[bookmark: _Hlk51763989]PROGRAM OVERVIEW
The purpose of this protocol is to provide guidance and procedures for conducting Hepatitis C (HCV) rapid testing using the OraQuick® HCV Rapid Antibody Test and HCV RNA testing via Dried Blood Spot (DBS).  This policy outlines protocols for conducting HCV testing in accordance with the New York State (NYS) Clinical Laboratory Evaluation Program (CLEP) Limited Service Laboratory (LSL), NYS Department of Health (NYSDOH) HCV Testing Program (TP), and NYSDOH Wadsworth Bloodborne Virus Laboratory guidelines.  

The OraQuick® HCV Rapid Antibody Test and HCV RNA testing will be conducted at insert where testing will take place as part of our HCV screening initiative.*  

The OraQuick® HCV Rapid Antibody Test may be used to screen persons with signs or symptoms of hepatitis and for persons at risk for hepatitis C infection (e.g., injection drug use, snorting drugs*).  The OraQuick® HCV Rapid Antibody Test is an immunoassay test for the detection of HCV antibodies in human finger stick and venipuncture whole blood.  This test can be performed manually and visually read within 20 minutes, but no more than 40 minutes. An HCV RNA test may be conducted for any client who has a reactive antibody test result. 
 
Diagnosis of hepatitis C virus (HCV) infection requires an HCV ribonucleic acid (RNA) test.  New York State Wadsworth Bloodborne Viruses Laboratory can perform RNA testing utilizing Dried Blood Spot specimens to confirm a current hepatitis C infection. Dried blood spot samples are often collected at the same visit as a hepatitis C rapid antibody test. However, unlike the hepatitis C rapid antibody test, dried blood spot is not a point-of-care test and must be sent to the Wadsworth Center Bloodborne Viruses Laboratory for analysis.  For questions about New York State Department of Health (NYSDOH) HCV Testing Program or dried blood spot collection, contact hepatabc@health.ny.gov.

*Agencies that also provide phlebotomy/laboratory services should describe here when Rapid Testing/DBS will be performed on a client and when phlebotomy/laboratory HCV testing will occur on a client.  	Comment by Martha Gohlke: Agencies or programs providing primary care (regardless of setting), jails, and hospital inpatient units must offer HCV testing in accordance with the NYS HCV testing law.  

Please note: An agency or program that participates with the NYSDOH HCV Testing Program for free rapid testing and DBS supplies may not bill insurance for the test.  
https://www.health.ny.gov/diseases/communicable/hepatitis/hepatitis_c/providers/testing_law.htm




PATIENT ELIGIBILITY FOR HEPATITIS C VIRUS TESTING 

ORAQUICK HCV RAPID ANTIBODY TEST
The OraQuick® HCV Rapid Antibody Test is FDA approved for use on persons who meet 
the following eligibility criteria:
· Must not be pregnant,
· Must have risk factor for HCV or signs or symptoms of HCV, and 
· Must be at least 15 years of age*

DRIED BLOOD SPOT COLLECTION
There is no minimum age requirement for HCV RNA confirmatory utilizing dried blood spot collection so long as consent for testing is obtained.

TESTING OF MINORS
*Insert Agency Policy on Consent for Minors.  
Parental consent for HCV testing is required for patients under 18 years of age unless patient meets the medical treatment of a minor exception criteria outlined in PHL §2504.

[bookmark: _Hlk84511209]HIGH IMPACT RISK-BASED SCREENING AND PARTICIPATION WITH NYSDOH HCV TESTING PROGRAM’S FREE SUPPLIES
The OraQuick® HCV Rapid Antibody Test is Food and Drug Administration (FDA) approved for use in populations with signs, symptoms, or those at risk for hepatitis C infection.  However, programs enrolled in the New York State Department of Health’s (NYSDOH) hepatitis C virus (HCV) Testing Program who are utilizing the free test supplies, should be targeting testing to clients at highest risk for HCV.  NYSDOH HCV Testing Program staff will be reviewing reported data to ensure that programs are targeting their screening to those identifying with current injection drug use.  The NYSDOH HCV Testing Program does provide discretion to testers on whether to offer screening to a client who does not report injection drug use, if they assess that the client would benefit from receiving a HCV rapid antibody test (i.e., client unwilling to disclose known risk or client known to the program, etc.).  The expectation is that there would be minimal screening of individuals without the clearly defined primary risk factor of injection drug use.




AUTHORIZATION FOR TESTING AND PROGRAM OVERSIGHT
The Medical Director or Designee (insert name/staff title) will serve as the authorizing provider for hepatitis C testing.  Medical Director of Designee will provide standing orders and/or patient-specific orders for licensed staff (e.g., Registered Nurses) performing an OraQuick® HCV Rapid Antibody Test.  	Comment by Martha Gohlke [2]: Non-nursing staff do not need a standing order to conduct waived testing.  However,  nurses would need a documented, non-patient specific (standing) order to provide HCV, HIV, STD testing and other services, including immunizations.  Information on this can be found on: http://www.op.nysed.gov/prof/nurse/nonpatient-specific-orders-and-protocols.htm	

LABORATORY DIRECTOR
Medical Director or Designee (insert staff title) will serve as the Laboratory Director and oversee all clinical/medical aspects of the testing program.  

*In accordance with NYS Guidance for following Standard Practices in Laboratory Medicine, the Laboratory Director is responsible for oversight of all HCV rapid testing program activities, including the following:
· Training of staff performing tests and annual evaluation to demonstrate 
continued ability and knowledge to perform the test (competency assessment);
· Maintaining an up-to-date procedure manual for all laboratory tests performed;
· Making sure all tests are performed as written in the manufacturer’s package 
insert or device user’s guide;
· Maintaining completed and accurate records of tests performed; and
· Complying with other state and federal laws, including reporting of communicable diseases and other public health concerns (e.g., lead testing).

PROGRAM DIRECTOR/COORDINATOR
Insert Staff Person or Title will serve as the Coordinator of HCV Testing and is responsible for ensuring compliance with NYSDOH Testing Program requirements, supplies ordering, and data reporting.  In addition, Insert Staff Person or Title, under the supervision and direction of the Laboratory Director, is responsible for the following:	Comment by Martha Gohlke [2]: Optional, but recommended, especially if the Laboratory Director is not on-site and regularly available

List any laboratory operations/oversight that has been delegated:
· Conducting annual staff competency evaluations
· Monitoring and recording temperatures, etc.

STAFF TRAINING
(Insert agency-specific information on staff training and monitoring staff proficiency.)

Staff conducting the OraQuick® HCV Rapid Antibody Test will receive initial 
training by insert Staff Person or Title or an OraSure Technologies Representative.  
An annual competency assessment will be conducted on all testers to ensure proficiency in conducting the rapid test, running controls, and performing venipuncture.

All staff will be fully trained in the collection, handling and storage of a specimen 
for HCV rapid and HCV RNA testing.  Staff will also be trained in the delivery of appropriate counseling messages.  Job orientation and training will be documented 
for each staff member.  Before employees are permitted to perform a rapid test on 
their own, their ability to follow protocol will be demonstrated and documented.  
This assessment will be carried out by the program supervisor at periodic intervals following the training and will be documented.

All staff participating in the HCV Testing program will be trained in the following:
· An overview of hepatitis C, including appropriate counseling messages,
· Conducting the HCV rapid antibody test and external controls,
· Specimen collection procedure for HCV rapid testing and dried blood spot collection,
· Disposal of biohazardous materials,
· Providing antibody rapid and HCV RNA test results to the patient and the ordering provider,
· Reporting in accordance with NYS Public Health Law for Communicable Disease Reporting,
· Process for providing and tracking referrals and data reporting, and
· Exposure Control Plan/Bloodborne Pathogens.



HCV TESTING OVERVIEW
EQUIPMENT AND MATERIALS REQUIRED FOR HCV RAPID TESTING
· Package Insert
· Rapid package with a divide pouch containing: test device and developer solution
· [bookmark: _Hlk58509453][bookmark: _Hlk158722726]Reusable test stands (Provided by NYSDOH TP)
· HCV Control (Provided by NYSDOH TP)
· Specimen collection loops (Provided by NYSDOH TP)
· Timer
· Biohazard waste container
· Sterile lancet (Provided by NYSDOH TP)
· Antiseptic wipe
· Sterile gauze pads
· Band-aides
· Disposable gloves
· Disposable absorbent workspace cover
· Refrigeration for Controls
· Thermometers
· Flat stable surfaces for testing

ADDITIONAL EQUIPMENT AND MATERIALS FOR DRIED BLOOD SPOT COLLECTION
· Surface Barrier and/or Germicidal Wipe (Provided by NYSDOH TP)
· Sterile, Disposable, Single-Use High Flow Lancets (Provided by NYSDOH TP)
· 903 “Protein Saver” Dried Blood Spot Card (Whatman) (Provided by NYSDOH TP)
· Desiccant Packs (Provided by NYSDOH TP)
· Zip-Locked Gas-Impermeable Plastic Bags (Provided by NYSDOH TP)
· Glassine Weigh Paper (Provided by NYSDOH TP)
· Laboratory Test Requisition Form (DOH-4463)
· Transport Boxes (to transport wet DBS cards conducted in the field) (Provided by NYSDOH TP)

SPACE WHERE TESTING IS PERFORMED
(Insert where testing will take place.)

HCV testing in nonclinical settings can be done anywhere that confidentiality of participants can be assured (e.g., private room or area) and where a specimen can be collected per minimal standards as outlined by the Occupational Safety and Health Administration (OSHA).  The setting must have a flat surface, acceptable lighting, and the ability to maintain temperatures for performing the test in the range recommended by the test manufacturer.  Participants must be able to 
stay long enough to be counseled, tested and receive their rapid test results.




ENVIRONMENTAL CONDITIONS
OraQuick® HCV Rapid Antibody Test Kits will be stored in an area with a temperature range of 2-30°C (degrees Celsius), 36-86°F (degrees Fahrenheit).
· Temperature of the test kit storage area will be taken daily (including weekends and holidays) and documented on the HCV Temperature Log.
· Notation of insert symbol (i.e., “X” or “Y/N”) or record the temperature on the temperature log indicates that upon return to the office, staff checked thermometer data log to ensure temperatures were maintained during the time of office closure (i.e., weekends, long holiday weekends, etc.).
· When using the OraQuick® HCV Rapid Antibody Test Kits, the testing environment temperature will be in the range of 15-37°C, 59-99°F.
· A thermometer will be available for each testing areas to ensure a recommended testing temperature range of 15-37°C, 59-99°F.
· Testing room temperature will be taken on days when testing is conducted and documented on the HCV Temperature Log or Patient Test Result Log for all testing sites.

HCV OraQuick® Kit Controls will be maintained in a refrigerator with a temperature range                of 2-8°C, 36-46°F.  
· Temperature will be taken daily (including weekends and holidays) and 
documented on HCV Control Storage Temperature Log.  If corrective actions 
are required, a notation will be entered and signed with date of completion.
· [bookmark: _Hlk532559581]Notation of insert symbol (i.e., “X” or “Y/N”) or record the temperature 
on the temperature log indicates that upon return to the office, staff 
checked thermometer data log to ensure temperatures were 
maintained during the time of office closure (i.e., weekends, long 
holiday weekends, etc.).
· Once opened, kit controls should be discarded after eight weeks.  If the controls 
are due to expire prior to the eight weeks, then they should be discarded upon 
expiration.  
· To ensure a valid supply of kit controls review the expiration date listed 
on the box before opening.  Once opened each box should be clearly 
labeled with the date opened and discard date (eight weeks from open 
date or the expiration date, whichever comes first).  When a box of controls 
is opened, staff should review inventory to ensure adequate supply and place 
[bookmark: _Hlk499019112]orders for additional controls as needed.

ENVIRONMENTAL/OPERATING TEMPERATURE
The operating temperature for the OraQuick® HCV Rapid Antibody Test is 15°-37°C, 59°-99°F.  The Program Director or an assigned staff person will verify the site temperature prior to testing.

To ensure that test area is within the manufacturer recommended temperature ranges, 
a thermometer will be available at all testing sites.  Temperature readings will be taken prior to testing and recorded on the Test Site Temperature Log or Patient Test Result Log.  

In the event testing area temperatures fall outside the operating temperature 59°-99°F, testing will cease, a supervisor will be notified, and test kits will be returned to the program.  Controls will be run to ensure test kit integrity prior to returning to inventory.

LIGHTING
Staff responsible for testing will ensure lighting is acceptable for testing, direct observation will provide information for corrective action, include providing additional lamps, and adjustment to natural light (blinds, curtains) appropriately. All test sites will have adequate lighting for staff to conduct testing procedures and limit the possibility for needle stick or other injury related to inadequate lighting.

WORK SURFACE
Staff conducting the OraQuick® HCV Rapid Antibody Test will verify appropriate space and a flat surface is available in each testing site.

HAND WASHING FACILITIES
Staff conducting testing will verify hand washing facilities are in close proximity or that hand sanitizer containing 70% alcohol is available.  Testing environments should ensure occupational safety from exposure as well as resources are available in case of bloodborne pathogen exposure.

CONFIDENTIALITY
Testing area will provide privacy to patients.  Physical barriers (door, curtain, etc.) will be used to prevent others from seeing or hearing testing and counseling activities.
All client data is to be stored in a locked case at the off-site testing venue (if applicable) and during transport of documents from the off-site testing venue to Insert Program Name.


QUALITY CONTROL
The OraQuick® HCV Rapid Antibody Test Kit Controls are quality control reagents 
for use only with the OraQuick® HCV Rapid Antibody Test.

Internal Quality Control: The OraQuick® HCV Rapid Antibody Test has a built-in procedural control that demonstrates assay validity.  A reddish-purple line in the Control Zone (C Zone) of the Result Window indicates that a specimen was added and that the fluid migrated appropriately through the Device.  The Control line will appear on all valid tests, if the sample is reactive or non-reactive for anti-HCV (Refer to Test Results and Interpretation Section).

External Quality Control: The OraQuick® HCV Rapid Antibody Test Kit Controls are human plasma based reagents.  The Kit Controls are specifically formulated and manufactured to ensure proper performance of the test.  The HCV Positive Control will produce a reactive reddish-purple line at the Test (T) Zone.  The HCV Negative Control will generate a non-reactive test result (no reddish-purple line at the Test (T) Zone).  Use of kit control reagents manufactured by any other source will not meet the requirements for an adequate quality assurance program for the OraQuick® HCV Rapid Antibody Test.

Run the External Controls under the following circumstances:
· Each new operator prior to performing testing 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 kit storage area falls outside of 2-30°C, 36-86°F,  
· If the temperature of the testing area falls outside of 15-37°C, 59-99°F, and
· At periodic intervals (minimum monthly) based on testing volume, as dictated by the Laboratory Director.  (Include intervals defined by the Agency)  

· Additional manufacturer guidance on frequency of running external controls based on test volume: In addition to the specific circumstances listed above, testing sites should determine the optimal frequency for running controls based on test volume.  When external controls provide incorrect results, none of the tests that were run since the last control can be considered valid.  Those tested since the last control ran correctly will need to be called back for retested (unless diagnostic testing was conducted).  High volume testing sites, and especially those that offer anonymous testing, should plan to run controls more often.  Each site needs to decide how often to run controls based on its own situation and testing practices.

The CDC’s original guidelines recommend facilities that test 25 or more subjects a day should run controls every day.  Low volume sites, such as those testing fewer than 25 subjects per month, should run external controls every two to four weeks at a minimum.  Controls should be run more often if new lots or shipments are opened or if storage or testing temperatures fluctuate.

If control kit fails during testing of the control, Insert Staff Person/Title will repeat test 
using a new test device, developer solution vial and control specimen.  (Ensure 
documentation and notification of determined staff within agency.)

If control kit does not perform a second time, Insert Staff Person/Title will 
discontinue testing and contact the Laboratory Director and OraSure Technologies Representative (1-800-ORASURE or 1-800-672-7873).

DOCUMENTATION OF CONTROLS:
The following will be documented on the HCV Rapid Antibody Quality Control (QC) Log:
· Date and time of control testing,
· Lot number and expiration date of test kit,
· Lot number and expiration date of controls,
· Control results, 
· Staff who performed the controls, and
· Corrective action taken if control were unacceptable.



TRANSPORTING TESTING SUPPLIES	Comment by Martha Gohlke [2]: This section can be deleted if not applicable (not testing off-site)
(Insert agency policy on transporting test kits and confidential client data off-site, sample template below.) 
[bookmark: _Hlk158810247]Insert Program Name will provide the OraQuick® HCV Rapid Antibody Test in various 
off-site venues:
· Community Events – in a Limited Service Laboratory (LSL) approved room temperature space.  (*Staff must ensure that a valid copy of the LSL Registration Certificate is present during off-site testing.)
· Other organizations/agencies’ buildings meeting the protocol for HCV Rapid Antibody Testing established in this manual.

OraQuick® HCV Rapid Antibody Test Kit Controls will be stored in a cooler with ice pack and a thermometer to ensure the temperature remains within the limits of the acceptable range of 2°-8°C, 36°-46°F. 

OraQuick® HCV Rapid Antibody Test Kits will be stored in a transportable container with a thermometer to ensure the temperature is within the limits of the acceptable storage temperature of 2°-37°C, 36°-86°F.
	
OFF-SITE TESTING ENVIRONMENT
Staff member(s) conducting OraQuick® HCV Rapid Antibody Test will establish test                     area readiness including:
· Monitoring the environmental/operating temperature,
· Ensuring proper lighting,
· Ensuring proper work surface,
· Ensuring hand washing facilities or hand sanitizer with 60% alcohol are available, 
· Removing the OraQuick® HCV Rapid Antibody Test Kit(s) from the cooler; ensuring the test kit(s) comes to room temperature before opening and using.

For Programs conducting controls off-site:
· Ensuring that an external control has been run according to the manufacturer’s instructions.
· Ensuring expected quality control results and recording them.  Taking corrective action pursuant to a pre-established plan (if quality control results generated do not yield expected results).

TRANSPORTING OF CLIENT DATA
· All client data is to be stored in a locked case at the off-site testing venue (if applicable) and during transport of documents from the off-site testing venue to Insert Program Name.


SPECIMEN COLLECTION AND TESTING PROCEDURE
The OraQuick® HCV Rapid Antibody Test can be used for testing fingerstick whole blood specimens and venipuncture whole blood specimens.   Below are instructions for testing with fingerstick whole blood. Refer to the OraQuick package insert if using the rapid test kit in conjunction with venipuncture or for more detailed instructions.

FINGERSTICK WHOLE BLOOD PROCEDURE

1. [image: 5_6 image]Using an antiseptic wipe, clean the finger of the person being tested.  Allow the finger to air dry.  Using a sterile lancet, puncture the skin just off the center of the finger pad.  Hold the finger downward and apply gentle pressure beside the point of the puncture.  Avoid squeezing the finger to make it bleed (see picture 5).  Wipe away the first drop of blood with a sterile gauze pad and allow a new drop of blood to form.
2. [image: 7_8 image]Obtain an unused Specimen Collection Loop by the handle (see picture 6).  Place the rounded end of the Loop on the drop of blood (see picture 7) and verify that the Loop is completely filled with blood (see picture 8).  NOTE:  If the Loop is dropped or comes in contact with any other surface, discard it in a biohazard waste container.  Obtain a new Loop for the collection of the blood specimen.  
GENERAL TEST CLEAN-UP
1.	Dispose of the used test materials and gloves in a biohazard waste container.
2.	When using gloves, change your gloves between each test to prevent contamination. 
3.	Use a freshly prepared 10% solution of bleach to clean up any spills.

TEST RESULTS AND INTERPRETATION OF TEST RESULT

Refer to the Result Window on the Test Device.

REACTIVE 
A test is Reactive if:
- A line appears in the C Zone and a line appears in the T Zone.  Lines may vary in intensity.  The test is reactive regardless of how faint these lines appear (see pictures 21, 22 and 23). 
[image: ][image: ]






A Reactive test result means that HCV antibodies have been detected in the specimen.  Patient is presumed to be infected with HCV.

Individuals with a reactive result in the OraQuick® HCV Rapid Antibody Test should 
undergo appropriate clinical follow-up, according to CDC recommendations for 
supplemental testing.

NON-REACTIVE 
[image: ]A test is Non-Reactive if:

- A line appears in the C Zone and NO line appears in the T Zone (see picture 24). 

A Non-Reactive test result means that HCV antibodies were not detected in the specimen.  Patient is presumed not to be infected with HCV.
[image: ]
INVALID 
A test is Invalid if:
	•	NO line appears in the C Zone (see picture 25), or
	•	a pink background obscures the results during the 20- to 40 minute read times see picture 26), or
	•	any partial line on one side of the C or T Zones (see pictures 27 and 28).

An Invalid test result means that there was a problem running the test, either 
related to the specimen or to the Device.  An Invalid result cannot be interpreted.  Repeat the test with a new Pouch and a new specimen.  Contact OraSure Technologies' Customer Service if you are unable to get a valid test result upon repeat testing.

CRITERIA FOR CORRECTIVE ACTION
· Test Device is expired.
· Test Device not packaged with absorbent package.
· Area being tested does not fall between 15°C-37°C, 59°F-99°F.
· Reading test results earlier or later than 20 minutes or later than 40 minutes.


COUNSELING MESSAGES 
FOR PATIENTS WHOSE TEST RESULTS ARE NON-REACTIVE staff will tailor appropriate HCV risk reduction messaging.  This will also include information on the need for repeat testing if the HCV exposure was recent.  Staff will also provide referrals to in-house prevention and health care programs and/or other community-based service organizations. 

For patients whose test results are Non-Reactive, staff will:
· Inform patient he/she is probably not infected with Hepatitis C.
· Encourage retesting if individual engaged in risk behavior in the last 6 months. 
· Remind patient that non-reactive results do not protect from getting HCV in the future.
· Provide basic liver and hepatitis education.
· Ensure that the patient has accurate information about steps necessary to prevent infection.
· Elicit and correct misperceptions about HCV transmission risk and address strategies for prevention of other sexually transmitted or bloodborne infections. 
· Ensure that the patient knows where and how to obtain more information and services.
· Assess the need for and provide, or make referrals for, other prevention services.

FOR PATIENTS WHOSE TEST RESULTS ARE REACTIVE When using the HCV rapid antibody test, a reactive result requires HCV diagnostic testing (HCV RNA) to confirm or rule out active HCV infection.  Upon receiving a reactive rapid result, the tester will collect a blood sample for Dried Blood Spot (DBS) RNA analysis through Wadsworth Bloodborne Viruses Laboratory.  A specimen will be drawn and processed following established specimen collection, preparation, and storage included below.  The patient will be given a follow-up appointment to receive the results.  

[bookmark: _Hlk158721626]For patient whose test results are Reactive, staff will:
· Offer patient immediate access to HCV diagnostic testing with dried blood spot collection. 
· Provide psychological support and referral for additional counseling, if required.
· Provide basic liver and hepatitis education.
· Ensure that the patient knows where and how to obtain more information and services.
· Assess the need for and provide, or make referrals for, other prevention services.
· Ensure that the patient has accurate information about steps necessary to prevent transmission.
· Elicit and correct misperceptions about HCV transmission risk and address strategies for prevention of other sexually transmitted or bloodborne infections.
· Track medical referral appointments and document outcomes in the participant file and in AIRS.

[bookmark: _Hlk4408013]Insert Program Name has an existing service/referral linkage for medical care with Insert Name of Referral Locations.  A resource guide will be maintained of other HCV providers in the community.

HCV RNA CONFIRMATORY TESTING WITH DRIED BLOOD SPOT COLLECTION THROUGH THE BLOODBORNE VIRUSES LABORATORY AT THE WADSWORTH CENTER
A dried blood spot (DBS) is collected by fingerstick and is an alternative to venipuncture for collecting blood. After performing a fingerstick, drops of blood are placed on a specialized collection card and then air dried before shipping to the Bloodborne Viruses Laboratory at the Wadsworth Center for analysis.

PATIENT ELIGIBILITY FOR RNA WITH DRIED BLOOD SPOT COLLECTION
The hepatitis C dried blood spot test can be used to confirm a current hepatitis C infection for a patient with a reactive (or preliminary positive) antibody test result.

Wadsworth Laboratory allows for a dried blood spot to be collected without performing the rapid hepatitis C antibody test first for high-risk clients who meet any of the following conditions:
· Previously documented HCV antibody reactive test in the medical record;
· Receives services at a Syringe Services Program;
· Current injection drug user;
· Receives treatment for opioid use disorder or medication for opioid use disorder; or
· Previously diagnosed or treated for HCV infection.
Note: Serum or plasma samples obtained by venipuncture submitted to Wadsworth Laboratory for RNA confirmatory must have a reactive HCV rapid antibody test result prior to sending to Wadsworth Laboratory.	Comment by Hotaling, Jeff (DOH): If your agency does not do phlebotomy for HCV diagnostic testing, this bullet can be deleted.

PREPARATION OF DBS FROM A FINGERSTICK 
· Set-up testing area to perform the HCV rapid antibody test and to prepare the DBS card.
· Put on gloves (have an assortment of sizes for staff conducting testing). 
· Label Whatman 903 filter paper card with patient’s name and date of collection.  Some programs are also required to label the card with the client TCID number (i.e., TCID from AIDS Institute Reporting System (AIRS); no personal identifiers can be used)).
· Follow the instructions on the DBS card on how to expose the filter paper (i.e., four blood collection circles).  Handle the filter paper by the edges to avoid cross-contamination.  
· Review testing process with patient and move to select a finger to perform the fingerstick.  Avoid fingers that are bruised, swollen, scarred or covered with a rash.  Best options are the 3rd (middle) and 4th (ring) fingers.  Massage to warm the finger and increase blood flow by gently squeezing from hand to fingertip 5-6 times.
· Thoroughly clean the selected finger with 70% isopropyl alcohol wipes and dry with a sterile gauze or air dry.
· Use a sterile, disposable single-use lancet to puncture the skin to the side of the fingertip.  Do not use the center of the fingertip.  Hold the lancet firmly to the puncture site and do not remove until the device clicks.  Dispose of lancet in a sharps container. 
· Wipe away the first drop of blood with a sterile gauze and discard in a biohazard receptacle or sharps container.
· With the finger extended, allow a large, hanging, drop of free-flowing blood to accumulate at the puncture site. 
· Allow the drop to free fall onto the filter paper within the designated circle.  If the drop will not free fall, touch the filter paper to the edge of the drop, allowing the blood to be drawn into the card by capillary action.  Do not touch the patient’s finger to the DBS card. 
· Then, allow another large drop to form at the puncture site and collect this drop    in the next circle. 
· Do not layer successive drops of blood on top of each other.
· Continue to collect drops in the same manner, completely filling all four circles on the card, or as many as possible until the wound ceases to bleed.  
· If the wound stops flowing before sufficient blood has been collected, the wound may be massaged very gently to encourage blood droplets.  Do not squeeze the wound to obtain more blood. 
· If the specimen collection is incomplete and no more blood is being produced from the initial puncture wound, this procedure may be repeated on the adjacent finger with patient consent. 

· Supply the patient with gauze to stop the bleeding and a band-aid to cover the puncture site. 
· For programs testing high impact/ high risk patients DBS collection can be done at the same time as the rapid test collection, or in lieu of the rapid test if they meet one of the criteria for high-risk patients.
· DBS cards for individuals with a REACTIVE HCV rapid antibody test should be properly dried (see below) and submitted to the BVL for HCV RNA testing.  DBS cards for individuals with a non-reactive test should be promptly discarded in a biohazard container.

DRYING DBS CARDS
· It is recommended to dry all DBS card for at least four hours, though preferably overnight.
· Slightly bend card away from cover and place card on a flat surface to dry.
· Do not use an external heat source to dry the DBS card. 
· When dry, the spots will appear a dark brown color and no areas of red coloration should be seen.
· Transport boxes lined with glassine paper are available for transporting wet DBS cards prepared in the field. 

STORING DBS
· Once cards are completely dry, fold the cover at the crease so it lays over the spots and tuck it into the flap.  
· For programs required to utilize the TCID number from AIRS, ensure the client TCID from AIRS is labeled on the DBS card.
· Place the card(s) into a low-gas impermeable zip-lock bag. 
· Up to 12 cards can be stored in one bag.  DBS cards should be stacked and separated by a sheet of glassine weigh paper between each card.  
· Add 5 desiccant packs to the zip-lock bag to remove any residual moisture.  
· Press as much air out of the bag as possible and seal it shut.  
· Store sealed bags at room temperature, away from direct sunlight, no longer than ENTER TIME FRAME.  DBS cards need to arrive at Wadsworth Bloodborne Viruses Laboratory no later than 15 days after collection. You will need to ensure enough time for the US Postal Service to deliver to Wadsworth Laboratory.	Comment by Gohlke, Martha A (HEALTH): Enter your agency's defined time frame to have staff package and send DBS cards to Wadsworth.  You may need to include enough time to enter into your electronic health or data collection platform(s) (eg, AIRS)





COMPLETING THE TEST REQUISITION AND REMOTE ORDER ENTRY	Comment by Hotaling, Jeff (DOH): Your agency's workflow may vary.  Describe your workflow for completing, reviewing, and shipping the requisition form with the DBS card.
Each DBS card needs a corresponding Wadsworth Laboratory Infectious Diseases Requisition form (DOH-4463) in order to be processed at Wadsworth Laboratory.  Insert Staff Name or Title will be responsible for accurately completing the Infectious Diseases Requisition form (DOH-4463), whether it be by paper or electronically using Remote Order Entry (ROE). To minimize errors on the Infectious Disease Requisition (DOH-4463), the form should be completed and submitted online utilizing Remote Order Entry system on the NYSDOH Clinical Laboratory Information Management System (CLIMS) application.	Comment by Gohlke, Martha A (HEALTH): Contact the NYSDOH Testing Program if you need assistance with Remote Order Entry
hepatabc@health.ny.gov
Information on the DBS card and the test requisition form must match.  A missing DOH-4463 (or missing ROE) or incomplete or conflicting information can lead to a card being unsatisfactory for testing. 
Once completed, the paper Infectious Diseases Requisition form (DOH-4463) or the ROE shipping manifest will be given to Insert Staff Name or Title for shipping along with the DBS card.

SHIPPING DBS CARDS TO THE WADSWORTH BLOODBORNE VIRUSES LABORATORY
Ship the bag(s) of DBS cards in an envelope (or box) large and secure enough to mail via United States Postal Service or your preferred carrier.  Send to:
· Bloodborne Viruses Laboratory
David Axelrod Institute
Wadsworth Center - NYSDOH
120 New Scotland Avenue
Albany, NY 12208

PROCEDURE FOR RETRIEVING AND REPORTING RNA RESULTS
Retrieve HCV RNA test results electronically from the Health Commerce System (HCS).  Ensure appropriate agency staff have access to the Clinical Laboratory Information Management System (CLIMS) on the HCS.
· Create a plan with patient to return for the test result.
· Schedule appointment with patient to return for the HCV RNA result.
· Follow-up with patients if they do not keep their appointments to confirm diagnosis. 
· If result is UNDETECTABLE (NEGATIVE):
· [bookmark: _Hlk532477655]Authorizing Physician or Staff Person/Title will provide the patient with an undetectable result at an informal or formal medical visit.  A copy of the result will be given to the patient.  
· Counseling messages will be utilized that are appropriate for an individual with an undetectable status. The patient will also be counseled to avoid potential exposure to HCV. 

· If result is DETECTABLE (POSITIVE):
· [bookmark: _Hlk499019678]The Authorizing Physician or Staff Person/Title will provide the patient with a detectable result at an informal or formal medical visit.  A referral to Insert Referral Agency’s Name will be provided to the patient.  See section REFERRAL FOR MEDICAL CARE AND TREATMENT EVALUATION.  
· Counseling messages will be utilized that are appropriate for an individual with a DETECTABLE status, including vaccination for Hepatitis A and B and abstinence from drinking alcohol.


COMMUNICABLE DISEASE REPORTING
· (Insert agency policy and procedure on communicable disease reporting.)	Comment by Gohlke, Martha A (HEALTH): Reporting of suspected or confirmed communicable diseases is mandated under the New York State Sanitary Code (10NYCRR 2.10). Although physicians have primary responsibility for reporting, school nurses, laboratory directors, infection control practitioners, daycare center directors, health care facilities, state institutions and any other individuals/locations providing health care services are also required to report communicable diseases.
Reports should be made to the local health department in the county in which the patient resides and need to be submitted within 24 hours of diagnosis. However, some diseases warrant prompt action and should be reported immediately to local health departments by phone. A list of diseases and information on properly reporting them can be found under Communicable Disease Reporting Requirements.
For more information on communicable disease reporting, call your local health department or the New York State Department of Health's Bureau of Communicable Disease Control at (518) 473-4439 or, after hours, at 1 (866) 881-2809; to obtain reporting forms (DOH-389), call (518) 402-5012. In New York City, call 1 (866) NYC-DOH1 (1-866-692-3641) for additional information. Health care personnel in New York City should use the downloadable Universal Reporting Form (PD-16); those belonging to NYC MED can complete and submit the form online.

REFERRAL FOR MEDICAL CARE AND TREATMENT EVALUATION
If the HCV RNA result is positive (detected), the patient must be provided a referral for HCV medical care and treatment evaluation.  
· A written release will be obtained and HCV RNA positive patient will be referred to Insert Referral Agency’s Name for HCV medical care and evaluation. 
· If HCV RNA is positive/detected and patient indicates a primary care provider, a written release can be obtained and patient may be referred to primary care provider for a follow-up appointment.
· All referral appointments will be tracked to determine if patient attended their appointment for medical care and treatment evaluation.  

OCCUPATIONAL SAFETY—BLOODBORNE PATHOGEN EXPOSURE
· Handle specimens and materials in contact with specimens as if capable of transmitting infectious agents.
· Wear disposable gloves while handling and testing blood specimens.  Change gloves and wash hands thoroughly after performing each test.  Dispose of used gloves in a biohazard waste container. 
· Always observe and adhere to Bloodborne Pathogen/Universal Precautions and agency Exposure Control Plan.  Agency Exposure Control plan should be attached as an addendum or provide direction on where staff can locate it. 

RECORDKEEPING
Recordkeeping is an important part in laboratory testing, showing that the HCV rapid antibody test was performed properly and all required steps were completed.
· Storage Temperature Logs will be maintained and recorded daily for test kits and controls (i.e., both refrigerated and unrefrigerated).
· Testing Room Temperature Logs will be maintained and recorded on days when testing occurs at all sites.  Documentation of temperature readings can be maintained on a separate log for each testing site and/or on the master patient log at the time of testing.  
· Control Logs will be maintained and controls will be run per manufacturer recommendations.  Logs must include the time, date, staff person running and reading the control, the kit lot number and expiration date, the control lot number and expiration date, results, and corrective action taken if control was unacceptable.
· Insert - Log books, Electronic medical records or Patient’s charts will be used to maintain and track point of care testing information.  Required elements will include the kit lot number and expiration date, date test performed, test result and staff who performed the test.  (See guidance below)  
· For ease of monthly aggregate data collection and reporting, a sample patient log is available for tracking of results and basic demographics to meet NYS LSL and HCV RTP reporting requirements.
· All temperature, control and patient logs will be reviewed at minimum monthly 
by Insert Staff Name or Title. 
· Annual review of all HCV LSL logs, testing records, staff competency reviews, and policy and procedures will be conducted by the Laboratory Director.

DATA ENTRY	Comment by Gohlke, Martha A (HEALTH): This section of your policy should specify the data collection and testing documentation requirements of your program, including who is responsible and by when.  

If entering data in the AIDS Institute Reporting System (AIRS), the client’s TCID for the DBS card cannot be obtained without completing the client intake in AIRS first.

If you have questions about your program’s data collection requirements, please contact staff at The HCV Testing Program.
Patient testing documentation will be entered into agency data collection systems by Insert Staff Title no later than Insert # of days from date of collection.  

Patient testing data is submitted monthly to the New York State Department of Health (eg, AIRS or HCVTestNY).  Insert Staff Title will respond to feedback from the NYSDOH HCV Testing Program staff on a routine basis or as needed.


Laboratory Director Signature: ____________________________	Comment by Gohlke, Martha A (HEALTH): Laboratory Director should sign policy.  Policy should be reviewed annually


Date Reviewed: __________________
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