South Dakota Department of Health

HIV Prevention Program


South Dakota 

Department of Health

Rapid HIV Testing 
Procedural Manual

2008-2009
For use with the Clearview® COMPLETE HIV 1 & 2 Test
Table of Contents

I. Introduction
II. Basic Elements of a Quality Assurance (QA) Program

A. Organization of the QA Program

B. Testing Personnel

C. Process Control
1. Before Testing

a. Temperature Controls

b. Checking Inventory

c. Preparing Test Area

d. Quality Control

i. Internal Controls

ii. External Controls

2. During Testing

a. Universal Precautions

b. Test Procedures

3. After Testing

a. Cleaning Up Spills

b. Reporting Results

c. Managing Confirmatory Testing

d. Follow Up Testing

e. Risk Reduction Plan
D.  Documents and Records

1. Training Documentation

2. Temperature Logs

3. External Control Result Log

4. Test Result Log

5. Specimen Transfer Log

E. Troubleshooting

III. Frequently Asked Questions

IV. Appendices

A. Appendix A – Government Regulations
B. Appendix B – Training Documentation

C. Appendix C – Temperature Log

D. Appendix D – External Control Log

E. Appendix E – Test Results Log

F. Appendix F – Specimen Transfer Log

I. Introduction 
This manual serves as a guide to implementing rapid testing, using Clearview® COMPLETE HIV 1 & 2 Rapid HIV Antibody Test, for Office of Disease Prevention staff and contractors.  Additionally, this manual serves as the Quality Assurance Plan, which is required by the Centers for Disease Control and Prevention (CDC) to be implemented prior to offering any rapid HIV testing.

Copies of this manual are available upon request.

Questions and comments regarding this manual or its material should be directed to:

April Ivey

HIV Prevention Coordinator

Office of Disease Prevention

South Dakota Department of Health

615 E. 4th Street

Pierre, SD 57501

(605) 773-4785 or
1-800-592-1861
april.ivey@state.sd.us
Thank you to the Wyoming Department of Health, Greg Welch, Jean Salonen, Brett Oakland, Tim Heath, Susan Gannon, Dave Morgan and Christine Olson for contributing to the development of these protocols.
II. Basic Elements of a Quality Assurance Program

QA Program Elements:

A.  Organization of the QA Program

B.  Testing Personnel

C.  Process Control

D.  Documents and Records

E.  Troubleshooting

Quality Assurance (QA) refers to planned, step-by-step activities that let one know that testing is being carried out correctly, results are accurate, and mistakes are found and corrected to avoid adverse outcomes.  Quality assurance activities should be in place during the entire testing process; this means from the time a person asks to be tested using the rapid HIV test to providing the test result.

Quality Control (QC) is one part of the QA program.  It consists of the operational techniques or tasks that are in place to find and correct problems that may occur.

A.  Organization of the QA Program
The HIV Prevention Program Manager for the South Dakota Department of Health (DOH) oversees and manages the rapid HIV testing QA program for the DOH, utilizing the following methods:

· General management and oversight of the QA program for each Field

      Office/testing site to ensure that necessary staff and supplies are available.
· Implementing and updating procedures as needed.

· Verifying the testing process by:
· Ensuring staff are trained and competent

· Ensuring confirmatory testing procedures are in place

· Ensuring biohazard/waste handling procedures are in place
· On-going staff training and competency

· Create mechanisms for communication regarding QA issues

· Develop and implement mechanisms to ensure that each site meets all 
      applicable Federal, State and other regulatory requirements

· Overseeing Proficiency Testing program

B.  Testing Personnel

To ensure accurate and reliable results, staff must be trained and certified by the South Dakota Department of Health in the use of HIV rapid testing.  The Clearview® COMPLETE HIV 1 & 2 test is Clinical Laboratory Improvement Amendments (CLIA) waived.  There are no specific federal requirements regarding who may perform the test.  However, only those individuals who have successfully completed the HIV Pre/Post Test Counseling course and the Fundamentals of Rapid Testing training will be allowed to perform rapid testing funded by state HIV prevention dollars.  A competency assessment will be conducted upon completion of training to demonstrate the individual’s ability to conduct the test accurately. 

The training program includes the following key components:

· How to perform the test, including procedures performed before, during, and after testing.

· How to integrate testing into the overall counseling and testing program.

· The importance of QA and the elements of the site’s QA program.

· In depth coverage of safe work habits: the use and importance of Universal Precautions/biohazard safety.

C.  Process Control
Process control refers to the activities and techniques that are carried out to ensure that the testing procedures are performed correctly, in a suitable environment, and that the test kits produce accurate and reliable results.
Steps in the Testing Process

	Before Testing
	During Testing
	After Testing

	· Check storage and room temperature daily

· Check inventory and test kit lots as needed

· Prepare test area

· Perform external quality control according to the manufacturer’s instructions and DOH protocol

· Provide HIV/AIDS information to the client
	· Follow biohazard safety precautions

· Collect the fingerstick specimen

· Perform the test

· Interpret test results

· Document and log results
	· Clean up and dispose of biohazard waste

· Report results to client

· Document results

· Manage confirmatory testing
· Form a risk reduction plan with client


1. Before Testing
a. Temperature Controls 
Test Kits and Control Kits:
· Store test kits at 8°-30°C (46°-86°F)

· Control kits must be stored at 2°-8°C (35°-46°F)

· To ensure proper temperatures are maintained, the temperatures of the storage areas need to be monitored with thermometers and documented on the Log Sheet each day.

· If temperatures fall outside the specified range, corrective action (such as disposal of kit/controls, or changing temperature in room or cooler) must be taken and documented.  Corrective action questions can be addressed by calling the HIV Prevention Program Manager at 605-773-4785 or 1-800-592-1861 after hours.

Testing Area:
· Testing is to be performed within the range of 18°-30°C (64°-86°F)

· If the test must be performed outside the desired range, the manufacturer recommends running external controls that have been stored within the proper temperature range to determine if the test can be performed at another temperature. 
· If testing is performed outside of a clinical setting, monitor the temperature of the test and control kits in their portable storage containers and check the temperature where testing will be performed to ensure that it is within the approved range.

· Run positive (known reactive) and negative (known non-reactive) external controls if there is any doubt about the testing area temperature or whether the kits have stayed within the appropriate temperature range.

b. Checking Inventory 

· Test kits and controls have a defined shelf life.  Use the kits/controls with the earliest expiration date first.  Rapid testing materials should NEVER be used past their expiration date.
· Use a log sheet to document when test and control kits are received, their lot numbers and their expiration dates.

· Once control vials are opened they are still stable until their expiration date.

· Record on the plastic control container the date it was opened, as well as the “discard after” date.  Discard any unused, open controls on that date; note on the control log sheet and initial the log the date that the controls were discarded.

· For each new lot and new shipment of test kits, run a positive HIV 1 and HIV 2 and negative control before using them for testing to ensure that they work as expected.

· DO NOT mix kit components of different lot numbers.

c. Preparing the Test Area

· Before testing, clean the testing area.
· Before testing, the testing area should be prepared by covering the workspace with a clean, disposable absorbent pad.

· Check the temperature to make sure it is within the appropriate range and ensure there is adequate lighting.

· Place biohazard waste container and sharps container in a convenient location, near the testing area.

· Gather supplies and report forms.

Details of the general test preparation procedure are contained in the test kit instructions.

d. Quality Control

There are two types of quality control (QC) for the Clearview® COMPLETE  HIV 1 & 2 test.
	Type of quality control
	Description of activity

	Internal Controls
	An internal control is built into each testing device to verify that the procedure was performed correctly.  However, this control line does not verify if a sample has been added.  In this CLIA waived procedure, the sample being used is human, plasma-based reagents.  See the Clearview® COMPLETE HIV 1 & 2 Product Insert for complete details.

	External Controls
	Known reactive and non-reactive specimens (controls) must be purchased separately from the manufacturer.  They are used to evaluate the accuracy of the test in detecting antibodies to HIV and to check if the person conducting the test performs it correctly.


     External Quality Control

External controls include one vial each of an HIV antibody-negative (non-reactive) and positive HIV 1 (reactive) and positive HIV 2 (reactive) human plasma control.

    The frequency of running controls depends on a number of factors:

· The number of tests carried out by each site, 
· Changes in staff,
· How often new test kit shipments or lot numbers are received by a site, or
· Changes in how the tests are stored and testing area temperatures.

The manufacturer has established guidelines for the minimum number of times to run the negative and positive controls.  This is described in the test kit instructions.  Controls must be run under the following conditions:
· Each new operator prior to performing tests on patient specimens,

· When opening a new test kit lot,

· Whenever a new shipment of test kits is received,

· If the temperature of the test storage area falls outside of  8°-30°C (46°-86°F),

· If the temperature of the testing area falls outside of 18°-30°C (64°-86°F),

· Every two (2) months if none of the above events has called for the running of controls.

Sometimes external controls provide incorrect results.  When this happens, ALL of the tests that were run since the last time control results were correct are considered invalid.  Everyone who was tested since the last time controls ran correctly will need to be called back and retested, unless a confirmatory test was performed. 

2. During Testing

This part of the testing process involves collecting the specimen, performing the test, interpreting the internal control and client test results, and following biohazard safety guidelines.

    a. Universal Precautions
All specimens and materials contacting specimens must be handled as if they are capable of transmitting infectious organisms.  All human blood should be treated as if known to be infectious with HIV, Hepatitis B virus, and/or other bloodborne pathogens.  Each site must ensure that the Occupational Safety and Health Administration (OSHA) bloodborne pathogens standards are met, and test operators must know how to safely handle potentially infectious materials and specimens.

· ALWAYS wear gloves when handling blood or body fluids.

· A different pair of gloves should be worn for collecting a specimen from each person being tested.

· Thoroughly wash your hands with soap and water after any possibility of contact with blood or body fluids.

· Dispose of sharps/needles or other products in Sharps container.

· Operators should talk with their supervisor prior to collecting any patient samples if they have any cuts, abrasions, or skin rashes on their hands or lower arms that may allow for easier transmission of infection.

· Dispose of gloves, absorbent work surfaces, and completed testing materials into regular trash unless saturated with blood.  If materials are saturated, dispose in a biohazard bag.

· Wash hands again after glove removal

· Clean work surface with a 1:10 bleach solution.

   b. Clearview COMPLETE HIV 1 & 2 Test Procedures
Procedure for Running Controls:

1. Open a control vial containing the control reagent.  Note: The control reagents are clear to straw-colored.  Do not use if the control reagent appears visually cloudy or discolored.

2. Remove buffer vial – separate from top of sampler and place in disposable test stand provided with Clearview® COMPLETE HIV 1 & 2 Assay.

3. For control reagent, turn sampler upward and using a calibrated pipettor, pipet 2.5µL of the control reagent into the sampler tip.  Use separate pipet tips for each control reagent.

4. With buffer vial in disposable test stand, firmly press the sampler tip through foil cover.  Press hard until the device is fully seated in the buffer cap.  It will ‘snap’ 3 times when properly seated.

5. Start timing – wait for 15 minutes.  Read the test results between 15 and 20 minutes.  In some cases a test line may appear in less than 15 minutes, however, 15 minutes are needed to report a nonreactive test result.  Read test results in a well-lit area.  DO NOT READ TEST RESULTS AFTER 20 MINUTES.

6. Discard all test materials including the test device into a biohazard waste container.

7. Reseal the control reagent vials and store them in their original container at 2°-8°C (36°-46°F).

Procedure for Collecting the Specimen:

The following test procedure incorporates sample collection of whole blood by finger stick and the addition of sample to the testing device.

1. Ensure that the Subject Information Leaflet has been given to the client.

2. Clean the finger of the person being tested with an antiseptic wipe, and allow the finger to dry completely or wipe dry with a sterile gauze pad.

3. Using a sterile lancet capable of producing a drop of blood, puncture the skin just off the center of the finger pad.

4. Hold the finger downward, applying gentle pressure beside the point of the puncture.  DO NOT squeeze the finger to make it bleed.  If blood flow is inadequate, the subject’s finger may have to be gently massaged at the finger base, but avoid ‘milking’ the finger.

5. Collect the blood into the finger stick test kit provided.

6. Set the timer for 15 minutes and start timing the test.

7. Cover the collection site with a band-aid.

8. Read the test results after 15 minutes.  If the test is not read between 15 and 20 minutes, repeat test on a new device.

9. Follow the manufacturer’s instructions for interpreting the results.

The client can withdraw consent to test at any point in the testing process.  Withdrawal of consent to test can take the form of:

· Verbally withdrawing consent to testing or to receiving results

· Providing a written statement withdrawing consent 

· Leaving the testing area before the results are read

If the client withdraws consent to rapid HIV testing before results are provided, then the client’s test and records are destroyed.

Limitations of the Clearview® COMPLETE HIV 1 & 2 Rapid Test:

· The Clearview® COMPLETE HIV 1 & 2 assay test must be used in accordance with the instructions in the Product Insert to obtain accurate results.

· The Clearview® COMPLETE HIV 1 & 2 assay must be used with capillary (fingerstick) or venous whole blood, serum or plasma only. Use of other types of specimens or testing of venipuncture whole blood specimens collected using a tube containing an anticoagulant other than citrate, heparin or EDTA may not yield accurate results. For serum samples, collect blood without anticoagulant.

· Reading Nonreactive Test Results earlier than 15 minutes or any Test Result later than 20 minutes may yield erroneous results.

· Do not open the sealed foil pouch until just prior to use.

· Do not use Kit contents beyond labeled expiration date.

· For collection of a fingerstick whole blood specimen, ensure that finger is completely dry before performing fingerstick.

· Read results in a well-lit area.

· A Reactive Test Result using the Clearview® COMPLETE HIV 1 & 2 test suggests the presence of antibodies to HIV-1 and/or HIV-2 in the specimen. The Clearview® COMPLETE HIV 1/2 Assay is intended as an aid in the diagnosis of infection with HIV-1 and HIV-2. AIDS and AIDS-related conditions are clinical syndromes and their diagnosis can only be established clinically.

· For a Reactive Test Result, the intensity of the test line does not necessarily correlate with the titer of antibody in the specimen.

· A person who has antibodies to HIV-1 or HIV-2 is presumed to be infected with the virus, except that a person who has participated in an HIV vaccine study may develop antibodies to the vaccine and may or may not be infected with HIV.

· A Nonreactive Test Result does not preclude the possibility of exposure to HIV or infection with HIV. An antibody response to recent exposure may take several months to reach detectable levels.

· This assay has not been evaluated for newborn screening, cord blood specimens, or individuals less than 18 years of age.

3. After Testing
  
a. Cleaning Up Spills

· Spills of blood or body fluids must be cleaned up immediately and the area disinfected with a fresh 1:10 diluted bleach solution or other approved product.

· Spills of blood or body fluid samples not contained on disposable absorbent workspace surfaces should be covered with absorbent material and saturated with a solution of 10% bleach and water that is not more than 24 hours old.

· Wait 30 minutes prior to removal and disposal of spill to allow for decontamination.

· Place all contaminated materials in an approved biohazard waste container.

For complete details and information, refer to the CDC website at: www.cdc.gov/hiv/pubs/mmwr/precautions.htm
b. Reporting Results

Once the test is complete and the results have been interpreted and documented on the Test Results Log (Appendix D), the result should be given to the client verbally, unless there is a disability that requires another method of delivery.  In the event of a reactive test result, a confirmatory test must be performed to confirm that the client is infected with HIV.  
The Department of Health recommends that a confirmatory specimen be collected on site and sent to the State Lab, accompanied by a specimen transfer sheet.  In the event that a confirmatory specimen cannot be collected on site, refer client to the nearest location where they may receive confirmatory testing.
c. Managing Confirmatory Testing
· When a testing site collects a specimen for confirmatory testing, place a bar-coded sticker from the back of the HIV Test Form onto the confirmatory sample to ensure the client’s confirmatory test result can be matched with their Clearview® COMPLETE HIV 1 & 2 test result.  

· All Clearview® COMPLETE reactive results must be followed up with an enzyme immunoassay (EIA) and then a Western blot for confirmation. 
· Confirmatory testing with a blood specimen is preferred.

d. Follow up Testing 
While most confirmatory tests will be positive, some may be negative or   

indeterminate.

For Negative Confirmatory Results:
If the confirmatory test result is negative, specimen mix-up must be ruled out before assuming a false positive result from the rapid test.  It is required that, once the client provides consent, another confirmatory test be conducted using a new specimen.
For Indeterminate Results:
In the event that the confirmatory test result is indeterminate, it is recommended that another confirmatory test be conducted using a new specimen.

e. Risk Reduction Plan

Regardless of test device used, a client-centered approach and risk reduction plan must be achieved.  The testing should conclude with prevention messages, which may include referrals, condoms, or other relevant materials.

D.  Documents and Records

Comprehensive documentation is a crucial part of a QA program.  Records must be maintained for the current year and one (1) year previous, and then destroyed in a manner that protects confidentiality.  At a minimum, QA records must include the following:

1. Training Documentation
In order to be qualified to perform rapid HIV tests under the HIV Prevention grant, all personnel must attend the Fundamentals of HIV Pre/Post Test Counseling and the Fundamentals of Waived HIV Rapid Testing courses.

All documents pertaining to personnel training on HIV testing procedures shall be kept on file by the HIV Prevention Program Manager.  Documents include copies of certificates of training attendance and periodic procedural reviews conducted on an annual basis.  Proof of training must be submitted to the Program Manager within 90 days of the completion of training.  Training documentation will be kept on file for the duration of the employee’s tenure.
2. Temperature Logs

Daily temperature logs are required for the refrigerator temperature in which the controls are stored.  A laboratory grade thermometer should be placed in the refrigerator, following  manufacturer’s instructions.  Kit controls may be stored in the same setting as vaccines.  Maintain records of temperature logs for one year.  

3. External Control Result Log

External control records must include the following:

· Date and time of control testing

· Lot number and expiration date of the test kit

· Lot number and expiration date of the controls

· Control results 

· Corrective action taken, if results are unacceptable.  Corrective action may include such actions as disposing of kit and/or controls and using other sets, adjusting temperature in room, etc.  

4. Test Result Logs

Test result logs must include the following:

· Date and time of testing

· An identifier for the client being tested

· Test kit lot number and expiration date

· Test result

· Action taken if the result was invalid

· Identification of the person who performed the test

· Whether confirmatory testing was requested, and if so, the type of specimen sent for testing, where it was sent, the date it was sent, and the confirmatory test result.

5. Specimen Transfer Logs

Specimen transfer logs must include the following:

· Program Evaluation and Monitoring System (PEMS) sticker

· Rapid test result

Corrective action questions regarding any of the above logs can be addressed by calling the HIV Prevention Program Manager at 605-773-4785 or 1-800-592-1861 after hours.

E.  Troubleshooting
Troubleshooting Guide for Clearview® COMPLETE HIV 1 & 2 rapid test:

	Problem
	Potential Causes
	Action

	No reddish-purple line in the control area
Dark background in the control area makes it difficult to read the result after 15 minutes

Any of the lines are outside of the control test areas
	· Damaged or defective test device

· Interfering substance in client’s blood

· Inadequate sample 

· Work surface not level

· Inadequate lighting
	~Repeat the test using a new test kit and new sample.  

~Run positive and negative external controls any time you get two consecutive invalid outcomes.

~If the controls do not perform as expected, contact your supervisor.

	External controls do not perform as expected
	· Test kits stored at wrong temperature

· Test or controls are expired

· Inadequate sample loading

· Inadequate lighting
· Manufacturer’s instructions not followed
	~Check temperature records for storage and testing areas.  If out of range, adjust temperature and retest controls using new test kits and/or controls that have been stored correctly.
~Check expiration date on controls.  If expired, recheck controls using newly opened vials.
~Be sure each step of testing is performed following the manufacturer’s instructions.

~After checking all items noted above, and correcting any problems identified, retest external controls.

~Contact supervisor if controls do not perform as expected.

	Confirmatory test result does not agree with Rapid Test result
	· Specimen mix-up
· Testing within three months from last exposure
· Clients with interfering medical conditions

· Specimens with interfering substances


	~Procedures should describe how to handle discrepancies.
~If confirmatory test is negative or indeterminate, repeat confirmatory test with a new, blood specimen.


III. Frequently Asked Questions
Q: How many tests can I run with one (1) set of controls?

A: 20 tests.

Q: How sensitive is Clearview® COMPLETE HIV 1 & 2?
A: 99.7% sensitive and 99.9% specific for all sample types

Q: How should Clearview® COMPLETE HIV 1 & 2 be stored?
A: Store at 8° to 30°C (46° to 86°F)
Q: How long does it take to bring the test kits and controls to room temperature?

A: It takes approximately 10-30 minutes, depending on the environment.

Q:  No line has appeared in the Control Window, what does this mean?
A: The test is invalid. You will have to use a new device and run the test again. 

Q: What is the shelf-life of Clearview® COMPLETE HIV 1 & 2?
A: Up to a maximum of 24 months from the date of manufacture. 

Q: What should I do if the environment in which I am testing falls outside the

     acceptable temperature range?

A: Run both a positive and negative control to make sure the tests will perform

    properly and correctly at the current room temperature.

Q: If I know I will be doing testing on a given day, can I run controls prior to

    seeing the client?

A: Yes, if you are in a temperature controlled environment.

Q: Where can I store the controls?

A: In a laboratory environment the controls must be stored in a non-food
    refrigerator, and be clearly labeled as a lab product.

Q: Can I get HIV from the controls?

A: NO.  The controls are a recombinant product, using a synthetic protein that is

    not infectious.

Q: There are lot numbers on the individual test kit packages and the box that

    contains the kits.  Which lot number should I use?

A: Always use the lot number on the individual test kit package.

Q: When I run my positive control, the line in the test area is very faint, is that 

    positive?

A: Any line in the test area indicates a positive result, regardless of its intensity.

Q: Do I place the pipette into the biohazard bag or sharps container?

A: Place both the lancet and the pipette into the sharps container. 
Appendix A – Government Regulations
Food and Drug Administration (FDA) sales restrictions

The FDA approved the sale of the waived Clearview® COMPLETE HIV 1 & 2 rapid test kit with specific restrictions to help ensure testing quality.  By purchasing the kit, the customer agrees to the following restrictions:

· Have an established quality assurance program.

· Provide training for personnel using the instruction materials provided by the manufacturer.

· Provide information to persons being tested by giving each person a copy of the manufacturer’s ‘Subject Information’ pamphlet prior to specimen collection and appropriate information when providing test results.

· Not use the test to screen blood or tissue donors.

Clinical Laboratory Improvement Amendment (CLIA) Regulations

The Clearview® COMPLETE HIV 1 & 2 test is a waived test under Federal Regulations, and as a waived test, federal requirements are minimal.  The CLIA requirements for sites wishing to offer testing using the Clearview® COMPLETE HIV 1 & 2 test are listed below:

· Have a valid CLIA certificate of waiver, certificate of compliance, or certificate of accreditation.

· Follow the manufacturer’s instructions for performing the test.

· Permit announced or unannounced inspections by representatives for the Centers for Medicare and Medicaid Services (CMS) under certain circumstances.

· Perform only waived tests if holding a certificate of waiver.

CLIA requirements can also be found at:  http://phppo.cdc.gov/clia/regs/toc.asp 
Appendix B – Training documentation: Initial Competency Assessment on Finger Stick
Operator: ____________________________________  

Site: ___________________________________

Reviewer: _______________________________________   
Date: ________________

· Workspace cleaned appropriately

· Clean, absorbent, disposable pad covering workspace

· All supplies available and easily accessible

· Hands cleaned and gloved

· Client and operator in appropriate position and client’s hand is warmed, if necessary

· Choose appropriate finger and proper puncture site

· Puncture site is cleaned with alcohol wipe and dried

· Puncture is made correctly

· Lancet is discarded in the sharps container

· Test kit is used correctly to collect blood sample

· Client is given gauze to place on puncture site

· Sample is discharged into sample port on test device

· Timer is set for 15 minutes

· Client is offered a band-aid

· Test is read and results provided after appropriate time

· Workspace is cleaned and decontaminated, as necessary
· Gloves are removed appropriately and discarded in biohazard bag

· Hands are washed or appropriately sanitized

Notes: ________________________________________________________________________________________________________________________________________________
Appendix C – External Control Log
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Appendix D – Test Results Log

	Client  Identification # or
PEMS bar coded sticker
	Date 
	Kit Lot Number
	Kit Expiration Date
	Test Start Time
	Test Result:
N: nonreactive

R: reactive

I: invalid
	Test Stop Time
	Result Reported to Client?

Y/N
	Confirmatory Sample Collected?

Y/N 

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


Test Site Location: _______________________________

Tester’s Initials: ________

Appendix E – Specimen Transfer Log

Referring Facility:

Phone:

Facility client referred to for confirmatory testing:

Phone:

	Client ID

(bar-coded sticker)
	Rapid Test Result 

N: nonreactive

R: reactive

I: invalid
	Date/Time Confirmatory Specimen Collected
	Person who Collected Confirmatory Specimen 
	Date Confirmatory Result Received
	Confirmatory Test Result
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