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should always be consulted before using any therapeutic product discussed.  Participants should verify all information and 
data before treating patients or employing any therapies described in this educational activity.
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Accreditation:
Pharmacists: 0798-0000-10-003-L04-P
Pharmacy Technicians: 0798-0000-10-003-L04-T
Nurses:  N-032410-559-L01 

Program Overview:
Ever wonder how a home pregnancy test works?  How accurate are home tests sold in many 
pharmacies?  This presentation covers the ins and outs of several home testing devices commonly sold in 
pharmacies, so pharmacists and technicians would be better able to answer patient questions.  This 
program focuses on those tests patients conduct at home but will briefly cover issues, such as how to get 

a good sample, with tests such as HIV and Hepatitis B which are sent to a laboratory.

CE Credits : 1.0 contact hour

Target Audience: Pharmacists, Technicians
& Nurses

Objectives:  
ÅAssist patients in selection of appropriate home test devices

ÅExplain how a test works and how to conduct the test with minimum error
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PharmCon is accredited by the Accreditation Council for Pharmacy Education as a provider of continuing 
pharmacy education

Speaker Disclosure: Dr. Briggs has no actual or potential conflicts of interest in 
relation to this program

Speaker : Dr. Geneva Clark Briggs, a board-certified Pharmacotherapy Specialist, received 
her Doctor of Pharmacy and Bachelor of Science in Pharmacy degrees from Virginia 

Commonwealth University, Medical College of Virginia.  Dr. Briggs is a clinical associate with 
MedOutcomes, Inc, where she develops and presents educational programs for 
pharmacists.

Overview

ÂGeneral tips on test selection

ÂMost commonly available tests 

Âmechanism of action

Âaccuracy

Âavoiding interferences

Â interpreting results
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What was the 1st widely 
available home test?

A. Pregnancy

B. Cholesterol

C. Hemoglobin

D. Ovulation

Home Pregnancy Tests

Â1977

ÂCurrently -
annual sales of 
>$262 million in 
home pregnancy 
and ovulation 
test kits alone

Forces Driving The Growth in 
Home Diagnostics

Â Increased public interest in health and 
preventive medicine

Â Incentive to save money/avoid doctor 
visits

ÂReduced access and availability of health 
care resources

Â Increased number of available tests

ÂAdvances in technology

Home Testing Devices

ÂDesigned to detect presence or absence of 
a medical or physiologic condition and to 
monitor disease therapy

ÂRequired by FDA to perform as well as the 
professional-use equivalent. 

ÂMust be used properly to achieve accurate 
results.

FDA Review of Home-Use Devices. Center for Devices and Radiological Health; 2003.
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ÂNot all available tests are FDA-approved 
for home use 

ÂStatus can be checked at 
www.accessdata.fda.gov/scripts/cdrh/cfdo
cs/cfIVD/Search.cfm

Example - FSH Test
Device Classification Nameradioimmunoassay, follicle-stimulating hormone  

510(k) Number K030058 

Device Name EARLYDETECT 

MENOPAUSE TEST FOR FSH 

Applicant EARLY DETECT, INC. 

Regulation Number 862.1300 

Classification Product Code CGJ   

Date Received 01/07/2003 

Decision Date 07/30/2003 

Decision substantially equivalent (SE) 

Classification Advisory Committee Clinical Chemistry  

Review Advisory Committee Clinical Chemistry  

General Test Selection Tips

ÂConsider simplicity of use

Ânumber of steps

Âhow results are presented

ÂChoose tests with controls 

Â To compare costs, determine the cost per 
test unit

Getting Accurate Results

ÂCheck and use within expiration date 

Â Follow instructions for storing the tests

ÂREAD the instructions BEFORE starting the 
test

ÂAsk questions BEFORE starting testing

ÂNote time of day to perform, time 
required, and necessary supplies

Â Follow directions


