NJ, NC, OH, OR, RI, 

 SC, TN, UT, VA, WV 

 Moderate 935 
 CO, DE, DC, ID, MD, PA, VT, 

 WA 

 Severe 758  CA, GA 

 Not 

 Permitted 
750  MA, NV, NY 



Training 

•   Train the Trainer 

• Geographic spread 

• Pharmacist turnover 

• New test types 

• Re-education programs  

 



Testing Devices 

•   Validity of company 

• FDA Approval   

• Science behind testing 

• Cost of devices, supplies 

• Timing of results 

• Device training and education 

• Support from manufacturer 
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POINT-OF-CARE TESTING IN 

PHARMACIES 

PROVIDING THE TOOLS FOR 

SUCCESS 

Kristen Hutchinson 

Pharmacy Account Executive 

Scientific Technologies Corporation 
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DISCUSSION TOPICS 

•Current System Limitations, Opportunities and Workflow 

 

•Capturing and Sharing POCT results 

 

•How we can help you get paid for these services 

 

•Public and Private Sector Partnership and Impact 
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BENEFITS OF ENGAGING RETAIL PHARMACIES 

7 Day Access 
No Appointment  

Needed No office visit fees 
Immediate access to 

Medications & 
Immunizations 

93% of Americans live within 
5 miles of a Pharmacy 

300 Million 
Customer visits to a pharmacy 

every week 

Visit pharmacist 

30 X  

vs. doctor 1-2 X 
per year 
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CURRENT SYSTEM LIMITATIONS 

•Pharmacy Management Systems were built to fill 

prescriptions not capture lab and clinical data 
 

•Huge gap as pharmacy practice is expanding to 

encompass more clinical services 
 

•Implications for workflow and front end data capture 
 

•There will be a “crawl, walk, run” evolution as 

workflow and systems shift to catch up to 

expanding scope of pharmacy practice 
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CAPTURING DATA ON THE FRONT END 

• 100% electronic 

 

 

 

 

 

Manual data entry 
via Customizable 

Clinical Portal Paper forms 
Fully Integrated 
and sharing data 

Paper          Electronic Records 

Run Walk Crawl 

Patient Intake 
Module 

• Patient paper 

questionnaire 

• All records on 

paper forms 

• Patient paper 

questionnaire 

• Record captured 

electronically 

• Patient/Pharmacy 

reminders 
Patient  & 
pharmacy 
Reminders 
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SHARING DATA ON THE BACKEND 

 

 

 

 

 

 
• Share data with 

CDC or 

State/Local 

public health 

departments 

 

 

 

 
• Share data with 

Patient’s broader 

healthcare team 

 

 

 

 

 

 

 
• Patient Portal 

with access to 

their results and 

history 

• Patient care 

reminders 

tŀǘƛŜƴǘΩǎ t/t Patient  Public Health 

Labs Vitals Notes/Reminders Immunizations 



Scientific Technologies Corporation 23 

HOW CAN I GET PAID? 

•Provider status is needed 
 

•In the interim, options are:   

–Cash 

–Provide patient 1500 form to submit 

–Directly contract with employers and payers 
 

•Your team will need to work with the 3rd party, but 

our team can provide you the tools to electronically 

capture and send the data payers will need for 

reimbursement 
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PROVIDING 3RD PARTY DOCUMENTATION 

Manual 

Integrated into PMS 

Electronic Records 

Report A Report B Report C 

Payer A Payer B Payer C 
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PUBLIC AND PRIVATE PARTNERSHIP 

•A Public Private partnership is needed to accomplish the 

goals of public health 
 

•Pharmacies provide convenient access to affordable quality 

care that is needed 
 

•Pharmacies can help identify and bring patients into 

healthcare system to be treated and to prevent spread of 

infectious diseases: 

 

 

•Working together we can improve the health of the patients 

and communities we serve 
 

 

Strep           Hepatitis  C            Tuberculosis 

Flu      HIV        Zika? 



What’s on the Horizon?  

Michael E. Klepser, PharmD, FCCP 

Ferris State University  

College of Pharmacy 



Rapid Growth in the Market 

In 2015, pharmacies accounted for only 

6.2% of CLIA-waived testing centers. 



Expanded Use of POCTs 

•The global Global blood testing market size is 

anticipated to reach USD 62.9 billion by 2024.   

•North America dominated the industry in 2015, 

with over 40% of total revenue.  

–Favorable government initiatives and CLIA 

waiver on POC testing devices are notable 

factors estimated to drive growth. 
 

Grand View Research 2016 - Point of Care (PoC) Molecular Diagnostics Market Analysis  



Expanded Use in Pharmacy  

•Point-of-care testing services are anticipated to 

surpass immunizations to drive revenue. 

Pressure from payers to detect high-cost 

diseases early will help speed up the growth of 

pharmacy-based diagnostic screening services. 

 
2015 Report on Retail health & wellness Innovation, convergence, and healthier consumers 



Areas of Expanding POCT 

Development and Use  

• Infectious Diseases 

–Antimicrobial 

stewardship 

•Serum Chemistries 

–MTM services 

•Genetic Testing 

–Precision medicine 

•Therapeutic Drug 

Monitoring 

–MTM services 

•Endocrinology 

–Screening, outcomes, 

and MTM 

•Oncology 

–Screening and 

wellness 

•Chronic Diseases  

–Screening and MTM 

 



Advances in Technology 

•Automated tests and readers 

•Wireless connectivity 

–Patients, providers, public health 

–Inventory management 

•Multiplex assays 

•Enhanced sensitivity and specificity 

•Tailored to the pharmacy workplace 


