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INTRODUCTION TO HIV CTL 
HIV Counseling, Testing & Linkages (CTL) is an intervention for persons at risk for HIV designed to offer in-depth, one-on-one information, education, referrals, prevention counseling and HIV antibody testing to clients who have not previously tested positive for HIV.  
The primary goals are to:

Provide HIV information, and HIV education in a client-centered manner, based on a harm reduction model
Help clients identify risk behaviors, their HIV serostatus, and an HIV prevention or risk reduction plan

Provide appropriate referrals, linkage to services, and support to maintain a risk reduction plan

HIV CTL has 8 core elements XE "Core elements of HIV CTL" :

1. It is completely voluntary and can only be delivered after informed consent is obtained

2. Information and education are provided regarding: HIV transmission risk, prevention, the testing mechanism, test results, the window period, and where to obtain more information or supportive services

3. Client-centered counseling as a guideline for assessing client’s readiness for change, self efficacy and other needs

4. Unambiguous and easily implemented standards for sobriety and assessment of competency to provide informed consent
5. An FDA approved testing technology: rapid testing, OraSure or venipuncture

6. Results are delivered in a supportive fashion and in a way that is understandable to the client
7. Referrals are appropriate and clients are provided with assistance in making linkages, and 

8. Referrals and linkages are tracked.

Only counselors or technicians who are trained and certified through a State-sanctioned training program can provide CTL services in San Francisco. Currently, counselor and technician training is provided through AIDS Health Project.  The course of training adheres to a state approved curriculum to ensure consistent, up-to-date and accurate information is available to all clients. Furthermore, all counselors employing rapid testing (RT) in their counseling sessions are trained and certified for single-session counseling, as required by the State Office of AIDS.

This document outlines site-specific guidelines and Continuous Quality Improvement measures for conducting HIV CTL, and serves as a supplement to the California DHS/OA HIV Counseling and Testing Guidelines, as well as the DHS/OA guidelines for Rapid HIV Testing in Counseling and Testing Settings (October 2003), in addition to the other requirements and standards that come with participation in the San Francisco HIV CTL Network (for more information, see page 4).  
Continuous Quality Improvement (CQI) XE "Continuous Quality Improvement:definition"  refers to planned and systematic activities designed to ensure that services are being delivered effectively and that errors are detected and corrected to avoid adverse outcomes.  Continuous Quality Improvement activities are applied to all aspects of service delivery, including both counseling and testing procedures.  

Continuous Quality Improvement guidelines contained in this document are specific to the site named, and focus primarily on Continuous Quality Improvement procedures for OraQuick Advance rapid HIV testing, as well as any conventional testing available on-site.  Guidance regarding Continuous Quality Improvement for other aspects of HIV counseling and testing activities is available in DHS/OA HIV Counseling and Testing Guidelines (1997). 
INTRODUCTION TO THIS DOCUMENT

This plan is intended to be a living document.  HIV testing is a dynamic and constantly changing field, and as new technologies, improved procedures, or more developed policies are incorporated into the CTL program at [Site], this plan will be altered to reflect that.  All HIV testing sites that are part of the San Francisco HIV CTL Network have similar plans, helping to ensure an excellent and comparable standard of care no matter where an individual seeks an HIV test in San Francisco.

As a part of the San Francisco AIDS Office HIV CTL Network, [Site] is required to follow all local, state, and CDC guidelines for HIV CTL, including but not limited to XE "Guidelines:required for sites in the SF CTL Network" :

1. CDC Revised Guidelines for Counseling, Testing, and Referral Standards and Guidelines (2001)

2. California Department of Health Services, Office of AIDS, HIV Counseling and Testing Guidelines (1997)

3. HIV Prevention Section, HIV Counseling, Testing and Referral Policies and Procedures

4. CDC’s Quality Assurance Guidelines for Testing Using the OraQuick Rapid HIV-1 Antibody Test (2003)

5. California Department of Health Services, Office of AIDS, Supplement to the HIV counseling and Testing Guidelines (2004) – OraQuick Rapid HIV Testing Guidelines:  Policies, Procedures and Quality Assurance
This document offers a comprehensive and detailed explanation of HIV CTL as it exists currently.  It is intended to combine the myriad of guidelines and requirements normally found in many different locations.  Someone new to the CTL program at [Site] should be able to read this plan and understand the ins-and-outs of HIV testing here.  However, it also is intended to function as a reference for more experienced testers and counselors, when special circumstances or questions arise.  For this purpose, an alphabetical index is included at the back of this document.
First, there is an explanation of the fundamentals of the HIV CTL program at [Site].  Following that is more detailed descriptions of the types of HIV testing currently available.  Next is an account of the intended clinic flow of this site – how clients should experience the services once they arrive.

The next section details HIV CTL procedures.  There are two parts, one for rapid testing and one for conventional testing.  Each part is intended to be stand-alone and does not rely on or refer to information in the other.

The third section describes laboratory requirements and services as they apply to HIV testing at [Site], and some information about laboratory safety.

Finally, there is an extensive section on Continuous Quality Improvement, or CQI (sometimes referred to as Quality Assurance or QA).  This details at length who at [Site] is responsible for each element of the HIV testing program here, and provides a series of corrective actions that may be taken if needed at any time.
This document should be reviewed periodically to ensure that it is kept up to date and that the program is continuing to align with the plan, which has been carefully thought out and should be followed closely.
Staff at the San Francisco AIDS Office are available to provide technical assistance XE "Technical Assistance"  at any time.  Their contact information, as well as key emergency contacts, can be found on the following page and should be utilized whenever necessary, to ensure that the HIV CTL program at [Site] continues to run smoothly and with the highest quality.
EMERGENCY CONTACTS  XE "Contacts:Emergency" 
 XE "Emergency Contacts" \t "See Contacts" 
	Position
	Name
	Phone Number

	Medical Director
	[Enter name and/or position here]
	[Enter contact here]

	CTL Coordinator
	[Enter name and/or position here]
	[Enter contact here]

	Lab Manager
	[Enter name and/or position here]
	[Enter contact here]

	CQI/QA lead
	[Enter name and/or position here]
	[Enter contact here]

	Fire emergency
	[Enter name and/or position here]
	[Enter contact here]

	Medical emergency
	[Enter name and/or position here]
	[Enter contact here]

	Biohazard exposure
	SFDPH Occupational Infectious Diseases Program
	24-hour Needlestick Hotline 
415-429-4411


AIDS OFFICE CONTACTS XE "Contacts:AIDS Office" 
 XE "AIDS Office Contacts" \t "See Contacts" 
	Position
	Name
	Phone Number

	HIV CTL/DAPS  Program Manager
	Teri Dowling
	415-554-9167

	Coordinator for HIV CTL Evaluation & QA
	Shelley Facente
	415-554-9136

	Training Coordinator 
	Maria Homar
	415-437-4694

	Supplies Coordinator
	Alice Heimsoth
	415-554-9033

	Coordinator for Linkages
	Omar Menendez
	415-703-7280

	Hepatitis C Testing Coordinator
	Ju Lei Kelly
	415-554-9116


AIDS Office fax number (please include a cover sheet):  415-934-4868
FUNDAMENTALS OF HIV CTL AT [Site]
[Site] provides [confidential/anonymous] HIV Counseling, Testing & Linkages [insert schedule/location here].
Procedure

[Briefly describe here the staffing pattern, hours of testing, and target population for HIV CTL services at your site.  Who will be offered testing?  What priority will be given?  Will it be drop-in or by appointment? Will donations be requested?  etc.]
Confidential CTL XE "Confidential CTL:definition" 

 XE "Fundamentals of CTL:confidential" 
Confidential testing refers to HIV antibody testing services in which personal identifiers are known to persons providing the services, and positive results are reported to the San Francisco Department of Public Health in accordance with state reporting requirements. To ensure confidentiality, HIV CTL forms and results are always kept in a locked file .
 XE "Confidential CTL:site-specific procedures" [Add information here about your site-specific procedures relating to confidential testing, if you will be offering it.  If you will not, include information about how you will refer someone to a confidential test site should they desire this type of test.]
Anonymous CTL XE "Anonymous CTL:definition" 

 XE "Fundamentals of CTL:anonymous" 
Anonymous testing refers to HIV antibody testing services in which personal identifiers are not recorded nor associated with the counseling or test results.  Written results cannot be provided under any circumstances.  Positive results are not reported to the health department.
 XE "Anonymous CTL:site-specific procedures" [Add information here about your site-specific procedures relating to anonymous testing, if you will be offering it.  If you will not, include information about how you will refer someone to an anonymous test site should they desire this type of test.]
Voluntary CTL XE "Fundamentals of CTL:voluntary" 
All HIV CTL will be completely voluntary and clients have the right to decline HIV CTL at anytime during the process, or any part of the process, including during initiation of HIV test, risk assessment, testing/specimen collection, disclosure counseling, or referral services.  A test will not be provided if the counselor determines that the client is not there for testing under his/her own free will.
Culturally Appropriate CTL XE "Fundamentals of CTL:culturally appropriate" 
All HIV CTL services will be culturally appropriate to the population being served.  This includes sensitivity to ethnicity, gender, sexuality, age, literacy, language, cognitive levels, and other similar factors that affect the experience of the target population.  All written client materials with reference to CTL must meet these standards of cultural appropriateness, and be provided in [insert languages as appropriate to your site’s client populations].  In the event that services and materials cannot be provided in the primary language of a client, [insert here your site’s plan for interpreter services so that the needs of these clients can be met].  In the event that a client is illiterate, [insert here your site’s plan for providing information and services to illiterate clients].

Sobriety Standards for HIV CTL XE "Sobriety standards" 

 XE "Fundamentals of HIV CTL:sobriety standards" 
[Include detailed information here about the policies for your site regarding clients who appear to be under the influence of alcohol or drugs at the time of testing.  What criteria should a counselor use to determine whether the client is able to provide informed consent (and therefore whether they should provide services)?  What should the counselor do if someone comes for a test who is unable to provide informed consent due to lack of sobriety?  What action should they take if the person becomes belligerent or violent?]
Ability to Provide Informed Consent for HIV CTL XE "Fundamentals of HIV CTL:ability to provide informed consent" 

 XE "Informed Consent:ability to provide" 
In addition to meeting [Site’s] standards for sobriety, there are other important considerations to determine whether a client is able to provide informed consent.  These include whether they are being coerced to test against their will, whether they are coherent and appear mentally stable, and whether they are capable of understanding the vital details of HIV testing before agreeing to participate, for example.  [Include detailed information here about the other client circumstances that could inhibit a client’s ability to provide informed consent at your site.  What exactly should counselors do if they encounter someone who they believe cannot provide informed consent?]

Other Limitations to Provision of HIV CTL XE "Fundamentals of HIV CTL:other limitations to provision" 
[Include detailed information here about the other circumstances under which HIV CTL should not be provided or should be discontinued for a client at your site (i.e. aggressive behavior).  What should the counselor do if one of these situations arise?]
HIPAA Standards / Release of Information XE "Fundamentals of HIV CTL:HIPAA standards / release of information" 

 XE "HIPAA Standards" 

 XE "Release of information" 
[Although collection of information via the HIV6 forms does not constitute a medical record and require HIPAA release forms to be signed, circumstances at your site may make HIPAA extremely relevant.  Include here any site-specific information about HIPAA and release of information as needed.]
TYPES OF HIV TESTING
Currently, there are four possible ways that a person in San Francisco can test for HIV antibodies.  [Site] will provide [enter options available here] and will make referrals to other sites if [enter remaining options] are desired.
OraQuick Advance Rapid Testing, with an oral fluid sample  XE "Rapid Testing:oral fluid" 
“Oral rapid testing” refers to the OraQuick Advance Rapid HIV-1 / 2 Antibody Test, in which the test kit is used to collect a specimen of oral mucosal transudate (OMT).  Test results are available within 20 minutes (but not more than 40 minutes) of specimen collection.  If an OraQuick rapid test is reactive for HIV antibodies, it is considered a preliminary positive result, and must be followed immediately with another rapid test using a fingerstick whole blood sample.  Regardless of the results of that fingerstick test, a venipuncture confirmatory sample must be collected and sent to [specify the laboratory your site uses for confirmation] for confirmation.  [If your site does not offer this type of testing, include information about the referral site you use for this service, instead of information about your own site’s processes].
OraQuick Advance Rapid Testing, with a fingerstick whole blood sample XE "Rapid Testing:fingerstick whole blood" 

 XE "Types of HIV testing:OraQuick Advance (rapid testing)" 
“Fingerstick rapid testing” refers to the OraQuick Advance Rapid HIV-1 / 2 Antibody Test, in which a lancet is used to collect a drop of blood from the finger, which is then tested.  As with the oral sample, test results are available within 20 minutes (but not more than 40 minutes) of specimen collection.  If an OraQuick rapid test is reactive for HIV antibodies, it is considered a preliminary positive result, and a confirmatory sample (usually venipuncture, with OraSure as a less preferred backup) must be collected and sent to [specify the laboratory your site uses for confirmation] for confirmation.  [If your site does not offer this type of testing, include information about the referral site you use for this service, instead of information about your own site’s processes].
OraSure XE "OraSure" 

 XE "Types of HIV testing:OraSure" 
OraSure refers to the oral specimen collection device used for conventional testing in San Francisco.  Samples are sent to [specify the laboratory your site uses] and tested for HIV-1 antibodies using an ELISA and Western Blot or Immunofluorescent Assay (IFA) for confirmation of positive results.  Results from this test are usually available [specify length of time it normally takes to get results at your site].  [If your site does not offer this type of testing, include information about the referral site you use for this service, instead of information about your own site’s processes].
Venipuncture XE "Venipuncture" 

 XE "Types of HIV testing:venipuncture" 
Venipuncture refers to the collection of a vial of blood by a State-certified phlebotomist, which is then sent to [specify the laboratory your site uses] and tested for HIV-1 antibodies using an ELISA and Western Blot or Immunofluorescent Assay (IFA) for confirmation of positive results.  Results from this test are usually available [specify length of time it normally takes to get results at your site].  [If your site does not offer this type of testing, include information about the referral site you use for this service, instead of information about your own site’s processes].
CLINIC FLOW XE "Clinic Flow" 
Initiation of Services XE "Clinic flow:initiation of services" 
[Describe here how you will obtain clients for HIV CTL.  Will it be drop-in?  By appointment?  How will this be handled at your site?  When the client arrives for a test, who is the first person they will see?  How will the counselor be alerted that someone is there to test?  Where will they go to begin obtaining informed consent?]  

Rapid Test Specimen Collection XE "Clinic flow:rapid test specimen collection" 
In the event that a client is being seen for a rapid test, [describe here the way that the specimen will be collected after informed consent is obtained.  If it is oral testing, will it be done in the counseling room by the counselor (who must also be a trained technician) and then walked to the lab area?  Or will all rapid testing clients be walked to the lab area to have the sample collected?  If so, will the counselor stay with the client for the time they are in the lab, or wait outside?  Who is responsible for running the test and reading the result within the 20-40 minute window? etc.]
Disclosure and End of Session XE "Clinic flow:disclosure and end of session" 
[Describe here how results will be obtained by the counselor (for rapid testing) and how the session will end.  Note how the counselor should determine that the client is ready and willing to receive their result, and that they do not have any more questions.  Are there any final items the counselor should be providing to the clients at your site?  Will the client be escorted back to a main area, or will they leave on their own?  Will the counselor complete testing paperwork at that time, before seeing the next client, or will they have another client right away?  If the latter, when will they complete all the paperwork from that day? etc.]  
HIV CTL PROCEDURES
Rapid Testing XE "HIV CTL Procedures:Rapid Testing" \t "See Rapid Testing"
Risk Assessment XE "Rapid Testing:risk assessment"
Information Addressed Prior to Informed Consent XE "Rapid Testing:information addressed prior to informed consent"
All clients requesting rapid HIV CTL will be counseled individually in a private, confidential counseling room.  In order to obtain informed consent, the counselor must ensure that the client has a full and accurate understanding of the following: 

· The purpose of HIV antibody testing

· The difference between anonymous and confidential testing in the State of California, especially as this relates to current HIV reporting laws

· The forms that will be completed in the course of their HIV test, and why

· The risks and benefits of HIV antibody testing

· Information regarding different HIV testing options e.g., standard vs. rapid testing

· The manner in which specimen is collected

· The timeframe of obtaining test results

· The importance of obtaining test results

· That all preliminary positive oral rapid tests must be immediately followed with a fingerstick rapid test

· What preliminary positive results indicate, and that a confirmatory specimen must be collected in that case

· What negative results indicate (taking special note of the window period)
· The accuracy of rapid HIV antibody testing

Once all aspects of the testing process have been discussed, the client will then be able to provide written informed consent [unless your site has anonymous testing - adjust as applicable].  Client must then receive the “Subject Information Pamphlet” provided for clients by the test manufacturer.   

Client-Centered Counseling XE "Rapid Testing:client-centered counseling"
Once a client has provided informed consent, s/he shall receive individualized counseling to assist her/him in determining risk factors and behavior modification goals. The majority of the risk assessment will happen after specimen collection, during the 20 minute wait for OraQuick results.
Risk Assessment client-centered counseling shall include:

· A neutral stance on the part of the counselor, and flexibility in counseling approach

· Respect for the choices a client has made and will make

· Evidence of the counselor’s ability to actively listen to what the client is saying

· Evidence of the counselor’s comfort with discussing explicit risk behaviors in the terminology most desirable for the client

· Evidence of the counselor’s understanding of harm reduction, stages of change and the continuum of risk 

· Exploration of the context of risk behaviors, such as with regard to use of substances or domestic violence 

· Clarification of misconceptions about HIV transmission

· Discussion of STDs when relevant to the client’s risk

· Discussion of the client’s readiness for testing and receipt of results
· Discussion of client’s support system after receiving the test results
· Identification of barriers and supports to behavior change

· Provision of opportunity for building skills related to risk reduction for self and others 

· No unnecessary information (i.e. health education that is irrelevant to the risks of the client)

· Focus on the counseling rather than data collection, with the recognition that complete and accurate data collection is a vital part of program planning and evaluation of CTL services.

· An individualized risk assessment to develop:

· An accurate self-perception of risk 

· Acknowledgement and understanding of the details and context of client’s risk, including all relevant co-factors for HIV risk, such as psychosocial, socioeconomic, substance use, and relationship considerations
· Provision of support by the counselor for positive steps that the client has made toward reducing risk

· Concrete, acceptable and realistic protective measures to reduce personal HIV risk

· Development of a concrete and achievable behavior-change step that will reduce HIV risk and is acceptable and appropriate to the client’s situation

· Referrals and linkages to services as needed that meet the client’s needs in the most competent and appropriate manner based on the context of their risk

More detail about client-centered counseling can be found in the Basic I and Basic II manuals provided by AIDS Health Project to every counselor who completes their training to become certified.

Post-Exposure Prophylaxis (PEP) XE "PEP" \t "See Post-Exposure Prophylaxis" 

 XE "Post-Exposure Prophylaxis (PEP)" 
If a client comes in for an HIV test and believes s/he was exposed to HIV within the last 72 hours, counselors should provide information and referrals to a Post-Exposure Prophylaxis (PEP) program.  PEP is a 28-day regimen of taking anti-viral medications as soon as possible after exposure to HIV to lower the chances of HIV infection.  Ideally, it will be started as soon as 4 hours after infection, but cannot be provided after 72 hours from infection.  PEP medications are only available with a prescription.  PEP is not usually provided to people who may have been exposed through oral sex, while all other exposures are assessed on a case-by-case basis.  Individuals who have had unprotected anal sex or shared syringes are highly recommended to take PEP.  
Clients can receive PEP at City Clinic and San Francisco General Hospital.  For City Clinic, counselors or clients can call 415-487-5538 to discuss the situation with a counselor before going to the clinic.  City Clinic will provide a two-day starter pack, and then a prescription for the remainder of the regimen.  This can be filled at any pharmacy, using insurance, paying out-of-pocket (this costs an average of $650, depending on the pharmacy) or registering at San Francisco General Hospital for a sliding scale Community Health Network prescription card (with proof of San Francisco residence and income).

If City Clinic is closed, clients should go to Urgent Care at San Francisco General Hospital. Urgent Care is located at the main campus building (1001 Potrero Avenue) in room 4J.  Urgent Care can be contacted by phone at 415-206-8052.  Hours PEP is offered at Urgent Care are 5pm – 9pm Monday – Friday and 10am – 5pm Saturdays and Sundays (when City Clinic is closed).  If Urgent Care is also closed, clients should go to the SFGH Emergency Room to access PEP as soon as possible after exposure.

[Include here any site-specific information about PEP.  What would you like your counselors to tell clients, and under what conditions should they offer PEP to clients?  What else would you like them to know about PEP?]  
Specimen Collection & Testing
Phlebotomy on-site

At all times that rapid testing occurs at [Site], someone must be on-site who is legally able to perform fingersticks and blood draws in the State of California.  [Include information here about who this will be for your site.  Is it a nurse or doctor who is readily available?  Is it a CA state-certified phlebotomist who will be scheduled for each rapid testing shift?  etc.]
 XE "Rapid Testing:specimen collection & testing" XE "Specimen Collection and Testing:rapid testing" 
Laboratory Specifications XE "Rapid Testing:laboratory specifications"
[Include information here about your site-specific procedures for collecting the specimen and running the rapid test.  Will counselors also certified as test technicians collect the sample from the client in the counseling room, then walk it to the lab area?  Or will they walk the client to the lab area to collect the sample and run the test?  Will you have separate staff members providing counseling from those collecting the specimen and running the test in the lab room? Also, what supplies will be maintained in the laboratory area (gauze, bench protectors, sharps containers, etc.)?   How will the area be secured from unauthorized entry, and how will client confidentiality be maintained?  Where will confirmatory blood draws take place?  Provide any other site-specific details here about the laboratory setup.]
Universal Precautions XE "Universal Precautions"

 XE "Rapid Testing:universal precautions" will be followed at all times in the laboratory area and during specimen collection.  For purposes of rapid testing, use of universal precautions includes:
1. All specimens and material containing specimens must be handled as if they are capable of transmitting an infectious organism.  This includes control vials, and all rapid test kits, even if used only with oral specimens.

2. During testing, certified technicians must use protective equipment such as gloves and lab coats.

3. All certified technicians must follow procedures for biohazard safety such as hand washing, use of gloves, sharps and biohazardous waste disposal, and spill containment and disinfections.

Handwashing  XE "Handwashing" 

 XE "Rapid Testing:handwashing" is a vital component of biohazard control and good lab practices.  All certified technicians will:

1. Wash hands before and after every client contact; before and after meals, breaks and the toilet; and before going home.  

2. Remove jewelry before washing hands and forearms or using hand sanitizer. Water should be a warm gentle stream and hands and wrists should be made wet.  

3. Lather hands and wrists using plenty of soap.  Hands must be kept lower than elbows so that the water runs from the least contaminated area (forearms) to the most contaminated area (fingers).

4. Wash hands, wrists and between fingers for 15 seconds using friction and rinsing thoroughly.

5. Dry hands and wrist with paper towels.

6. Turn off the faucet with a paper towel, avoiding direct contact with the contaminated faucet. 

7. If soap and water are not available, at a minimum sanitize hands with Bacdown no-rinse antimicrobial skin cleanser or a similar product.

Gloving  XE "Gloving" 

 XE "Rapid Testing:gloving" is required of all certified technicians, as a central tenet of universal precautions.  All certified technicians will:

1. Wear gloves to prevent transmission of organisms when anticipating contact with body substances or non-intact skin.

2. Wear gloves to collect oral swab samples, and when handling used test kits and vials or any other materials that have come into contact with potentially infectious fluids.

3. Remove and discard gloves after each individual task involving body substance contact. Wash hands as soon as possible after glove removal

4. Use hypoallergenic and powder free gloves for individuals who are allergic to latex or powder.  These gloves are provided at the site and are available upon request.

5. Have various sizes of gloves available and accessible to ensure a proper fit.

OraQuick Testing Procedure (to be performed only by a certified technician) XE "Rapid Testing:testing procedure" 
Preparation XE "Testing Procedure:preparation" 
1. Gather equipment.  Equipment for rapid testing includes:

a. OraQuick Advance test kit (must be at room temperature)

b. Gloves

c. Bench protector (absorbent workspace cover)

d. Blue test kit stand

e. Lab slip

f. Pen

g. Biohazard container

h. Thermometer

i. Digital clock

j. Timer (if desired)

k. If applicable, fingerstick items (specimen loop, lancet, alcohol pad, gauze, band-aid, sharps container) 
2. Examine test kit pouch for unopened, room temperature absorbent pack.

3. Record lot number and expiration date on outside of foil pouch onto the lab slip.

4. The certified technician must record his/her 4-digit technician ID number on lab slip.  If a fingerstick will be performed, this must also be the 4-digit technician ID for someone eligible to perform fingersticks.

5. Feel the test kit pouch to determine which side contains the vial of reagent.  Open only that side of the pouch.  Remove vial and set pouch aside. Open the vial gently by rocking the lid back and forth, and set it in the blue test kit stand.  
6. Remove an ID sticker from the lab slip and place it on the vial so that the unique 8-digit code is visible.
7. From the same sheet of numbers affix a sticker to the CIF and any other paperwork, which must be linked.

Specimen Collection XE "Testing Procedure:specimen collection"  XE "Specimen Collection and Testing:rapid testing" 
8. Put on gloves to collect any fingerstick or oral swab sample. 
9. Open the other side of the foil pouch and remove the test kit without touching the absorbent pad.

10. If a fingerstick sample will be collected, the test technician must also be a California certified phlebotomist, a limited phlebotomist, or be occupationally exempt (RN, MD, and some medical assistants, for example).  The first drop of blood following the fingerstick should be wiped away.  The second drop is collected with the specimen loop, which must then be stirred into the open vial.  Ensure that the vial turns pink, indicating proper addition of the blood specimen.  The lancet must be disposed of in a sharps container, and the specimen loop must be placed into the biohazard waste container.

11. If an oral sample will be collected, the technician can either collect the specimen him/herself, or instruct the client to properly collect his/her own specimen.  To collect the specimen, place the flat pad of the kit above the teeth against the outer gum. Gently swab completely around the outer gums, from left to right on both the top and bottom gums. DO NOT swab the roof of the mouth, the inside of the cheek or the tongue. 
12. After oral specimen collection, the test kit can either be inserted directly into the vial (ONLY if the technician collected the oral sample) or can be placed by the client or technician back into the foil pouch.  The technician then must remove it from the foil pouch when ready, and place it in the opened test kit vial.  Once an oral specimen is collected, the test kit must be inserted into the vial within 10 minutes, and cannot be transported in any way outside of the foil pouch.  

13. Carefully insert the test kit into the vial.  DO NOT touch the flat absorbent pad before inserting into the vial.  Ensure that the pad is touching the bottom of the vial.  The test kit window should be facing forward, unless there are concerns about confidentiality, in which case it can be placed in the vial with the window facing backward, and turned around when the test result is about to be read.

14. Record the time on the lab slip in the space labeled “Begin Test-Time”.

15. Record the temperature on the lab slip in the space labeled “Begin Test-Temperature”.
16. Do not move the test kit or vial for the entire time the result is developing.
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Reading & Interpreting Results XE "Testing Procedure:reading & interpreting results" 
17. Read results after 20 minutes but no more than 40 minutes.
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[image: image7.wmf]Test is non-reactive if a pink line appears next to the triangle labeled “C” and NO line appears next to the triangle labeled “T”.  A non-reactive test means that the HIV-1 or HIV-2 antibodies were not detected in the specimen.  The test is interpreted as NEGATIVE for HIV-1 and HIV-2 antibodies.   XE "Negative Results:OraQuick Advance" \t "See Testing Procedure, reading & interpreting results" 
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Test is reactive if a pink line appears next to the triangle labeled C and a pink line appears next to the triangle labeled T.  One of these lines may be darker than the other. NOTE: The test is preliminary positive if ANY pink line appears next to both the “T” and “C” triangles, NO MATTER HOW FAINT THESE LINES ARE.  A reactive test result means that HIV-1 or HIV-2 antibodies have been detected in the specimen.  The test result is interpreted as PRELIMINARY POSITIVE for HIV-1 or HIV-2 antibodies.  If this test is an oral fluid rapid test, it must be immediately repeated with a fingerstick whole blood sample to determine the likelihood that the client is truly HIV positive.  Regardless, the test must be confirmed via blood draw sent out to a laboratory. XE "Preliminary Positive Results:OraQuick Advance" \t "See Testing Procedure, reading & interpreting results" 
20. Test is invalid XE "Invalid Results:OraQuick Advance" \t "See Testing Procedure, reading & interpreting results"  if NO pink line appears next to the triangle labeled “C” or a pink background in the results window makes it difficult to read the result after 20 minutes, or if any of the lines are NOT inside the “C” or “T” triangle areas.  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.

21. If a test is invalid repeat the test with a new test kit, and new specimen.  If the second test is also invalid, encourage the client to submit a conventional test sample, or refer them to another location for a rapid test.  A set of external controls must be run to verify that the test kits are functioning properly, before any other rapid tests are conducted.  An invalid test case report form must be completed and sent to the AIDS Office.
22. Record the time the result is read on the lab slip in the space labeled “End Test-Time”.

23. Record the temperature on the lab slip in the space labeled “End Test-Temperature”.

24. Record the result and double-check the lab slip to ensure that the information is clear, complete & accurate.

25. Place the test kit and all other used materials into the biohazard waste container and clean area as needed.

Disclosure XE "Rapid Testing:disclosure" 
All clients who are tested shall receive private, individualized disclosure counseling which will include 
· Provision of test results in a clear, direct, and neutral manner
· Support in coping with the test results 
· Explanation of the meaning of the test results (especially the window period, for a negative result)
· Assessment of the client’s psychological and emotional reaction to the test results

· A review of behavior goals which client identified earlier for risk reduction
· Referrals and linkages as appropriate (and, if positive, according to minimum standards for linkage)
Preliminary Positive Results & Confirmatory Testing XE "Rapid Testing:preliminary positive results & confirmatory testing" 
Clients who test positive using any testing procedure will receive an explanation of the meaning of a preliminary positive result.  Clients who are preliminary positive with an oral fluid rapid test will be told something like the following: “Your oral rapid test came back preliminary positive.  This usually means that you have antibodies to HIV.  However, this test can sometimes produce a false positive result, so we’d like to run the test again with a fingerstick sample now, to see if we get the same result.  Either way we would like to draw blood and send it to our lab for confirmation – but this extra fingerstick test will give you more information about whether it is likely that you have HIV.”  

Clients will then be immediately re-tested with a fingerstick whole blood sample on another rapid test.  If the result of that fingerstick test is also preliminary positive, the client will be told, “Both rapid tests we ran today were preliminary positive.  It is likely that you have HIV.  We always want to make absolutely sure, though, so we are going to draw blood today and send it to our lab so they can run confirmatory testing.  We will run an antibody test, and it is possible we will run an RNA test as well – this test looks for presence of the virus.  The results of the tests our lab runs will be ready in 1 week.  In the meantime, you should assume that you are infected with HIV, and take all necessary precautions to protect your partners.”  

If the result of the fingerstick test is negative, the client will be told, “Although the oral rapid test we ran today was preliminary positive, the fingerstick test we did afterward was negative. Because the fingerstick test is a more accurate test, it’s likely that you don’t have HIV.  In order to know for sure, we need to draw blood and send it to our lab for confirmation. We will run both an antibody test and an RNA test, which looks for the virus.  The results of those tests will be ready in 1 week.  In the meantime, you should assume that you may be infected with HIV, and take all necessary precautions to protect your partners.”

Regardless of the result of the fingerstick rapid test, clients will then be verbally re-consented for collection of a confirmatory specimen.  When the client is ready, they will receive a blood draw for confirmatory testing in a completely full 8ml purple-top “North Carolina” tube (purple with a yellow ring on the top, and a gel separator).  For more information about this procedure, refer to the Interim San Francisco Algorithm for Oral Rapid HIV Testing, in the Appendices, on page 73 [Include information here about the site-specific procedure for confirmatory blood draws.  Will it be done in the counseling room?  Will the client move to the lab area?  etc.  If you will only be conducting fingerstick rapid tests at your site, include this information here and modify the paragraphs above.]
IMPORTANT:  Because the OraQuick Advance tests for antibodies to both HIV-1 and HIV-2 but does not distinguish between the two, after a person tests preliminary positive the counselor must ask a series of questions to screen them for risk factors to HIV-2 (a strain of HIV that is very rare in the United States).  This should be done before or at the time that the confirmatory specimen is collected. XE "HIV - 2" 
The questions that must be asked are as follows:

1. Have you ever had sex or shared needles with someone you knew was infected with HIV-2?

2. Have you had unprotected sex or shared needles with a person who lives in or is from a country in West Africa?

3. Did you ever have sex, receive a blood transfusion or a nonsterile injection in a country located in West Africa?

If the client answers “yes” to any of those questions and/or is reporting an illness that suggests HIV infection (such as an HIV-associated opportunistic infection), then mark in the “Note” section of the lab slip (where it says “Laboratory Use Only”) that the client is at risk for HIV-2, and list the specific risk factor or symptom.  If a note is not made in the lab slip, the laboratory will most likely be unable to refer the specimen to the State Lab for testing for HIV-2 but could instead return a discordant result.
Notify the client at that time that if their blood needs to be tested for HIV-2, it could take three to four weeks before the confirmatory result is available, because this testing cannot be done in our lab in San Francisco.  Make sure to gather comprehensive contact information so that the client can be contacted when an HIV-2 confirmatory result is available, should their HIV-1 confirmatory test be negative or indeterminate.  A regular post-disclosure appointment for results ([insert time frame for results here]) should be scheduled regardless, in the more likely event that the confirmatory test is confirmed positive for HIV-1.  
 XE "Referrals:for positive clients" For clients with preliminary positive results, special attention will be given to referrals as appropriate for: 
· Disclosure Assistance and Partner Services (all 4 DAPS options must be presented to all positive clients)

· Medical care

· Professional mental health services

· Suicidal or homicidal ideation
· Education (such as demonstration and discussion of effective barrier techniques) in direct relation to the risk reduction goals client created during the risk assessment, if this seems appropriate.
[Include here information about your site’s procedures for scheduling someone to return for their confirmatory results.  Will an appointment be made?  Who will make the appointment?  How many days are needed for results to be ready for the client?  etc.]

Contacting Preliminary Positive Clients Who Fail To Return For Confirmatory Results XE "Rapid Testing:contacting preliminary positive clients who fail to return for confirmatory results" 
With confidential HIV testing, all reasonable attempts will be made to have clients receive confirmatory results. 

Clients shall be advised during disclosure that they must return in person to receive confirmatory results, and that results will not be given out to anyone except the client who tested. 

The counselor shall request a telephone number to contact the client in the event that the client fails to keep the confirmatory results appointment.  Clients will be encouraged to give a correct telephone number.  If the client fails to keep an appointment, the counselor will make 3 attempts to reschedule appointments. [Include information here about your site-specific procedures for ensuring confidentiality is maintained during follow-up phone calls.  Also indicate how your site will document and track attempts to reschedule appointments.]

A letter may be sent to the client if they have left an address for their contact information, in the event they cannot be reached by telephone.  The letter will only state to return for results and will not mention HIV.

No HIV test results shall be given out over the telephone under any circumstances.

Case Reporting of Clients Who Are Confirmed HIV Positive XE "Rapid Testing:case reporting" 

 XE "Rapid Testing:non-names reporting" 

 XE "Case Reporting" 

 XE "Non-Names Reporting" 
According to California State Law, all positive HIV test results must be reported to the local health department by name within 7 days of confirmation.  In San Francisco, HIV confidential case reports (see Appendix page 54) must be completed by each HIV testing site and called in or mailed to the HIV Epidemiology Section of the San Francisco AIDS Office with 7 days of receipt of the lab report that confirms a clients’ positive HIV test result.  
Handling of Psychological Crisis Due to HIV CTL results XE "Rapid Testing:handling of psychological crisis due to HIV CTL results" 
[Include information here about how a client should handle a client who becomes overly hysterical or despondent, or reports suicidal or homicidal ideation.  Who should they contact?  What should they do?]  
Provision of Written Test Results to the Client XE "Rapid Testing:provision of written test results to the client" 

 XE "Written Test Results:rapid testing" 
With confidential testing, written results can be provided to the client, if they are printed on agency-specific letterhead.  Copies of the lab report or lab slip should not be provided to the client.  Written results for a negative test must include the date that the antibody test was conducted, as well as a disclaimer about antibody testing.  The following disclaimer should be used as a model:

This HIV antibody test result indicates whether antibodies to HIV were present only at the time the specimen was tested.  If the result is negative or indeterminate, it may not reflect a person’s current HIV status.  If an individual was exposed to HIV less than 6 months before this antibody test was conducted, it is possible that s/he may be infected with HIV but still have a negative antibody test result.  

Written results may not be provided following an anonymous test under any circumstances. XE "Provision of Written Test Results:anonymous testing" 
[Insert here all other agency-specific guidelines regarding written test results].

Disclosure Assistance and Partner Services (DAPS) XE "Disclosure Assistance and Partner Services (DAPS)" 

 XE "Rapid Testing:Disclosure Assistance and Partner Services" 
After a client tests HIV positive, it is the responsibility of the counselor to provide information about the four options for Disclosure Assistance and Partner Services (DAPS) available to them.  The four options are:

1) Self-Disclosure:  The client will disclose his/her status to partners independently.  The counselor will offer coaching or other assistance as appropriate and desired to facilitate self-disclosure to current, past, and future partners.  

2) Dual-Disclosure:  The client will disclose his/her status to partners in the presence of the counselor or another third party.  Although the counselor will never be the one to disclose the client’s status, s/he will be present to offer support and information to both the client and his/her partner(s).  
3) Anonymous 3rd Party Notification:  The client wishes his/her partners to know that they may have been infected with HIV, but wants to remain anonymous.  In this case, trained field staff at City Clinic will provide anonymous notification to partners.  The counselor at [Site] works with the client to elicit partner information, including name, address and/or telephone number and/or email address, age and physical description.  This information is provided by the counselor to the DAPS Coordinator at City Clinic by secure phone (415-487-5516), fax (415-431-4628), or email (Giuliano.Nieri@sfdph.org).  Field staff will then notify partners and offer CTL services.  The HIV positive person who named the partner(s) will never be identified, nor will information linking the partner to the original client be revealed.

4) In-Spot: The client will go online to http://www.inspot.org and send e-postcards to his or her partners, either anonymously or by identifying him or herself.  These postcards alert the receipient that they may have been exposed to HIV or STDs and should be tested.
All DAPS services are completely voluntary, but must be offered to every client who tests positive at [Site].

Discordant Test Results XE "Rapid Testing:discordant test results"  XE "Discordants Tests" \t "See Rapid Testing, discordant test results" 
Although rare, it sometimes happens with rapid testing that a result will be preliminary positive, but the confirmatory specimen sent to [Insert laboratory name] will yield a negative or inconclusive result.  In this event, it can be challenging to disclose the confirmatory results to the client.  One of two things is possible: either 1) they are in the process of seroconverting, and do in fact have HIV although their antibodies have not yet appeared in sufficient numbers to react with the confirmatory test, or 2) they had a false positive reading on their rapid test and in fact do not have HIV.

Most clients with discordant results will have received a negative result on the fingerstick rapid test that immediately followed their preliminary positive oral rapid test.  Therefore, the discordant result will not be a surprise.  If their confirmatory antibody testing is negative and their viral load is undetectable, the client will be notified that they are in fact HIV negative, keeping the window period of testing in mind.

In extremely rare situations, more follow-up testing may be needed.  Some examples of this are if the fingerstick rapid test was negative but confirmatory antibody testing was positive, if the fingerstick rapid test was preliminary positive but confirmatory antibody testing was negative or indeterminate, or if RNA testing run on the client specimen yields a detectable viral load of less than 10,000 copies (indicating a possible false positive result on the RNA test).  In any of these cases, direct communication will be made between [Insert name and/or position of HIV rapid testing coordinator] and the Department of Public Health Laboratory and/or the Rapid HIV Testing Program Coordinator prior to disclosure of results to the client, so that appropriate next steps and counseling messages can be determined.

For more information about these protocols, refer to the Interim San Francisco Algorithm for Oral Rapid HIV Testing, in the Appendices, on page 73 
Referrals & Follow Up XE "Rapid Testing:referrals & follow up" 

 XE "Referrals and Follow Up" 
All counselors must be prepared to provide a variety of in-house and out-of-agency referrals for clients testing both positive and negative, before beginning to provide CTL for clients.  These referrals include but are not limited to:

· Psychological counseling

· Medical evaluation including TB, STD, and pregnancy testing

· Family planning services

· Social services

· Legal services

· Domestic violence support and prevention services

· Drug and alcohol treatment programs

· Social support 

· Hotline telephone numbers

· Specific AIDS medical service providers and information

· Specific Disclosure Assistance and Partner Services (DAPS) referrals and support

· [Include here other resources as appropriate for your site and clientele]

Referrals should be provided in writing in most cases, and should be tailored to the specific needs of a client.  Referrals should specifically include multi-lingual and multi-cultural services where available and applicable.  Minimally, referrals should be made which address HIV risk co-factors as well as primary risk behaviors, including HIV prevention, mental health and psychosocial services, substance use treatment and harm reduction services, services and health care for people with HIV, and other health care tangentially related to HIV risk.

Current and accurate referrals lists are continuously created and made available at [Site] in [insert languages appropriate to your site’s client population].  [Name and/or position] is responsible for the maintenance and distribution of these referrals lists to counselors.    

[Include here any additional site-specific protocols or information regarding referrals].
In order to ensure that clients receive the services needed, [insert your site’s plan for creating linkages instead of simple referrals.  This may mean accompanying the client to services, following up with the client and/or referred agency, or other means of supporting linkages].
Linkage to Medical Care Following a Positive Result

After a client tests HIV positive, there is a minimum of four things that must be provided to them:

1. Offer to help link client to care

2. Attempt to make a medical appointment on the spot

3. Provide the DPH Linkage Coordinator’s contact card

4. Provide the client the primary medical care/provider handout

5. Follow up with the client 1 – 2 weeks later to see whether they are in care

Remember to always try to obtain the most comprehensive contact information possible, in order to be able to follow up with the client.  Also remember to call or email Omar Menendez (415-703-7280 or omar.menendez@sfdph.org) within 48 hours of the initial positive result, to alert him of the new positive.

For more information about the minimum requirements for linkage to medical care following a positive result in San Francisco, see page 59 in the Appendices.
Tracking of Referrals and Linkages XE "Referrals and Follow Up:tracking of referrals and linkages" 
[Include information here about your site’s plan for tracking and documenting referrals and linkages.  How will you follow-up to determine whether a client accessed a referral?  What will you do if you know they did not access that referral?  What mechanisms are in place to facilitate linkages of needed services, especially for positive and high-risk negative clients?  etc.]

Documentation and Record Keeping  XE "Rapid Testing:documentation and record keeping" 

 XE "Documentation and Record Keeping:rapid testing" 
[Site] shall maintain all clients HIV antibody testing records in a manner so as to assure that client confidentiality is maintained in accordance with current law.

[Include information here about how record confidentiality will be maintained.  Where will forms be stored?  How will that area be secured? Who will have access to the records?]
After a counselor and/or test technician completes the documentation for a test, the paperwork should be [include details here about the procedure for your site.  Where are the forms initially returned?  When are they retrieved for QA, copying, and filing into a more permanent storage location?]  The following documents will be used in each rapid CTL session and together will make up a client record:

1. Informed consent form

2. HIV6 CIF 

3. Lab slip
4. Lab report of confirmatory test result for anyone testing preliminary positive

5. HIV Confidential Case Report for anyone confirmed HIV positive (confidential tests only)
6. DAPS form for anyone confirmed HIV positive 
7.  [Enter other forms as appropriate for your site]

Originals or copies of the HIV6 CIF, and original lab slips (pages 1 or 2), the lab report for all preliminary positive clients, and the DAPS form for all positive clients, will be forwarded to the Coordinator for HIV CTL Evaluation & QA (Shelley Facente) at the AIDS Office on or before the 21st of the month following the test.  For example, records for all tests done in March will be sent to the AIDS Office no later than April 21st.  For a quick reference sheet that shows what paperwork is due for any type of HIV test, see the Individual Client Level Data due to Shelley on the 21st of the Month (Flow Chart), page 51.
In addition to client records, other documentation must be maintained for rapid testing.  This includes:

1. External control logs

2. Monthly testing summary sheets
3. Medlical Linkage Forms for all clients testing positive for HIV

4. Test kit and control storage temperature logs

5. Test kit inventory logs

6. [Enter other forms as appropriate for your site]

The external quality control log, monthly testing summary sheets and medical linkage forms (if any) must be mailed or faxed to the Coordinator for HIV CTL Evaluation & QA (Shelley Facente) at the AIDS Office at the end of the month, or no later than 5pm on the first workday of the following month.  This information may also be sent via email if it is easier (to Shelley.Facente@sfdph.org).  

In addition to client records, a confidential laboratory log shall be maintained which lists:
· [List fields that your site is choosing to collect in the laboratory log.  Examples would be date of risk assessment, client name and/or client ID number from the lab slip, age of client, sex of client, etc.  At a minimum, this log should allow you to easily identify the number of tests provided between certain dates, and for confidential testing, allow you to find contact information in the event that clients must be contacted for re-tests (such as after failed controls indicate that the test kits have not been functioning properly).  This will also facilitate completion of the monthly testing summary sheet and external control logs].  
Conventional Testing XE "HIV CTL Procedures:conventional testing" \t "See Conventional Testing" 
Clients who do not wish to receive their HIV test results the same day as their specimen collection will be offered two options: OraSure and venipuncture [adjust per agency capacity; if your site does not offer these options, include information about how referrals will be made to sites that have these options available].

Risk Assessment XE "Conventional Testing:risk assessment" 
Information Addressed Prior to Informed Consent XE "Conventional Testing:information addressed prior to informed consent" 
All clients requesting conventional HIV CTL will be counseled individually in a private, confidential counseling room.  In order to obtain informed consent, the counselor must ensure that the client has a full and accurate understanding of the following: 

· The purpose of HIV antibody testing

· The difference between anonymous and confidential testing in the State of California, especially as this relates to current HIV reporting laws

· The forms that will be completed in the course of their HIV test, and why

· The risks and benefits of HIV antibody testing

· Information regarding different HIV testing options e.g., conventional vs. rapid testing

· The manner in which a conventional specimen is collected (OraSure vs. blood draw)

· The timeframe of obtaining test results

· The importance of obtaining test results

· What steps will be taken if the client does not return for his/her test results [specific to agency]

· What negative results indicate (taking special note of the window period)

· The accuracy of conventional HIV antibody testing

Once all aspects of the testing process have been discussed, the client will then be able to provide written informed consent [unless your site has anonymous testing - adjust as applicable].  

Client-Centered Counseling XE "Conventional Testing:client-centered counseling" 
Once a client has provided informed consent, s/he shall receive individualized counseling to assist her/him in determining risk factors and behavior modification goals. A risk assessment for a conventional test will vary depending upon the person’s risk, but should take an average of 20 minutes per client.  If language interpretation services are required, this may take 10 – 15 minutes longer.
Risk Assessment client-centered counseling shall include:

· A neutral stance on the part of the counselor, and flexibility in counseling approach

· Respect for the choices a client has made and will make

· Evidence of the counselor’s ability to actively listen to what the client is saying

· Evidence of the counselor’s comfort with discussing explicit risk behaviors in the terminology most desirable for the client

· Evidence of the counselor’s understanding of harm reduction, stages of change and the continuum of risk 

· Exploration of the context of risk behaviors, such as with regard to use of substances or domestic violence 

· Clarification of misconceptions about HIV transmission

· Discussion of STDs when relevant to the client’s risk

· Discussion of the client’s readiness for testing and receipt of results

· Discussion of client’s support system after receiving the test results

· Identification of barriers and supports to behavior change

· Provision of opportunity for building skills related to risk reduction for self and others 

· No unnecessary information (i.e. health education that is irrelevant to the risks of the client)

· Focus on the counseling rather than data collection, with the recognition that complete and accurate data collection is a vital part of program planning and evaluation of CTL services.

· An individualized risk assessment to develop:

· An accurate self-perception of risk 

· Acknowledgement and understanding of the details and context of client’s risk, including all relevant co-factors for HIV risk, such as psychosocial, socioeconomic, substance use, and relationship considerations

· Provision of support by the counselor for positive steps that the client has made toward reducing risk

· Concrete, acceptable and realistic protective measures to reduce personal HIV risk

· Development of a concrete and achievable behavior-change step that will reduce HIV risk and are acceptable and appropriate to the client’s situation.  This step should be something that the client can attempt during the period in which they’re waiting for their test results.
· Referrals and linkages to services as needed that meet the client’s needs in the most competent and appropriate manner based on the context of their risk

More detail about client-centered counseling can be found in the Basic I and Basic II manuals provided by AIDS Health Project to every counselor who completes their training to become certified.

Post-Exposure Prophylaxis (PEP)  XE "Post-Exposure Prophylaxis (PEP)" 
If a client comes in for an HIV test and believes s/he was exposed to HIV within the last 72 hours, counselors should provide information and referrals to a Post-Exposure Prophylaxis (PEP) program.  PEP is a 28-day regimen of taking anti-viral medications as soon as possible after exposure to HIV to lower the chances of HIV infection.  Ideally, it will be started as soon as 4 hours after infection, but cannot be provided after 72 hours from infection.  PEP medications are only available with a prescription.  PEP is not usually provided to people who may have been exposed through oral sex, while all other exposures are assessed on a case-by-case basis.  Individuals who have had unprotected anal sex or shared syringes are highly recommended to take PEP.  

Clients can receive PEP at City Clinic and San Francisco General Hospital.  For City Clinic, counselors or clients can call 415-487-5538 to discuss the situation with a counselor before going to the clinic.  City Clinic will provide a two-day starter pack, and then a prescription for the remainder of the regimen.  This can be filled at any pharmacy, using insurance, paying out-of-pocket (this costs an average of $650, depending on the pharmacy) or registering at San Francisco General Hospital for a sliding scale Community Health Network prescription card (with proof of San Francisco residence and income).

If City Clinic is closed, clients should go to Urgent Care at San Francisco General Hospital. Urgent Care is located at the main campus building (1001 Potrero Avenue) in room 4J.  Urgent Care can be contacted by phone at 415-206-8052.  Hours PEP is offered at Urgent Care are 5pm – 9pm Monday – Friday and 10am – 5pm Saturdays and Sundays (when City Clinic is closed).  If Urgent Care is also closed, clients should go to the SFGH Emergency Room to access PEP as soon as possible after exposure.

[Include here any site-specific information about PEP.  What would you like your counselors to tell clients, and under what conditions should they offer PEP to clients?  What else would you like them to know about PEP?]  
Specimen Collection XE "Conventional Testing:specimen collection"  XE "Specimen Collection and Testing:OraSure" 
OraSure XE "Conventional Testing:OraSure" 
The counselor will follow the procedures for universal precautions, handwashing, and gloving outlined on pages 12-13 of this document.  Gloves are required for OraSure testing despite the lack of obvious bloodborne pathogens, because small droplets of blood can be contained in oral fluid, and because diseases other than HIV can be easily passed through oral fluid.

In order to collect a proper OraSure specimen for HIV-antibody testing at [insert name of laboratory your site uses], the counselor must follow these steps:

1. Wash hands or use hand sanitizer if necessary.  Put on gloves.  
2. Open OraSure Collection Device Package and remove collection device and vial.
3. Place lab sticker on vial and set aside.

4. Open packaging surrounding collection device and have client pick up the device.

5. Ask client to place the white collection pad between their lower cheek and gum and leave in place for 
2 – 5 minutes.  The client can talk during this time, because jaw movement does not hinder collection.
6. When 2 – 5 minutes has passed, open the vial and ask the client to place the collection device into the vial, with the pad entering the vial first.

7. Snap off the top of the stick from the collection device, so that the vial can be closed.

8. Cap the vial and place it in a Ziploc biohazard bag.  

9. Place the top copy of the lab slip in the front compartment of the biohazard bag.
10. [Describe here where the counselor should place the full biohazard bag for pick-up or delivery to lab].
11. Remove gloves and dispose of them in a biohazard waste container.

12. Wash hands or use hand sanitizer if necessary.

Venipuncture XE "Conventional Testing:venipuncture"  XE "Specimen Collection and Testing:venipuncture" 
All individuals performing venipuncture at [Site] must possess certification as a California Certified Phlebotomy Technician (CPT) or be occupationally exempt (be an RN, NP, MD, or medical assistant under the direct supervision of a physician).   XE "Phlebotomy Certification Requirements" 

 XE "Blood Draw:phlebotomy certification requirements" No other individuals may perform phlebotomy under any circumstances after January 1, 2007 in the State of California.  

The phlebotomist will follow the procedures for universal precautions, handwashing, and gloving outlined on pages 12-13 of this document at all times during venipuncture specimen collection.  
In order to collect a proper blood draw specimen for HIV-antibody testing at [insert name of laboratory your site uses], the counselor must follow these steps: XE "Blood Draw:specimen collection procedure" 
1. Wash hands or use hand sanitizer if absolutely necessary.  
2. Put on gloves.  Gloves and goggles or glasses shall be worn during entire procedure.  Gloves will also be worn during clean up of all blood spills.
3. Position the client so that s/he will not fall should fainting occur.  Use a venipuncture chair when possible.

4. Collect a full 10ml of blood in a plastic, tiger-top vacutainer tube (or a red-top tube if a tiger-top is not available) using proper venipuncture procedure.
5. Do not recap, purposely bend or break, or otherwise manipulate needles after the blood draw.  Do not remove needles from disposable syringes after use.  

6. Place all sharps into a sharps container located in the room.  In no event can used needles be carried from the room where the blood draw occurs, without being inside a proper sharps container.

7. Immediately label the vacutainer tube with the lab sticker.

8. Place the tube in a Ziploc biohazard bag.  

9. Place the top copy of the lab slip in the front compartment of the biohazard bag.

10. [Describe here where the counselor should place the full biohazard bag for pick-up or delivery to lab].
11. Remove gloves and dispose of them in a biohazard waste container.

12. Wash hands or use hand sanitizer if absolutely necessary.

Disclosure XE "Conventional Testing:disclosure" 
In compliance with the State Office of AIDS guidelines and San Francisco AIDS Office policy, clients who have chosen conventional testing will be required to receive their results within 45 days.  In the event that an individual returns after 45 days and their results are negative, they will not be given their test results and instead will be encouraged to test again. If the client’s original test results are positive, the result will be disclosed regardless of how much time has passed between risk assessment/test date and disclosure date. XE "Disclosure of Test Results:before 45 days" \t "See Conventional Testing, disclosure" 
Whenever possible, the same counselor should provide the risk assessment and disclosure for a client.  This is particularly important for any client that tests HIV positive.  
All clients who are tested shall receive private, individualized disclosure counseling which will include 
· Provision of test results 
· Support in coping with the test results 
· Explanation of the meaning of the test results (especially the window period, for a negative result)
· Assessment of the client’s psychological and emotional reaction to the test results

· A review of behavior goals which client identified earlier for risk reduction
· Referrals and linkages as appropriate (and, if positive, according to minimum standards for linkage)
Contacting Clients Who Fail To Return For Results XE "Conventional Testing:contacting clients who fail to return for results" 
With confidential HIV testing, all reasonable attempts will be made to have clients receive HIV test results. 

Clients shall be advised during the risk assessment that they must return in person to receive their test results, and that results will not be given out to anyone except the client who tested. 

The counselor shall request a telephone number to contact the client in the event that the client fails to keep the disclosure appointment.  Clients will be encouraged to give a correct telephone number.  If the client tests HIV positive but fails to keep an appointment, the counselor will make 3 attempts to reschedule appointments. [Include details about your site’s protocol for contacting clients who test negative.  Also include information here about your site-specific procedures for ensuring confidentiality is maintained during follow-up phone calls.]
A letter may be sent to the client if they have left an address for their contact information, in the event they cannot be reached by telephone.  The letter will only state to return for results and will not mention HIV.

No HIV test results shall be given out over the telephone under any circumstances.

Case Reporting of Clients Who Are Confirmed HIV Positive XE "Conventional Testing:case reporting" 

 XE "Conventional Testing:non-names reporting" 

 XE "Case Reporting" 

 XE "Non-Names Reporting" 
According to California State Law, all positive HIV test results must be reported to the local health department by name within 7 days of confirmation.  In San Francisco, HIV confidential case reports (see Appendix page 54) must be completed by each HIV testing site and called in or mailed to the HIV Epidemiology Section of the San Francisco AIDS Office with 7 days of receipt of the lab report that confirms a clients’ positive HIV test result.  
Handling of Psychological Crisis Due to HIV CTL Results XE "Conventional Testing:handling of psychological crisis due to HIV CTL results" 
[Include information here about how a client should handle a client who becomes overly hysterical or despondent, or reports suicidal or homicidal ideation.  Who should they contact?  What should they do?]  

Provision of Written Test Results to the Client XE "Conventional Testing:provision of written test results to the client" 

 XE "Provision of Written Test Results:conventional testing" 
With confidential testing, written results can be provided to the client, if they are printed on agency-specific letterhead.  Copies of the lab report or lab slip should not be provided to the client.  Written results for a negative test must include the date that the antibody test was conducted, as well as a disclaimer about antibody testing.  The following disclaimer should be used as a model:

This HIV antibody test result indicates whether antibodies to HIV were present only at the time the specimen was tested.  If the result is negative or indeterminate, it may not reflect a person’s current HIV status.  If an individual was exposed to HIV less than 6 months before this antibody test was conducted, it is possible that s/he may be infected with HIV but still have a negative antibody test result.  

Written results may not be provided following an anonymous test under any circumstances. XE "Provision of Written Test Results:anonymous testing" 
Disclosure Assistance and Partner Services (DAPS) XE "Disclosure Assistance and Partner Services (DAPS)" 

 XE "Conventional Testing:Disclosure Assistance and Partner Services (DAPS)" 

 XE "Partner Counseling and Referral Services (PCRS)" \t "See Disclosure Assistance and Partner Services" 
After a client tests HIV positive, it is the responsibility of the counselor to provide information about the four options for Disclosure Assistance and Partner Services (DAPS) available to them.  The four options are:

1) Self-Disclosure XE "Self-disclosure" \t "See Disclosure Assistance and Partner Services" :  The client will disclose his/her status to partners independently.  The counselor will offer coaching or other assistance as appropriate and desired to facilitate self-disclosure to current, past, and future partners.  

2) Dual-Disclosure XE "Dual-disclosure" \t "See Disclosure Assistance and Partner Services" :  The client will disclose his/her status to partners in the presence of the counselor or another third party.  Although the counselor will never be the one to disclose the client’s status, s/he will be present to offer support and information to both the client and his/her partner(s).  

3) Anonymous 3rd Party Notification XE "Anonymous 3rd Party Notification" \t "See Disclosure Assistance and Partner Services" 

 XE "Third Party Notification" \t "See Disclosure Assistance and Partner Services" :  The client wishes his/her partners to know that they may have been infected with HIV, but wants to remain anonymous.  In this case, trained field staff at City Clinic will provide anonymous notification to partners.  The counselor at [Site] works with the client to elicit partner information, including name, address and/or telephone number and/or email address, age and physical description.  This information is provided by the counselor to the DAPS Coordinator at City Clinic by secure phone (415-487-5516), fax (415-431-4628), or email (Giuliano.Nieri@sfdph.org).  Field staff will then notify partners and offer CTL services.  The HIV positive person who named the partner(s) will never be identified, nor will information linking the partner to the original client be revealed.

4) In-Spot: The client will go online to http://www.inspot.org and send e-postcards to his or her partners, either anonymously or by identifying him or herself.  These postcards alert the receipient that they may have been exposed to HIV or STDs and should be tested.
All DAPS services are completely voluntary, but must be offered to every client who tests positive at [Site].

Referrals & Follow Up XE "Conventional Testing:referrals & follow up" 

 XE "Referrals & Follow Up" 
All counselors must be prepared to provide a variety of in-house and out-of-agency referrals for clients testing both positive and negative, before beginning to provide CTL for clients.  These referrals include but are not limited to:

· Psychological counseling

· Medical evaluation including TB, STD, and pregnancy testing

· Family planning services

· Social services

· Legal services

· Domestic violence support and prevention services

· Drug and alcohol treatment programs

· Social support 

· Hotline telephone numbers

· Specific AIDS medical service providers and information

· Specific Disclosure Assistance and Partner Services (DAPS) referrals and support

· [Include here other resources as appropriate for your site and clientele]

Referrals should be provided at both risk assessment and disclosure sessions when possible and appropriate.  They should be provided in writing in most cases, and should be tailored to the specific needs of a client.  Referrals should specifically include multi-lingual and multi-cultural services where available and applicable.  Minimally, referrals should be made which address HIV risk co-factors as well as primary risk behaviors, including HIV prevention, mental health and psychosocial services, substance use treatment and harm reduction services, services and health care for people with HIV, and other health care tangentially related to HIV risk.
Current and accurate referrals lists are continuously created and made available at [Site], in [insert languages appropriate to your site’s client population].  [Name and/or position] is responsible for the maintenance and distribution of these referrals lists to counselors.    

[Include here any additional site-specific protocols or information regarding referrals].

In order to ensure that clients receive the services needed, [insert your site’s plan for creating linkages instead of simple referrals.  This may mean accompanying the client to services, following up with the client and/or referred agency, or other means of supporting linkages].
Linkage to Medical Care Following a Positive Result

After a client tests HIV positive, there is a minimum of four things that must be provided to them:

1. Offer to help link client to care

2. Attempt to make a medical appointment on the spot

3. Provide the DPH Linkage Coordinator’s contact card

4. Provide the client the primary medical care/provider handout

5. Follow up with the client 1 – 2 weeks later to see whether they are in care

Remember to always try to obtain the most comprehensive contact information possible, in order to be able to follow up with the client.  Also remember to call or email Omar Menendez (415-703-7280 or omar.menendez@sfdph.org) within 48 hours of the initial positive result, to alert him of the new positive.

For more information about the minimum requirements for linkage to medical care following a positive result in San Francisco, see page 59 in the Appendices.
Tracking of Referrals and Linkages XE "Referrals & Follow Up:tracking of referrals and linkages" 

 XE "Conventional Testing:tracking of referrals and linkages" 
[Include information here about your site’s plan for tracking and documenting referrals and linkages.  How will you follow-up to determine whether a client accessed a referral?  What will you do if you know they did not access that referral?  What mechanisms are in place to facilitate linkages of needed services, especially for positive and high-risk negative clients?  etc.]

Documentation and Record Keeping XE "Documentation and Record Keeping" 

 XE "Conventional Testing:documentation and record keeping"  
The [agency name] shall maintain all clients HIV antibody testing records in a manner so as to assure that client confidentiality is maintained in accordance with current law.

[Include information here about how record confidentiality will be maintained.  Where will forms be stored?  How will that area be secured? Who will have access to the records?]

After a counselor and/or test technician completes the documentation for a test, the paperwork should be [include details here about the procedure for your site.  Where are the forms initially returned?  When are they retrieved for QA, copying, and filing into a more permanent storage location?]  The following documents will be used in each conventional CTL session and together will make up a client record:

1. Informed consent form

2. HIV6 CIF 

3. Lab slip (p. 1 is sent to the lab, p. 2 is held for the AIDS Office [insert site use of other pages]).
4. Lab report 

5. HIV Confidential Case Report for anyone confirmed HIV positive (confidential tests only)

6. DAPS form for anyone confirmed HIV positive 
7. [Enter other forms as appropriate for your site]

Originals or copies of the HIV6 CIF, the original p. 2 of the lab slip, and the lab report, as well as the DAPS form for all positive clients, will be forwarded to the Coordinator for HIV CTL Evaluation & QA (Shelley Facente) at the AIDS Office on or before the 21st of the month following the test.  For example, records for all tests done in March will be sent to the AIDS Office no later than April 21st.  For a quick reference sheet that shows what paperwork is due for any type of HIV test, see the Individual Client Level Data due to Shelley on the 21st of the Month (Flow Chart), page 51
[Insert only if your site is choosing to keep a laboratory specimen log in combination with or in addition to any log for rapid testing] In addition to client records, a confidential laboratory log shall be maintained which lists:
· [List fields that your site is choosing to collect in the laboratory log.  Examples would be date of risk assessment, client name and/or client ID number from the lab slip, age of client, sex of client, etc].  

LABORATORY REQUIREMENTS & SERVICES

CLIA Waiver XE "CLIA Waiver" 

 XE "Laboratory Requirements & Services:CLIA Waiver"
To ensure quality laboratory testing and meet federal requirements, all agencies providing rapid HIV testing must have at least a valid CLIA certificate of waiver.  To meet this requirement, [Site] holds a CLIA [Insert type of certificate held by your agency.  Could be a Certificate of Waiver, a Certificate of Provider-Performed Microscopy Procedures, or a Certificate of Compliance].
A copy of the valid CLIA certificate can be found in [location].  [Person and/or Position] is responsible for handling the renewal process for the CLA certificate.  This must be done every two years through the California Lab Field Services.
Possession of the CLIA certificate establishes [Site] as a clinical laboratory.  As such, [Site] is held to strict standards of laboratory practice.  [Site] must comply with the requirements of the Dept. of Health and Human Services and California State Lab Field Services at all times. [Site] agrees to announced and unannounced inspections by Lab Field Services at any time, in accordance with State and Federal regulations.  A CLIA certificate can be suspended or revoked by Lab Field Services at any time for failure to comply with requirements.

Examples of laboratory requirements that must be followed include but are not limited to: 1) following proper safety procedures at all times for all laboratory personnel, 2) following the manufacturer’s guidelines without exception for any laboratory test covered by the CLIA certificate, 3) not performing any laboratory tests not covered by the CLIA certificate, and 4) correctly documenting all laboratory testing, so that process and results of testing can be clearly determined at all times.  No laboratory records may contain changes to original entries without a single cross-out line, corrected entry written clearly above, and initials of the individual making the change.  At no time should an original entry be obliterated or otherwise made illegible by a change on the record.

Off-site Laboratory Services XE "Laboratory Requirements & Services:off-site laboratory services"
[Site] has an agreement with [Laboratory] to process all rapid confirmatory and conventional blood or OraSure testing specimens.  [Laboratory] will test all specimens using the Enzyme-linked Immunosorbant Assay (ELISA) or other California State-approved Enzyme Immunoassay (EIA) test procedures.  For all specimens producing a reactive EIA, the specimen will be repeat-tested in duplicate with the EIA.
All specimens that are repeatedly reactive on the EIA, as well as all rapid confirmatory specimens (regardless of the EIA result) will be confirmed with a supplemental test.  This supplement test shall be the Western Blot or Immunofluorescent Antibody (IFA).

Results of the antibody testing will be provided to [Site] within a period of [enter timeframe here].  The lab report will include at a minimum the types of tests run, the results of those tests, and the final laboratory interpretation of HIV status (Positive, Negative, Indeterminate, or Inconclusive).  
LABORATORY SAFETY
Bloodborne Pathogen Exposure Control Plan XE "Laboratory Safety:Bloodborne Pathogen Exposure Control Plan"
To protect employees from occupational exposure to bloodborne pathogens or any other potentially infectious materials, [Site] is required to have on-site a Bloodborne Pathogen Exposure Control Plan.  This plan is located [insert location].  [Name and/or Position] is responsible for ensuring that the Bloodborne Pathogen Exposure Control Plan is updated as needed and kept in an accessible location.
In addition to protocols to prevent and control occupational exposure to bloodborne pathogens, this plan contains:

1. A mechanism for ensuring employee’s compliance to the plan

2. A plan for annual education and training for all employees at risk for exposure to blood and other potentially infectious materials in the course of their work

3. Employee records showing proof of Hepatitis B vaccination or a written declination of vaccination.

4. Documentation of all post-exposure follow-up after any occupational exposure to bloodborne pathogens.
Exposure Prevention XE "Laboratory Safety:exposure prevention"
· Universal Precautions shall be observed by all employees to minimize or prevent exposure to blood and other infectious materials (see page 12 for more details on Universal Precautions).

· Appropriate protective clothing shall be worn whenever there is potential exposure to infectious materials, including disposable latex gloves and lab coats.

· Hands will be thoroughly cleaned with soap and water before donning gloves for client contact, and as soon as possible after removal of gloves or other personal protective equipment.  If soap and water are not available, hands must be sanitized with an antiseptic hand cleaner (Bacdown, Purel, or similar).
· Contaminated needles and other contaminated specimen collection devices shall not be bent, recapped, or clipped. Shearing or breaking of contaminated needle is prohibited.  Used lancets or other sharps must be placed in regulation sharps containers immediately after use.  

· Eating, drinking, smoking, applying cosmetics or lip balm, and handling contact lenses are prohibited in work area where there is reasonable likelihood of occupational exposure.

· Food and drink shall not be kept in refrigerators, shelves, and cabinets or on countertops where specimens or control units are stored, or other potentially infectious materials are present.
Biohazardous Materials XE "Laboratory Safety:biohazardous materials"
All potentially infectious waste must be placed in red plastic biohazard bags and disposed of in a clearly labeled biohazard waste container.  This container must have a top with a tight seal so that material will not leak out if the container is inadvertently tipped over.  All other trash should be placed in a separate receptacle.

All sharps must be disposed of in regulation sharps containers, and those containers must not be overfilled such that needles are protruding from the container.  

Sharps containers and biohazard waste containers, when full, are disposed of [enter site-specific procedure].
Biohazard Spills XE "Biohazard Spills"

 XE "Laboratory Safety:biohazard spills"
[Insert information here about how biohazard spills will be handled in your agency.  Is there a specific person designated for spill clean-up?  Do you have a standard spill kit?  If so, where is it located? If not, what should staff members do to adequately and safety clean up a spill?]

Needlestick Injuries XE "Needlestick Injuries"

 XE "Laboratory Safety:needlestick injuries"
All new employees must be oriented to [Site]’s needlestick exposure protocol prior to beginning work.  

If a needlestick should occur, employees should immediately document the stick and contact the SFDPH Occupational Infectious Diseases Program’s 24-Hour Needlestick Hotline at 415-429-4411.  

[Insert any other site-specific protocols for dealing with occupational needlesticks].

Biohazard Exposure Response and Follow-Up XE "Biohazard Exposure Response and Follow-Up" 

 XE "Laboratory Safety:biohazard exposure response and follow-up" 
Because exposure to blood and other body fluids in the course of HIV CTL could lead to infection with hepatitis B virus (HBV), hepatitis C virus (HCV), human immunodeficiency virus (HIV) and other infectious diseases, this protocol is to be followed in the event of any biohazard exposure to assure the timely evaluation and follow up of events [Modify these steps as appropriate according to your site protocol]:
1. Immediately wash wound with copious amounts of cold water.  For eye splashes, flush with water for approximately ten minutes.
2. Notify supervisor immediately.
3. If an occupational exposure occurs call the 24-hour Hotline at 415-469-4411 to review your exposure as soon as possible with the clinician on-call.  The clinician will advise you of your treatment options.
4. Follow the hotline clinician’s advice regarding immediate treatment and follow-up with the Occupational Infectious Diseases Program at the Occupational Health Service Worker’s Compensation clinic.  Call 415-206-5507 to schedule an appointment.  
5. If HIV post-exposure prophylaxis (PEP) is indicated you will be directed to pick up your 3-day starter pack at the San Francisco General Hospital Inpatient Pharmacy (open 24-hours day; located on the 4th floor of the main hospital).
6. All employees who incur an exposure incident will be offered post-exposure evaluation and follow up by a health care provider designated by [Site].
7. The supervisor and employee shall initiate an incident report as soon as exposure incident occurs.
8. Each exposure incident will be reviewed and reported to the supervisor. 

CONTINUOUS QUALITY IMPROVEMENT XE "Continuous Quality Improvement"  
 XE "Continuous Quality Improvement:definition" Continuous Quality Improvement (CQI) refers to planned and systematic activities designed to ensure that services are being delivered effectively and that errors are detected and corrected to avoid adverse outcomes.  Continuous Quality Improvement activities are applied to all aspects of service delivery, including both counseling and testing procedures.  An effective CQI program is one that is integrated into the policies and procedures performed in a given setting rather than conducted sporadically when a particular issue arises.
Confidentiality Requirements XE "Continuous Quality Improvement:confidentiality requirements" 

 XE "Confidentiality Requirements" 
All employees of [Site] shall follow written protocols to assure the strict client confidentiality of HIV antibody testing services in accordance with current law.

[Include information here about your site’s protocols to protect client confidentiality and/or anonymity.  Some topics to include may be records systems protections, or written confidentiality agreements that staff must sign].
Staff Training and Certification XE "Continuous Quality Improvement:staff training and certification" 

 XE "Staff Training and Certification" 
All counselors and technicians who provide CTL must adhere to the training requirements of the California State Office of AIDS.  At a minimum, this includes timely completion of the Basic I and Basic II trainings from the AIDS Health Project in order to provide conventional testing, as well as completion of a Rapid Testing CET for all counselors who completed Basic I prior to September 17, 2004, for all those providing rapid testing counseling.  All individuals running and reading the OraQuick rapid HIV test must also complete a one-day technician’s training through AIDS Health Project and successfully pass the proficiency test.
Continuing Education for Counselors XE "Staff Training and Certification:continuing education for counselors" 
In order to maintain active status as a CTL counselor in the State of California, all counselors must complete Basic II within 6 months of their Basic I training.  From that point forward, counselors must attend a minimum of one Continuing Education Training (CET) through the AIDS Health Project or other approved source each year.  Failure to complete these requirements before the deadlines will result in expiration of counselor certification.  It is the responsibility of [Name, and/or Position] to track and file written proof of counselor certification at [Site], and to ensure that no counseling is performed by an individual who does not hold current and active counselor certification.
Competency Assessment Testing for Rapid Test Technicians XE "Staff Training and Certification:competency assessment testing for rapid test technicians" 

 XE "Competency Assessment Testing (CATs)" 
Before a rapid test technician collects an oral specimen and runs the OraQuick rapid test at [Site] alone for the first time after successful completion of the technician’s training at AIDS Health Project, s/he must complete the following steps:
1. Read the entire package insert for the OraQuick Advance Rapid HIV-1/2 Antibody Test, available from OraSure Technologies.

2. Successfully run a set of three controls (HIV–, HIV-1+, and HIV-2+) and correctly document the run on the external quality control log.

3. Be observed by [Name, and/or Position] the first time s/he collects an oral specimen from a client (or instructs the client to collect his/her own specimen), and runs the test.
Successful oral specimen collection and running of the test will be documented on the OraQuick Advance Competency Assessment Test Checklist provided by the AIDS Office, and stored in the technician’s personnel file.  In order to maintain active status as a Rapid Test Technician, after initial observation all technicians must complete a Competency Assessment Test (CAT) 6 months after their original certification, and annually thereafter.  Whenever an agency is offering oral rapid HIV testing, the CAT should include observation of an oral specimen collection with a real client.  Successful completion of a CAT must be documented on the OraQuick Advance Competency Assessment Test Checklist (see page 60) and faxed to the Training Coordinator (Maria Homar) at the AIDS Office so that training records can be updated.  Failure to complete a CAT before the deadline will result in expiration of test technician certification.  It is the responsibility of [Name, and/or Position] to track technician certification at [Site] and ensure that no tests are run by an individual who does not hold current and active counselor certification.

Phlebotomy Qualifications XE "Phlebotomy Certification Requirements" 

 XE "Staff Training and Certification:phlebotomy qualifications" 
Any person providing fingersticks for purposes of the rapid HIV test must be certified through AIDS Health Project as a Rapid Test Technician, as well as holding a California State Limited Phlebotomy Technician certification (or greater).  Any person providing blood draws for confirmatory testing and/or conventional venipuncture testing must hold a CA State Certified Phlebotomy Technician certification (or be occupationally exempt).  It is the responsibility of [Name, and/or Position] to track phlebotomy qualifications at [Site] and ensure that no samples are collected by an individual who does not hold current and active phlebotomy qualifications.

[New Heading]

[Include here any other site-specific requirements for staff training and certification. This is especially useful if your site has volunteers who must meet other training or orientation requirements prior to service.]

Rapid Test Kit Storage and Inventory  XE "Continuous Quality Improvement:rapid test kit storage and inventory" 
Receipt of Test Kits and Inventory Monitoring XE "Rapid Test Kit Storage and Inventory:receipt of test kits and inventory monitoring" 
1. Test kits will be distributed to [Site] by the AIDS Office on an as needed basis.  

2. Test kits will not be distributed if [Site] is more than 60 days late turning in client data or rapid testing documentation to the AIDS Office, or more than 14 days late in adequately resolving a record that needs to be resubmitted or a rapid test that has been declared invalid.

3. [Name, and/or Position] is responsible for contacting the Supplies Coordinator (Alice Heimsoth) at the AIDS Office with at least 3 working days’ notice whenever rapid test kits or other rapid testing supplies are needed, and for arranging to have test kits delivered.  

	Receive Test Kit Delivery 

	Responsibilities
	Schedule delivery of test kits, and arrange to receive and sign for them.  On the [Test Kit Inventory Log or other log] enter the date received, lot numbers, expiration dates, number of test received, and initials.  Check for damaged or expired test kits.  

	When
	[Enter information about frequency of this action, or event that would trigger this action]

	By whom
	[Enter name and/or position of person responsible for this action]

	Corrective action(s)         If the delivery does not match the order, the test kits are damaged, expired, or otherwise problematic [insert corrective action specific to your site]. [Name and/or Position] will contact the Supplies Coordinator and arrange for test kits to be returned and exchanged with new ones.  [Insert information about documentation procedures, should this occur].


	Monitor Test Kit Inventory

	Responsibilities
	[Enter information about the mechanism for monitoring test kit inventory.  Where will it be documented?  Exactly what will be documented?  

	When
	[Enter information about frequency of this action, or event that would trigger this action]

	By whom
	[Enter name and/or position of person responsible for this action]

	Corrective action(s)         If the number of test kits in stock does not match that recorded on the inventory [insert what should be done to address this situation at your site].


Rapid Test Kit Storage XE "Rapid Test Kit Storage and Inventory:storage"  

1. Test kits will be stored [location].  The storage area must be secured to prevent unauthorized entry.

2. Test kits must be returned to the AIDS Office when past expiration date.  They should never be used to run a client test or a control after the expiration date has passed.

3. The areas in which test kits are stored must be temperature controlled to remain within the appropriate temperature range for test kit storage of 35ºF to 80ºF at all times.

4. If test kits are stored in a refrigerator, they must be brought to room temperature of at least 59ºF before use.
5. To ensure the temperature ranges are maintained, temperature of the storage areas must be monitored and documented on a daily basis.  If the temperature falls outside of the specified range, testing cannot continue until corrective action has been taken as noted in the chart below.
	Test Kit Temperature Monitoring XE "Rapid Test Kit Storage and Inventory:test kit temperature monitoring" 

	Responsibilities
	Record temperature from thermometer in [location] onto temperature control log.

	When
	[Enter information about frequency of this action, or event that would trigger this action]

	By whom
	[Enter name and/or position of person responsible for this action]

	Corrective action(s )        If the temperature of the test kit storage unit falls out of temperature range of 35ºF to 80ºF, [insert corrective action specific to your site].  Steps should be taken to adjust the storage area temperature as soon as possible.  Suspend client testing until functionality of test kits can be determined.
An external control should be run immediately to determine if test kits are still functioning properly.  If controls produce expected results, continue testing.  If controls do not produce expected results, run a second set of controls. If they fail again, discard test kits and suspend testing until new kits are received.  Contact the Coordinator for HIV CTL Evaluation & QA (Shelley Facente) at the AIDS Office to report the incident and arrange for new test kits to be delivered if needed.


Rapid Testing External Controls XE "Continuous Quality Improvement:rapid testing external controls" 

 XE "External Quality Controls" \t "See Rapid Testing External Controls"  
Receipt and Temperature Monitoring of Controls XE "Rapid Testing External Controls:receipt and temperature monitoring of controls" 
1. Control units will be distributed to [Site] by the AIDS Office on an as needed basis.  

2. Control units will not be distributed if [Site] is more than 60 days late turning in client data or rapid testing documentation to the AIDS Office, or more than 14 days late in adequately resolving a record that needs to be resubmitted or a rapid test that has been declared invalid.

3. [Name, and/or Position] is responsible for contacting the Supplies Coordinator (Alice Heimsoth) at the AIDS Office with at least 3 working days’ notice whenever control units or other rapid testing supplies are needed, and for arranging to have controls delivered.  

4. Controls must be kept at a controlled temperature of 35ºF to 46ºF (2ºC to 8ºC) at all times.  To ensure the temperature ranges are maintained, temperature of the refrigerator where controls are stored must be monitored and documented on a daily basis.  If the temperature falls outside of the specified range, controls must be discarded and new controls must be obtained from the AIDS Office.
5. Control units are only good for 56 days once opened.  Whenever someone opens a new box of controls, they must record both the date opened and the 56-day expiration date on the outside of the box.
6. Control units must never be used once they have passed the pre-printed expiration date or have been open for longer than 56 days.

	Control Unit Temperature Monitoring

	Responsibilities
	Record temperature from thermometer in [location] onto temperature control log.

	When
	[Enter information about frequency of this action, or event that would trigger this action]

	By whom
	[Enter name and/or position of person responsible for this action]

	Corrective action(s )        If the temperature of the refrigerator falls out of temperature range of 35ºF to 46ºF (2ºC to 8ºC), [insert corrective action specific to your site].  Steps should be taken to determine the cause of temperature change and to adjust the refrigerator temperature as soon as possible.  

Contact the Coordinator for HIV CTL Evaluation & QA (Shelley Facente) at the AIDS Office to report the incident and arrange for new control units to be delivered.


Running External Quality Controls XE "Rapid Testing External Controls:running external quality controls" 
External Quality Controls will be run according to the manufacturer’s instructions.  Results will be recorded on the External Quality Control Log.  External Quality Controls will be run under the following conditions: 
· In each new setting for rapid testing, or whenever conditions in a setting have changed significantly

· Whenever opening a new box of test kits, or if a new shipment of test kits is received
· If the temperature of the test kit storage area falls outside of 35ºF to 80ºF

· If the temperature of the testing area falls outside of the allowable range of 59ºF to 99ºF

· [Insert the periodic interval at which your site has decided to run controls (i.e. daily, weekly, monthly)]

· Whenever there is a reason to suspect test kits may not be functioning properly.  [Insert the threshold for determining this at your site.  Two invalid tests in a row?  More than two preliminary positives in one shift?  etc.]

Running External Quality Controls is the responsibility of [Name and/or Position].  To correctly run controls, the following procedure must be followed:
1. Record on the external quality control log the site ID, technician ID, reason for running the control (QC code) and date of the control.  Gather three test kits and the control unit, and record the test kit lot number and expiration date (from outside of foil pouch), as well as the control unit lot number and expiration date (from outside of box).  Record the “open vial expiration date,” which should be recorded on the box.  This is the day that the control units will expire, 56 days after the vials were first opened.

2. Open three test kit pouches, remove and open the vials, and set them on the stand.  Label the vials as HIV– , HIV-1+, and HIV-2+.

3. Put on gloves and open the first control vial.  Collect the specimen with the specimen loop and stir it into the appropriately labeled vial.  

4. Place a test kit into the vial and begin the test.

5. Record the begin time and begin temperature in the appropriate column on the external control log.

6. Repeat steps 3 – 5 for the other two control vials.

7. Read results for each test after 20 minutes but not more than 40 minutes and record the results, the end time and end temperature for each control in the appropriate column on the external control log.
8. Circle whether the result was acceptable (produced the expected results) or not.
9. Document the number of rapid tests run since the last control (obtained from the laboratory log)

10. Add any notes about the control run as applicable.
	Run External Controls

	Responsibilities
	Record controls according to the procedure outlined above.

	When
	[Enter information about frequency of this action, or event that would trigger this action]

	By whom
	[Enter name and/or position of person responsible for this action]

	Corrective action(s )        If control testing fails to yield the expected results, notify [Name and/or Position] and repeat with a new control unit to determine whether failure was a result of non-functioning test kits or control units.  If a second attempt to run controls fails to produce the expected results, immediately suspend rapid testing.  Notify Coordinator for HIV CTL Evaluation & QA (Shelley Facente) at the AIDS Office to report the problem and obtain new test kits or controls as needed.  Do not continue rapid testing until instructed to do so.

If external controls are not run before testing resumes following a condition where controls are required (i.e. a new shipment of test kits, the temperature goes out of range, or in a new setting), contact Coordinator for HIV CTL Evaluation & QA (Shelley Facente) at the AIDS Office to determine whether clients will need to be contacted for re-testing.  [Insert site-specific corrective action that will occur additionally in this event].


CTL Counseling CQI XE "Continuous Quality Improvement:counseling CQI" 

 XE "Counseling CQI" 
[Insert information here about how you will ensure the quality of HIV CTL counseling at your site.  Counselors should be observed by supervisors at least twice per year, via live observation, audiotape, or role play.  What will this look like in your agency?  How will immediate feedback be provided to counselors?  One example you may choose to use is the HIV CTL Counselor Evaluation Form distributed by the AIDS Office (you could attach it as an appendix to this document).  You must also conduct annual client satisfaction surveys specific to CTL and provide written summaries of those surveys.  Will you do more in addition to that minimum requirement for client satisfaction monitoring?  Will you conduct annual counselor satisfaction surveys for feedback on CTL services?  What other techniques will you use to ensure counseling CQI?  How will you use peer review in the course of counseling CQI at your site?  etc.]

Counselor Orientation  XE "Counseling CQI:counselor orientation" 
[Insert information here about how you will make sure that new counselors are up to speed and ready to begin CTL counseling on their own.  This should be all the things you do in addition to sending counselors to training so that they are certified.  Will you have a period of shadowing experienced counselors, and then being observed by seasoned counselors the first few times they counsel on their own?  Will you allow a new counselor to go right into rapid testing, or will you somehow wean them into the process first?  etc.]

Counselor Support XE "Counseling CQI:counselor support" 
[Insert information here about how you will ensure that your counselors are supported, to prevent burn-out and to assist with difficult cases or challenging experiences.  Will it be as-needed?  Periodically scheduled group meetings?  In-services?  Opportunities for case-conferencing and/or client consultation?  Other?]

	Oversee Counseling Quality XE "Counseling CQI:responsibility for oversight" 

	Responsibilities
	[Enter information about the exact mechanisms for your site to ensure counseling quality]

	When
	[Enter information about frequency of this action, or event that would trigger this action]

	By whom
	[Enter name and/or position of person responsible for this action]

	Corrective action(s )        If a counselor is determined to have problems with their counseling skills, [insert site-specific corrective action here.  Stop counseling until a resolution is reached? Attend a CET? etc.].


CQI of CTL Referrals and Linkages XE "Continuous Quality Improvement:referrals and linkages" 

 XE "Referrals and Linkages:CQI" 
To provide the highest quality referrals and linkages for CTL, [Site] staff will continuously work to be knowledgeable about community resources.  [Insert information here about the ways staff at your site can do this.  Examples could be attending SFDPH CTL updates, attending trainings or in-services at your site, etc.]

In addition, [Site] routinely creates and makes available current and accurate referrals lists, in [insert languages appropriate to your  site’s client populations].  [Insert information here about this mechanism.  Who creates the lists?  How does this person maintain the lists to ensure that they are accurate and updated as needed?].

In order to ensure that clients receive the services needed, [insert a summary of your site’s plan for creating linkages instead of simple referrals.  This information can be found in more detail on pages 18 and 26.  Also include information here about the forms your site will use to track referrals and linkages].
	Oversee Quality of Referrals and Linkages XE "Referrals and Linkages:responsibility for oversight" 

	Responsibilities
	[Enter information about the ways your site will ensure quality of referrals and linkages]

	When
	[Enter information about frequency of this action, or event that would trigger this action]

	By whom
	[Enter name and/or position of person responsible for this action]

	Corrective action(s )        If a counselor is determined to lack the ability to provide comprehensive and appropriate referrals and linkages [insert site-specific corrective action here.  Visit agencies to which referrals can be provided? Talk with more seasoned counselors about referrals they frequently provide?  etc.].


CTL Data CQI XE "Continuous Quality Improvement:data CQI" 

 XE "Data CQI" 

 XE "Data CQI:proper error correction" 
There are two major sets of data that must be turned in monthly to the AIDS Office.  See page 19 for more detailed information about this data.  Because the data submitted to the AIDS Office is data entered by staff there and eventually submitted to the State and/or the CDC, it is imperative that this data be legible, accurate, and complete before arriving at the AIDS Office.  This is especially true for the lab slips, which can cause a rapid test to be deemed invalid because of insufficient or problematic documentation.

In order to correct an error on a lab slip, changes must be made by placing one single line through the error, writing the correct information above or below, and initialing the change (see below for an example).  Failure to make corrections in this way could result in a test being declared invalid and a client recalled for a re-test.
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HIV6 CIFs and lab slips must be reviewed for data quality prior to submission to the Coordinator for HIV CTL Evaluation & QA (Shelley Facente) at the AIDS Office on or before the 21st of each month.  Each client record must also be reviewed for completeness, i.e. that all the required forms are stapled together.  This includes the CIF, lab slips, lab report for conventional tests or positive rapid tests, and DAPS forms for all positive tests.  

	Review Client Data for Quality Before Submitting to AIDS Office

	Responsibilities
	Review all HIV6 CIFs and lab slips for completeness and accuracy.  Ensure that all client records have the necessary paperwork stapled together before submission.

	When
	[Enter information about frequency of this action, or event that would trigger this action]

	By whom
	[Enter name and/or position of person responsible for this action]

	Corrective action(s )        If errors or incomplete data are found on the HIV6 CIFs, the counselor whose ID is on the form will be contacted to determine the correct information to complete the form.  [Insert other corrective action that is specific to your site in this case].  

If errors are found on the times or temperatures of a lab slip, determine whether the test was indeed accurately run.  If so, ensure that error corrections are made according to CLIA regulations (see page 29).  If the accuracy of the test cannot be reasonably determined, change the test result to “invalid” and initiate contact for a re-test.


	Submit Client Data to AIDS Office

	Responsibilities
	Submit all client data to Shelley Facente in the AIDS Office before the 21st of the month.

	When
	[Enter information about frequency of this action, or event that would trigger this action]

	By whom
	[Enter name and/or position of person responsible for this action]

	Corrective action(s )        If the deadline for data submission cannot be met, contact Shelley to ask for an extension.  [Insert corrective action if late data submission becomes a continual problem].


External quality controls logs, monthly testing summary sheets and medical linkage forms must also be reviewed for data quality prior to submission to the AIDS Office at the end of every month.  

	Review Rapid Testing Logs/Reports Before Submitting to AIDS Office

	Responsibilities
	Review all logs and reports for completeness and accuracy before submission.

	When
	[Enter information about frequency of this action, or event that would trigger this action]

	By whom
	[Enter name and/or position of person responsible for this action]

	Corrective action(s )        If errors or incomplete data are found on the external control log or other reports, the technician whose ID is on the log or individual who completed the report will be contacted to determine the correct information.  [Insert other corrective action that is specific to your site in this case].  
If errors on the external control log cannot be rectified, contact the Coordinator for HIV CTL Evaluation & QA (Shelley Facente) at the AIDS Office to determine whether clients may need to be contacted for re-testing.


	Submit Rapid Testing Logs/Reports to AIDS Office

	Responsibilities
	Submit all required data to Shelley Facente in the AIDS Office at the end of the month.

	When
	[Enter information about frequency of this action, or event that would trigger this action]

	By whom
	[Enter name and/or position of person responsible for this action]

	Corrective action(s )        If the deadline for data submission cannot be met, contact Shelley to ask for an extension.  [Insert corrective action if late data submission becomes a continual problem].


There are logs for rapid testing that do not need to be sent to the AIDS Office on a monthly basis, but must be available on-site for review should a member of the AIDS Office or Lab Field Services decide to visit.  These logs are proof of the high quality of [Site]’s rapid testing program.  For that reason, it is necessary that these logs be reviewed periodically to ensure the accuracy and completeness of the information they contain.
	Review Other Rapid Testing Logs

	Responsibilities
	Review the test kit and control storage temperature logs, test kit inventory logs, and [enter other forms as appropriate for your site] to ensure accuracy and completeness.

	When
	[Enter information about frequency of this action, or event that would trigger this action]

	By whom
	[Enter name and/or position of person responsible for this action]

	Corrective action(s )        If errors or incomplete data are found on any rapid testing logs, [insert corrective action that is specific to your site in this case].  

If errors on a rapid testing log cannot be rectified, contact the Coordinator for HIV CTL Evaluation & QA (Shelley Facente) at the AIDS Office to determine whether supplies must be replaced or if clients must be re-tested.


Collecting a Rapid Testing Specimen and Running the Test XE "Continuous Quality Improvement:collecting a rapid testing specimen and running the test" 

 XE "Specimen Collection and Testing:rapid testing" 
A major benefit of rapid testing is that the test can be run on-site.  However, this means that technicians at [Site] are solely responsible for providing an HIV test result to a client.  For this reason, it is vital that the laboratory processes of rapid testing are of the utmost quality.  This includes both the collection of the specimen (via oral swab or fingerstick) as well as the running and documentation of the test, and the interpretation of the test result.  In order to ensure that all rapid tests are run correctly, [Name and/or Position] will provide oversight.
	Oversee Rapid Testing Specimen Collection and Lab Processes

	Responsibilities
	[Enter your site’s plan for observing oral specimen collection and fingersticks, as well as ensuring that every rapid test is run, documented, and interpreted correctly.]

	When
	[Enter information about frequency of this action, or event that would trigger this action]

	By whom
	[Enter name and/or position of person responsible for this action]

	Corrective action(s )        If a technician is determined to have problems with collecting the specimen, documenting or running the rapid test, or correctly interpreting the test result, [insert site-specific corrective action here.  Stop running the rapid test until…?  Only run the test in the presence of another person? etc.].
If the limited phlebotomy certification (or greater) of an individual is determined that have lapsed, no fingersticks may be performed by that individual for any reason until certification has been restored.


OraSure and Venipuncture Specimen Collection XE "Specimen Collection and Testing:OraSure" 

 XE "Specimen Collection and Testing:venipuncture" 

 XE "Continuous Quality Improvement:specimen collection and testing" 
Although counselors and technicians at [Site] do not physically run the laboratory tests for conventional or confirmatory testing, the collection of the specimen is an important part of the testing process and must be done with the highest quality.  In order to ensure that both OraSure and venipuncture specimens are correctly collected, [Name and/or Position] will provide oversight of this process [This should be a person who is qualified to perform phlebotomy, so that they are able to provide sufficient oversight].

	Oversee Conventional and Confirmatory Specimen Collection

	Responsibilities
	[Enter your site’s plan for ensuring the quality of OraSure and venipuncture specimens].

	When
	[Enter information about frequency of this action, or event that would trigger this action]

	By whom
	[Enter name and/or position of person responsible for this action]

	Corrective action(s )        If a counselor or phlebotomist is determined to have problems with their skills for specimen collection, [insert site-specific corrective action here.  Stop collecting specimens until a resolution is reached?  Only collect specimens in the presence of another person? etc.].

If the phlebotomy certification of an individual is determined that have lapsed, no venipuncture specimens may be collected by that individual for any reason until certification has been restored.


Reviewing and Updating the Policies and Procedures / CQI Plan as Needed XE "Continuous Quality Improvement:reviewing and updating the policies and procedures / CQI plan as needed" 
The field of HIV CTL is constantly changing.  Therefore, plans to ensure good service and high quality testing for clients must be continually revisited to account for new information or regulations, as well as lessons learned.

	Reviewing and Updating the Policies and Procedures / CQI Plan

	Responsibilities
	Review the entire Policies and Procedures / CQI document and make updates as needed.

	When
	[Enter information about frequency of this action, or event that would trigger this action]

	By whom
	[Enter name and/or position of person responsible for this action]

	Corrective action(s )        If discrepancies are noted in the document compared to practice, or if disagreements arise about how to make changes to the document, [insert site-specific corrective action here].


INDEX  
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Rapid Testing Program Implementation

CHECKLIST

In order to become a San Francisco site for HIV rapid testing, the following steps must be completed:


              PROGRAMMATIC

□   Create a written and comprehensive Protocols, Procedures, and 
Continuous Quality Improvement (CQI) Plan for the site

· An electronic template for this document is available from the San Francisco AIDS Office, at http://www.sfhiv.org.  Click on “Testing” on the left, then “Agency Forms & Materials.” Protocols and Procedures can be in the same or in a separate document from the CQI Plan, as long as all the elements in the AIDS Office template are included and accessible. 

· Within the manual, there should be sections on, among other things, clinic flow, CLIA compliance, discussion of CQI and quality assurance including qualification, training, and competency assessment of personnel who will be involved with testing, as well as some outlining of quality control measures to ensure high-quality testing, client-centered counseling at your site, testing procedure, including protocols for both the counseling and testing parts of rapid testing in your site, confirmatory testing procedures, and some summary information about the bloodborne pathogen exposure control plan, which you must also have on-site (many sites already have one – check before starting from scratch!)

□   Practice the Clinic Flow/Logistical Plan

· This is a plan of what happens to a client when they arrive for rapid testing, and will be included in your Protocols, Procedures, and CQI plan(s).  

· Verify the process – walk through to see if clinic flow works as expected, before the first client arrives for testing. 

□   Plan Confirmatory Testing Procedures

· Confirmatory tests must be a blood draw.

· Who is able to administer a confirmatory test?  How will they be reached if necessary?  How will specimens be delivered to the lab?

· This will also be included in your Protocols, Procedures, and CQI plan(s).


  PERSONNEL

□   Identify experienced counselors for rapid testing counseling

· Have they delivered positive results before?

· Are they skilled with client-centered counseling and referrals?

· Are they good about correctly and completely filling out paperwork?

□   Get counselors trained and certified

· Attend and pass Basic I, or take and pass a full 2-day rapid testing training at AHP, if CTL Basic I counselor training was prior to 9/17/04.

· Have documentation of training in files on site, before actual RT counseling for begins.

· Have counselors who become rapid testing certified through Basic I (after 9/17/04) shadow experienced rapid testing counselors, then conduct sessions on their own while being observed by a more experienced counselor, before providing services themselves.

□   Identify who will provide fingersticks for specimen collection, if applicable

· At a minimum, these people must be trained and certified as a “Limited Phlebotomy Technician” according to California State regulations.

· This person puts their tech ID on the lab slip, and as such is ultimately responsible for the entire testing process, regardless of who else participates, if a fingerstick is performed.

□   Identify who will actually run the test, and record time/temp/results

· This person can be the same as who provides the fingersticks, or a different person entirely.

· If the test is being used orally, the person providing oral specimen collection must be trained to run the test AND approved by the site “lab manager” to collect oral specimens.  This involves reading the package insert for the OraQuick Advance, successfully running a set of three controls, and being observed by the lab manager the first time they collect an oral specimen from a client.  This must be documented in writing and kept in the personnel file for each person who will be doing any oral specimen collection.

□   Get test readers and those providing fingersticks trained and certified

· Attend ½ day rapid testing proficiency training at AHP and pass the proficiency test, unless this requirement is fulfilled by attending the Basic I training (after 9/17/04) or rapid testing CET.

· Have documentation of training in files on-site, before actual provision of services begins.

· Complete a Competency Assessment Test of skills (see CAT checklist provided by AIDS Office) immediately following training and before actual testing begins, then again at 6 months from certification, and yearly thereafter.  Fax completed checklists to AIDS Office.  

□   Ensure that all staff/counselors have attended a DPH training on completing updated CIF forms, lab slips, DAPS forms, and other paperwork as applicable.

· If no city-wide trainings are being offered in the near future, contact Shelley Facente or Matt Jennings at the AIDS Office to schedule a personalized training for your agency.

□   Ensure that all staff/counselors are trained and familiarized with DAPS.

· Do they know what it is?  Do they know what the options are in San Francisco?  Do they know how and when to offer these services?  Are they familiar with the forms and data collection necessary for the process?

□   Determine what counselor support/debriefing activities will be available.

· Will there be debriefing meeting scheduled after each/any shifts?

· What plans are in place for a counselor who gives a preliminary positive result?  For example, some sites have a policy that a counselor who provides a preliminary positive result has their schedule cleared for the rest of the day so they can complete paperwork and receive whatever support they need, rather than risking having to provide another preliminary positive later in the day.


LABORATORY
□   Establish that a valid CLIA certificate of waiver is on-site. 

· A moderate or high-complexity certificate is sufficient if your site already has this to conduct other laboratory testing.

· Applications are available through Shelley Facente.  Note that we use a separate “fast-track” system from the typical CLIA application system.  Make sure you use the fast-track!
· Provide a copy of the certificate to the AIDS Office when received.

□   Establish a system for monitoring inventory of test kits/controls/lancets/etc.
· Who will maintain stock, and order supplies from Alice Heimsoth when needed?

· Who will maintain expiration dates (i.e. make sure older items are used first, and make sure that expired tests are returned to the AIDS Office for disposal)

· How will test kits be tracked/accounted for?  An inventory log is available in the state rapid testing guidelines, for your use if desired.

□   Establish a system for storing test kits and controls

· Is a secure storage space available?

· Is the temperature controlled in the storage area?

· Test kits must be stored at 35º – 80º F, controls must be stored at 35º to 46º F.

· Who will monitor the storage temperature, and how often?

· How will daily temperature readings be recorded?

□   Establish a system for running external controls

· This should be included in your Policies,  Procedures, and CQI Plan.

· In addition to required times (see guidelines for details), how often will controls be run?

· Who will be responsible for running controls and documenting correctly on the control log?

· Who will QA the external control log before sending to the AIDS Office at the end of each month?  How often will the log be QA’d?
□   Obtain additional required testing equipment/supplies

· Contact Alice Heimsoth at the AIDS Office to deliver supplies as needed.

· Supplies include test kits and controls, a digital clock with temperature gauge, timer, latex gloves, lab coats, and other items as needed.

□   Obtain vacutainer tubes for confirmatory testing

· Confirmatory specimens must be collected in completely filled 8ml plastic “North Carolina” purple-top tubes (have a yellow ring around the top and contain a gel separator).


SAFETY
□   Ensure that a Bloodborne Pathogens Exposure Control Plan is in place on-site

· Many sites already have one.  Contact Shelley Facente for more details if you will need to create a new plan from scratch.

□   Ensure that all testing personnel are vaccinated against Hepatitis B

· Hepatitis B vaccinations are good for 10 years, at which time a titer should be ordered before re-vaccination.  

· All sites must make vaccination available to all employees who may have occupational exposure to blood and other infectious materials.

· If an employee declines to be vaccinated for Hepatitis B, this must be recorded in writing in compliance with OSHA standards (contact Shelley for more info if needed).

□   Make appropriate personal protective equipment (PPE) such as gowns and gloves available on-site.

· Your Protocols, Procedures, and CQI Plan should include a section about the need to wear such PPE at all times during rapid testing.

□   Ensure that a spill kit is available on-site.

· Contact Alice Heimsoth at the AIDS Office for a spill kit if needed.

□   Ensure proper sharps disposal is available.

· Contact Alice Heimsoth at the AIDS Office for a sharps container if needed.

□   Ensure that proper medical waste disposal is available.

· This includes a Medical Waste Generator permit, or other equivalent arrangement.
         FORMS
    Do you have the following necessary forms?
□   Client Information Forms (CIFs)    (State HIV6 form)
□   Lab Slips (State version)
□   Informed Consent Forms

· These may be used exactly as provided by the AIDS Office, or can be adapted slightly, but must be approved by Shelley Facente at the AIDS Office if adapted.

□   HIV Confidential Case Report Forms

· For sites offering confidential testing; to be in compliance with California’s reporting requirements.

□   Disclosure Assistance Partner Services (DAPS) Forms

· For documentation of DAPS services offered to clients testing HIV positive.

□   Storage Temperature Log

· State-developed forms for both test kits and controls available in the State Rapid Testing Guidelines; use this or site-developed equivalent.

□   External Quality Control Log

· Developed by the SFDPH AIDS Office, this version must be used (no alternative).  Must be completed as each set of controls are run, and sent to Shelley Facente at the end of each month.

□   Test Kit Inventory Log

· State-developed log available in the State Rapid Testing Guidelines; use this or equivalent

□   HIV Testing Laboratory Log

· To be developed on-site; templates available by contacting Shelley Facente in the AIDS Office.  This is a mechanism through which you record the tests that are run on-site, with a method to contact clients should the need arise to re-test them for any reason (such as an invalid test, realized after the fact).
□   Monthly Testing Summary Sheets
· Developed by the SFDPH AIDS Office, must be completed and sent to Shelley Facente at the end of each month, with information about rapid testing during that month.  Emails or phone calls with all needed information can suffice.
□   Medical Linkage Forms

· Developed by the SFDPH AIDS Office, must be completed and sent to Shelley Facente at the end of each month, with information about referrals provided for each person confirmed HIV positive as a result of rapid testing.

For more information, contact:


Shelley Facente, MPH

Coordinator for HIV CTL Evaluation and QA
San Francisco Department of Public Health

AIDS Office, HIV Prevention Section

25 Van Ness Avenue, Suite 500

San Francisco, CA  94102

Shelley.Facente@sfdph.org

415-554-9136 (phone)

415-934-4868 (fax)

For rapid testing supplies, contact:


Alice Heimsoth

Health Worker III / Rapid Testing Supplies Contact

Alice.Heimsoth@sfdph.org

415-554-9033 (phone)

415-431-7547 (fax)
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HIV Prevention Section

CTL Policy Regarding Past Due Data

· If a government funded CTL program is 60 days past due for submission of CTL data to the AIDS Office, standard OraSure and rapid OraQuick test kits and controls will not be distributed to that agency until the data has been received and there is a written plan in place to prevent this delay in the future. The following data is required:  

· Due on the 21st of the month for the previous month:  the completed External Quality Control Log for those agencies doing rapid testing, the completed CIF data and lab slips for persons receiving both standard and rapid testing, the lab reports for rapid preliminary positives and all standard tests, and for persons confirmed HIV positive, the Confidential HIV Case Report Form; 

· Due the 1st of the month for the previous month: a completed Preliminary Positive Data Sheet and, for confirmed HIV positive clients, the Positive Client Follow-up Form.

· If CTL data is reviewed in the AIDS Office and the CTL program is asked to correct the data, the data must be resubmitted to the AIDS Office within 14 days from notification.  The resubmitted information must be highlighted and the words “resubmit” must be written on the upper left hand of the form and also highlighted.  Failure to comply with this time frame will result in standard OraSure and rapid OraQuick test kits and controls not being distributed to that agency until the resubmitted data have been received and there is a written plan in place to prevent this delay in the future.

· When a CTL program is informed of an invalid rapid test, the program staff must respond in writing to the AIDS Office (Rapid Testing Coordinator) within two weeks.  The response must include one of the following: 

a) if the client is retested: submitted paperwork (CIF and lab slip) of the valid retest, with “retest of invalid” noted in the top left corner and highlighted, and with the invalid test ID number written in optional data field #1; 

b) if the client declines to test or does not appear for a scheduled appointment to retest: notation of the date and manner through which the client was contacted and detailed information about the events following this contact; or 

c) if the client was unable to be contacted: a detailed description of all efforts to contact the client and reasons for failure to make contact.  

Failure to comply with these requirements within 14 days from notification of an invalid test will result in standard OraSure and rapid OraQuick test kits and controls not being distributed to that agency until the data have been received and there is a written plan in place to prevent this delay in the future.
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	Control Date   _____/_____/________
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	QC  Code – reason for running  external controls

1. New setting

2. New operator

3. New test kit lot

4. New test kit shipment

5. Environ. change—temp. outside range in storage area

6. Environ. change—temp. outside range in test area

7. Environ. change—low lighting

8. Scheduled periodic test

9. Other – document reason on back
	Control Vial Expiration Dates

Closed vial expiration – expiration date printed on control unit package by manufacturer.  

Open vial expiration – eight weeks (56 days) from the date vials are opened.  This date should be written on the packaging when first opened and recorded above when used.  

Control unit may not be used if either open or closed expiration date has passed.
	Result Codes

P
Positive

N
Negative

I
Invalid


	**Acceptable Control Results**

Both negative and positive control units must yield correct results.  If either yields an incorrect result, result of external quality control procedure is unacceptable.  In this case, DO NOT conduct client tests until problem is resolved.  Document problem and corrective action taken on back of this form.
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INSTRUCTIONS FOR COMPLETION OF “HIV CONFIDENTIAL CASE REPORT FORM”
‘Complet al qestions for which information is vailable
Side 1

1) Ethaicity: Check one bos for Hispasic or Not Hisparic. Hispanie prsons are of Spanish origin,descent o culturs, rgardless o race.

Race: Check one or more

3) Countey of birth: Plesse complte this tem, even i bor i the Urited Sttes.

4 Patient History: Please check “yes”, o’ or “unk” for ach category

5) Laboratory Data: Pleass complet the entive section. IV anibody test, irst avsilable virlload repor and CDA est. 1fthe paient has a posiive
HIV antibody test butthre is o laboratoy slip aailabl, please ot thisinthe appropriate section.

6) Treatment and services referrals. Please complet secton o the bestof your knowledse.
Side 2

7) HIV Testing History: Please complete allquestons-see above:

554.90

Case report may be phoned in (415 50) OR forms may be mailed to:

Sen Francisco Deprinent of Public Heallh
AIDS Office, HIVAIDS Statsics & Epidemiol
Attn: Viva Delgado 25 Van Ness Avenu, Suite S00
Sen Francisco, CA 94102

Iy have any questions concerming this form or HIV/AIDS reporting, plesse contactthe HIV/AIDS Statistics and Epidemiology Section at 415-554-9050.

LEGAL AUTHORITY TO COLLECT INFORMATION AND ASSURANCES OF PATIENT CONFIDENTIALITY
It ully consisent with Califorsia v for medical center employces to cooperate with rpresentatives ofthe Public Healds Offce n reporting HIV/AIDS
cases. Section 26435 of the California Health and Safty Code includes HIV a5  reporiable conditon and Further stpulats he healds fciliis “may
establish administrative procedures o assure that report are made (o the local health departasent without duplicaton.” The confidentislit of Medical
Information Act (California Civil Code Section 56.10(b)(7) an 56 30¢) states that pateat medical nformation may be disclosed withou prior authorization,
whe specificlly require by i such as in complinc with communicable disease reporing requirements Secton 199.21(1)of the Health and Safey
Code stae the roslts of HIV tess may be inchuded in medical records and may be disclosed o the Public Heallh Officr n accordance with the AIDS csc
reportng requirements. Patie information gathered by the AIDS Sorseillance Branch is held in accordance with the AIDS Public Health Record
Confidentisity Act (Section 199.42 Heall and Safety Codo).
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Monthly Testing Summary Sheet: RAPID Testing
Agency Name:

Month/Year:

	Total Number of Rapid Tests Conducted (repeated tests for the same client should only be counted once)
	

	Number of Oral Rapid Tests
	

	Number of Fingerstick Rapid Tests
	

	Number of Negative Rapid Tests
	

	Number of Preliminary Positive Rapid Tests
	


Please complete for each preliminary positive:


	Lab ID Number  (First RT)
	Date of  Rapid Test
	Anonymous
/Confidential
(circle one)
	Result of 2nd Rapid Test
	Result of 3rd Rapid Test 

(if any)
	Confirmatory Result (Antibody)
	RNA Result 
(if any)
	Date Confirmed by Lab (on lab report)
	Comments

	
	
	A     C      A.to.C
	
	
	
	
	
	

	
	
	A     C      A.to.C
	
	
	
	
	
	

	
	
	A     C      A.to.C
	
	
	
	
	
	

	
	
	A     C      A.to.C
	
	
	
	
	
	

	
	
	A     C      A.to.C
	
	
	
	
	
	

	
	
	A     C      A.to.C
	   
	
	
	
	
	

	
	
	A     C      A.to.C
	
	
	
	
	
	

	
	
	A     C      A.to.C
	
	
	
	
	
	

	
	
	A     C      A.to.C
	
	
	
	
	
	

	
	
	A     C      A.to.C
	   
	
	
	
	
	

	
	
	A     C      A.to.C
	
	
	
	
	
	

	
	
	A     C      A.to.C
	
	
	
	
	
	

	
	
	A     C      A.to.C
	
	
	
	
	
	



Monthly Testing Summary Sheet: STANDARD Testing
Agency Name:

Month/Year:

	Total Number of Standard Tests Conducted (repeated tests for the same client should only be counted once)
	

	Number of OraSure Tests
	

	Number of Venipuncture Tests
	

	Number of Negative Standard Tests
	

	Number of Indeterminate Standard Tests
	

	Number of Positive Standard Tests
	


Please complete for each positive test:


	Lab ID Number  
	Date of  Specimen Collection
	Anonymous
/Confidential
(circle one)
	Date Confirmed by Lab (on lab report)
	Comments

	
	
	A        C          A.to.C
	
	

	
	
	A        C          A.to.C
	
	

	
	
	A        C          A.to.C
	
	

	
	
	A        C          A.to.C
	
	

	
	
	A        C          A.to.C
	
	

	
	
	A        C          A.to.C
	
	

	
	
	A        C          A.to.C
	
	

	
	
	A        C          A.to.C
	
	

	
	
	A        C          A.to.C
	
	

	
	
	A        C          A.to.C
	
	



MEDICAL LINKAGE FORM

Agency:  
 
Referring Staff Name:

Client I.D./Lab #: 

Referral Date:  

          Was client referred to medical care?                               Yes                   Client currently has                            No
      (i.e. Kaiser, Private Doctor, Community Clinic)                                              medical provider and will go   

             Referring Agency/ Contact Information:                                                  If No, please explain:

	Agency Name:  ________________________________

Contact Person: ________________________________
Phone Number: ________________________________
Fax Number: __________________________________
     In-House              Linked directly           Referral Info

     Service                 by counselor               Provided Only


	
	 


LINKAGE OUTCOME

Client went to medical appointment – 


Verified By:
Client self-report

Referral source verified client’s attendance (Includes in-house knowledge)

Counselor went with client to appointment/agency


Other:      Please Explain :

Client did not go to medical appointment – 


Reason?:
Client missed appointment


Client sought similar services elsewhere


Wait list was too long


Client not interested in these services at this time


Other:      Please Explain :

Could not locate client for follow-up – 


What attempts were made to contact?



NOTES


Minimum Requirement for Referral to Linkages and Tracking of Data

Referral to Linkages

1. Offer to help link client to care

a. Find out if client already has a primary medical provider/clinic.

b. If no, does client have insurance?  Is there a CBO where client would like to go?

2. Attempt to make a medical appointment on the spot
a. Contact the point person at each agency to get the client in ASAP.

b. If the point person is not there, leave a message and contact the front office staff to schedule an intake/appointment.  If you have a medical release form signed from the client, leave your contact information as well as the client’s, so that you can stay informed of what is going on and continue to assist if necessary.

c. Especially with after-hours testing, getting good contact information for the client is crucial, so they are able to follow up during normal hours at the referred site.

d. If client is not ready to make a medical appointment, ask if you could contact client thirty days later just to ‘check in’ and at that point see if client has had follow-up care.  If not, then attempt to link client again at that time.

i. If an update is made regarding the client’s linkages, complete another medical linkage form (or update the original form), mark it “UPDATE,” and re-fax it to the AIDS Office for updating of the official record.

3. Give client DPH/Linkage Coordinator's contact card

a. This should be provided at a minimum, to all clients, even those with providers

4. Give client primary medical care/provider handout 

a. Always offer this: it can be used for future reference even if not currently needed

5.   Counselor/Agency to attempt a minimum of three contacts to client after disclosure session regarding assistance into medical care. (Choose A or B; C Applies to all)
a. Designate Counselor/Coordinator/Outreach staff to attempt to contact client if client has stated that the need to linkage to care is something the client wants: or
b. Fax copy of all contact information/consent form to DPH Linkage Coordinator and case will be follow up on DPH on agency’s behalf if agency does not have the capacity to follow up.

c. After three contact attempts, with no success to locate client, agency to fax all information (Medical Linkage Form(s), Consent Form) to DPH Linkage Coordinator to further evaluate and close out case by case.

Tracking of Data

1. Always try to obtain the most comprehensive contact information possible at the beginning; document address, email, telephone number, sleeping/hang out location (for example, if client is homeless), and any other relevant information to assure that client is not “lost” to follow-up. Try to at least get the name and phone number in the beginning, and then more information following the disclosure if it is not possible to get all the information up-front.

2. Documentation of all positive clients must be faxed to DPH at 415-934-4868 within 7 days of positive result received on the lab report.  This includes the medical linkage form, with all attempts made to refer and link client to care documented clearly on the form.  It also includes the lab slip, CIF, lab report, and DAPS form.  Updates should also be faxed when applicable.

3. Telephone call/message left to DPH/Linkage Coordinator within 48 hours of client testing positive, recording plan of action to be taken by counselor/case manager/client in order to establish medical care.  If no plan of action was made, explain the reason for this.  
Omar Menendez can be reached at 415-703-7280 and omar.menendez@sfdph.org.

Updated 3/9/2007

INSTRUCTIONS

For OraQuick ADVANCE Test Kit 
Competency Assessment Test (CAT)

1. This evaluation must be conducted by the Lab Manager, who is an authorized designee of your Laboratory Director and CTL Coordinator.  This designee must be a certified OraQuick Advance Test Kit reader.  
2. If your site ever collects oral specimens, then the technician should be observed collecting an oral specimen and running the rapid test.  If your site does fingerstick samples only, then the technician should be observed running a set of controls (and this should be noted on the checklist).
3. Fax this form to Shelley Facente, HIV Prevention Section, SFDPH AIDS Office, at (415) 431-7547 for updating of the counselor/technician training records.
4. Competency Assessment Tests are required before a technician begins 
testing oral client specimens for the first time, within 6 months of the initial OraQuick Test Reader training and annually thereafter to remain certified as a test kit reader.

5. Contact Shelley Facente, Rapid Testing Coordinator at the SFDPH AIDS Office, at (415) 554-9136 if you have any questions, concerns or technical difficulties with this evaluation process.

       OraQuick Advance Competency Assessment Test (CAT) Checklist
Once a test reader has successfully completed these steps, s/he is approved for oral specimen collection for clients without supervision.  This process must be repeated 6 months after initial certification and annually thereafter, to maintain certification. 
Date:_______________ Site Name and Number: _____________________________

Test Reader’s Name: __________________________  Couns/Tech ID:___________


Gathers/arranges all materials


Examines test kit pouch (unopened, room temperature, absorbent packet)


Accurately records lot number


Accurately records expiration date


Accurately records Counselor/Tech ID


Affixes client number to back of vial


Successfully opens and positions vial in stand (no spillage, vial to bottom of stand)


Wears gloves for all subsequent steps

Does one of the following:

                      OR             

A)   Asks the client to clear his/her mouth 
       (finish eating/drinking if applicable; swallow)

· Inserts test kit between upper gum and upper lip and swabs top gum, then bottom gum, as shown in picture


· Does not swab the inside of the cheek, tongue, or roof of mouth
· Successfully inserts test kit (no spillage, window forward, pad touching bottom of vial)

· Did NOT touch flat pad when inserting test kit

B)

Asks the client to clear his/her mouth 
           (finish eating/drinking if applicable; swallow)

· Instructs the client correctly to insert test 
kit between upper gum and upper lip and swab top gum, then bottom gum, as 
shown in picture (visually demonstrates) 


· Instructs the client to not swab the inside of the cheek, tongue, or roof of mouth
· Instructs the client to insert the test kit back into the sterile foil pouch, which the test reader holds open for him/her.

· Successfully removes test kit from 
pouch and inserts test kit into vial 
(no spillage, window forward, 
pad touching bottom of vial)

·  Did NOT touch flat pad when inserting test kit

REQUEST FOR DATA REPORTS

( Reports should be requested at least three (3) weeks in advance of the date needed. )

To:


Marisé Rodriguez, Manager of Information Systems

Today’s Date:














From:























Your Name and Agency

Briefly describe the nature and purpose of the requested report:

________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

Will this be a report for billing purposes?


□
Yes
□
No

Is this an individual request?





□
Yes
□
No

Is this for a specific meeting?





□
Yes
□
No

When is this report needed by?




















(Date)

Has the requested report been used in the past?

□
Yes
□
No

If no, will this report be a future standard report that will be needed on an on-going basis?
    □   Yes
   □
   No

Which report(s) are you requesting?

□  Client List (HIV6 general client testing information - not demographic)
Specify date range:_______________

□  Counselor Assessment Report (# of sessions, % of filling out various items on the HIV6) 
Specify date range:_______________
□  Counselor List (list of all counselors, ordered by number)  
Specify date range:_______________
□  Counselor Testing (by counselor, # of tests performed, types of tests, and results of tests) 
Specify date range:_______________
□  Disclosure Counseling (# of clients tested, disclosed, no-shows, by race, sex, age, risk, etc)
Specify date range:_______________
□  Hepatitis/STD Summary (frequency of hepatitis and STDs, by risk behavior and gender)
Specify date range:_______________
□  High-Risk Clients by ZIP Code (# in specific high-risk behavior categories, by ZIP code) 
Specify date range:_______________
□  HIV Distribution by ZIP Code (HIV+ clients categorized by ZIP code)
Specify date range:_______________
□  HIV Test Site Report (breakdowns by gender, race/ethnicity, and dominant risk by site) 
Specify date range:_______________
□  Testing Results Summary (demographic summaries of site testing data) 
Specify date range:_______________

□  Other: (describe exactly what you want and what it will be used for) 
Specify date range:_______________

Will this be a useful report for other agencies as well?
  □  Yes      □  No

______________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________


After a client tests preliminary positive on a rapid test, they must have a venipuncture confirmatory specimen collected.  Because the new OraQuick Advance tests for both HIV-1 and HIV-2, it is important that any risk factors for HIV-2 be determined at the time of collecting the confirmatory specimen.  Therefore:

After a preliminary positive result is disclosed to a client, they should be re-consented to provide a confirmatory specimen.  They should also be notified that the counselor needs to ask some follow-up questions, to determine whether they may have been exposed to HIV-2, a strain of HIV that is rare inside the United States and therefore may not be picked up on standard confirmatory tests used in the laboratory.

The questions that must be asked are as follows:


If the client answers yes to any of those questions and/or is reporting an illness that suggests HIV infection (such as an HIV-associated opportunistic infection), then mark in the “Note” section of the lab slip (where it says “Laboratory Use Only”) that the client is at risk for HIV-2, and list the specific risk factor or symptom.

Notify the client at that time that if their blood needs to be tested for HIV-2, it could take three to four weeks before their confirmatory result is available, because this testing can not be done in our lab in San Francisco.  Make sure to gather comprehensive contact information so that the client can be contacted when an HIV-2 confirmatory result is available, should their HIV-1 confirmatory test be negative or indeterminate.  A regular post-disclosure appointment for results (1-2 weeks) should be scheduled regardless, in the more likely event that the confirmatory test is confirmed positive for HIV-1.

If you have questions about these procedures or would like more information, please contact Shelley Facente at 415-554-9136 or Shelley.Facente@sfdph.org.

For more information on HIV-2, see the following website:  http://www.cdc.gov/hiv/pubs/facts/hiv2.htm.

Released February 16, 2005


When a blood sample is drawn following a preliminary positive rapid test, it is reasonably assumed that the vial of blood contains HIV (this is known as a “presumptive positive”).  For this reason, special regulations apply for the transport of this specimen to the DPH Lab at 101 Grove or to any other laboratory for confirmatory testing.

If you do not have a trained medical courier to deliver the confirmatory sample, you must follow the following requirements:

1) Confirmatory specimens should always be collected in plastic vacutainer tubes.

2) Individual tubes must be contained in a sealed plastic biohazard specimen bag.  Laboratory slips or other submitting paperwork should be placed in the external pouch of the biohazard specimen bag.

3) Cotton balls, paper towels, or other absorbent
 material must be placed in the sealed plastic 
bag with the tubes, in case the vacutainer should break 
or leak in transit.  Each tube must be separately wrapped with absorbent material, and the absorbent material should be 
sufficient to absorb the entire contents of all tubes. 
4) Bags must be placed in hard, sturdy outer packaging made of wood, metal, or rigid plastic.  Paper envelopes, plastic or paper bags, and Styrofoam envelopes are not acceptable packaging.  Examples of proper containers for this purpose would be a metal box, small “igloo” cooler, or other rigid plastic container.


5) Stickers or other clearly visible labels must be placed on the outer packaging, identifying the item as BIOHAZARDOUS MATERIALS and/or DIAGNOSTIC SPECIMENS.

If you have any questions about these requirements, please contact Shelley Facente at
554-9136 or Shelley.Facente@sfdph.org.  

	PLEASE NOTE:

	ALL RAPID TESTS ARE INVALID UNLESS READ WITHIN THE TIME WINDOW BELOW.

	
	
	
	
	
	
	
	
	
	
	

	If you start the test at:
	
	You must read the result between:
	
	If you start the test at:
	
	You must read the result between:

	9:00
	
	9:20
	and
	9:40
	
	9:30
	
	9:50
	and
	10:10

	9:01
	
	9:21
	and
	9:41
	
	9:31
	
	9:51
	and
	10:11

	9:02
	
	9:22
	and
	9:42
	
	9:32
	
	9:52
	and
	10:12

	9:03
	
	9:23
	and
	9:43
	
	9:33
	
	9:53
	and
	10:13

	9:04
	
	9:24
	and
	9:44
	
	9:34
	
	9:54
	and
	10:14

	9:05
	
	9:25
	and
	9:45
	
	9:35
	
	9:55
	and
	10:15

	9:06
	
	9:26
	and
	9:46
	
	9:36
	
	9:56
	and
	10:16

	9:07
	
	9:27
	and
	9:47
	
	9:37
	
	9:57
	and
	10:17

	9:08
	
	9:28
	and
	9:48
	
	9:38
	
	9:58
	and
	10:18

	9:09
	
	9:29
	and
	9:49
	
	9:39
	
	9:59
	and
	10:19

	9:10
	
	9:30
	and
	9:50
	
	9:40
	
	10:00
	and
	10:20

	9:11
	
	9:31
	and
	9:51
	
	9:41
	
	10:01
	and
	10:21

	9:12
	
	9:32
	and
	9:52
	
	9:42
	
	10:02
	and
	10:22

	9:13
	
	9:33
	and
	9:53
	
	9:43
	
	10:03
	and
	10:23

	9:14
	
	9:34
	and
	9:54
	
	9:44
	
	10:04
	and
	10:24

	9:15
	
	9:35
	and
	9:55
	
	9:45
	
	10:05
	and
	10:25

	9:16
	
	9:36
	and
	9:56
	
	9:46
	
	10:06
	and
	10:26

	9:17
	
	9:37
	and
	9:57
	
	9:47
	
	10:07
	and
	10:27

	9:18
	
	9:38
	and
	9:58
	
	9:48
	
	10:08
	and
	10:28

	9:19
	
	9:39
	and
	9:59
	
	9:49
	
	10:09
	and
	10:29

	9:20
	
	9:40
	and
	10:00
	
	9:50
	
	10:10
	and
	10:30

	9:21
	
	9:41
	and
	10:01
	
	9:51
	
	10:11
	and
	10:31

	9:22
	
	9:42
	and
	10:02
	
	9:52
	
	10:12
	and
	10:32

	9:23
	
	9:43
	and
	10:03
	
	9:53
	
	10:13
	and
	10:33

	9:24
	
	9:44
	and
	10:04
	
	9:54
	
	10:14
	and
	10:34

	9:25
	
	9:45
	and
	10:05
	
	9:55
	
	10:15
	and
	10:35

	9:26
	
	9:46
	and
	10:06
	
	9:56
	
	10:16
	and
	10:36

	9:27
	
	9:47
	and
	10:07
	
	9:57
	
	10:17
	and
	10:37

	9:28
	
	9:48
	and
	10:08
	
	9:58
	
	10:18
	and
	10:38

	9:29
	
	9:49
	and
	10:09
	
	9:59
	
	10:19
	and
	10:39


SUGGESTED SCRIPTS FOR CLIENT CONTACT FOLLOWING AN INVALID RAPID TEST


End time less than 20 minutes from Start time

Hello,

This is [Name] calling from [Agency].  I’m calling to follow up on the rapid HIV test you took here on [date].  The manufacturer’s guidelines for the test say it needs to develop for at least 20 minutes before the result is determined.  Unfortunately, your test was read by our technician at only [number] minutes.  As a result, there is a small possibility that the result we provided you was inaccurate.  We would really like for you to come back in for another rapid test, so we can be absolutely sure that the result you received from us is correct.  I would be happy to schedule an appointment with you here as soon as you are available.  

Thank you very much for understanding.  It is important to us to make 100% sure that our clients receive completely accurate test results.


End time more than 40 minutes from Start time

Hello,

This is [Name] calling from [Agency].  I’m calling to follow up on the rapid HIV test you took here on [date].  The manufacturer’s guidelines for the test say the test result must be read within 40 minutes of the time it is started.  Unfortunately, your test was not read by our technician for [number] minutes.  As a result, there is a small possibility that the result we provided you was inaccurate.  We would really like for you to come back in for another rapid test, so we can be absolutely sure that the result you received from us is correct.  I would be happy to schedule an appointment with you here as soon as you are available.  

Thank you very much for understanding.  It is important to us to make 100% sure that our clients receive completely accurate test results.


Temperature out of range

Hello,

This is [Name] calling from [Agency].  I’m calling to follow up on the rapid HIV test you took here on [date].  The manufacturer’s guidelines for the test say the test must be run between 59ºF and 80ºF.  Unfortunately, when your test result was read, the temperature was [number] degrees.  As a result, there is the potential that the result we provided you was inaccurate.  We would really like for you to come back in for another rapid test, so we can be absolutely sure that the result you received from us is correct.  I would be happy to schedule an appointment with you here as soon as you are available.  

Thank you very much for understanding.  It is important to us to make 100% sure that our clients receive completely accurate test results.

The Oral Rapid Test:  Frequently Asked Questions for counselors

Now that rapid HIV testing can be done with oral specimens, counselors have been faced with questions from their clients about the oral test.  This list of frequently asked questions is intended to support the counselor in their wording of answers to these sometimes difficult inquiries – of course, your wording will be different depending on the knowledge level of your client, so use this as a guide.

Q:  If this is a saliva test, does that mean I can get HIV from saliva?
A:  Actually, the oral rapid test is not a saliva test.  The official language for what we’re collecting here is Oral Mucosal Transudate, which is a fluid that is obtained from the tissues in your mouth.  Regardless, there are two important points to remember.  The first is that you can not get HIV from saliva.  The virus is not ever present in saliva with high enough concentration to transmit the infection to someone else.  But secondly, this test is not looking for the HIV virus itself, but instead for antibodies, which are your body’s response to a virus.  Anyone who is infected with HIV will eventually develop antibodies that are specific to HIV, which will show up on this test and cause it to be preliminary positive.  Antibodies cannot infect another person – just the virus itself can do that.

Q:  How accurate is this oral test?  It seems too easy – is it better to get the fingerstick?
A:  Both the oral version and the fingerstick version of this test are excellent tests – more than 99% accurate.  In fact, it is the same exact test, it is just using a different type of sample to check for antibodies to HIV.  Whether we use an oral swab or a blood from a fingerstick, if this test is positive then we call it “preliminary positive,” and draw blood to send to the lab so they can confirm for sure that the person has antibodies to HIV.  This helps us to be 100% sure – which we want to do, since testing for HIV is such an important issue.  If you are concerned about the accuracy of the oral test, though, you can always get a fingerstick instead…or do a standard test where we’ll send the sample away to a lab and you can come back in a week for your results.

Q:  What is the difference between this test and the OraSure that I’ve had before?
A:  The OraSure collects the same type of sample as this test, but needs to be sent away to a lab that can run a more complex test to see if there are antibodies.  This oral rapid test – called OraQuick – is a newer, simpler technology, which we can do right here in the clinic.  We only have to send a sample to another laboratory if the test we do here is preliminary positive.

Memo

TO:


SAN FRANCISCO RAPID HIV TESTING COORDINATORS

FROM: 
SHELLEY FACENTE, HIV RAPID TESTING PROGRAM COORDINATOR


TERI DOWLING, CTL/PCRS PROGRAM MANAGER

SAN FRANCISCO DEPARTMENT OF PUBLIC HEALTH, AIDS OFFICE

SUJBECT:
CHANGES TO RAPID TESTING PROTOCOLS DUE TO ORAQUICK ADVANCE RAPID HIV-1/2 TEST

This letter is to notify you of changes to rapid testing protocols resulting from the availability of the OraQuick ADVANCE Rapid HIV-1/2 Antibody Test (the rapid oral HIV test).  

Training for oral fluid sample collection 

Only individuals who have successfully completed the 4-hour rapid test technician training through AIDS Health Project and passed the proficiency exam for certification may conduct rapid testing, whether via fingerstick or oral fluid.  This training is currently available through the Basic I or Rapid Testing CET.

Although oral fluid collection will be described in upcoming rapid testing Continuing Education Training, B1 or B2 training, all practice and proficiency testing during training must be conducted using control vials or proficiency samples, which precludes test kit operation using oral fluid samples in training settings.  Therefore, it is critical that competency of this skill be verified on-site for each test kit operator prior to beginning client testing of oral fluid samples, regardless of their training date.  

Prior to conducting oral fluid sample collection on clients, counselor/test kit operator competency of this skill must be verified by a qualified supervisor and documented in the counselor’s personnel file.  
The process for assessing competency for oral fluid sample collection consists of three parts.  The counseling and testing coordinator or clinic manager must attend an AIDS Office training on the topic, and then:

1. Provide the counselor/test kit operator with a copy of the package insert and verify verbally that s/he has read and understands the process for collecting an oral fluid sample.  This package insert as well as a step-by-step instruction sheet is available on the manufacturer’s web site: www.orasure.com.  If desired, a 15-minute video from OraSure Technologies, Inc. demonstrating proper oral fluid collection procedures is available from the AIDS Office.  The State Office of AIDS recommends that all rapid test technicians watch this video before beginning to performing collection of oral specimens for rapid HIV testing.  An extended checklist for oral fluid rapid testing procedures is also included with this document for your reference.  

2. Have the test kit operator successfully run a set of three external controls (one negative, one HIV-1 positive, and one HIV-2 positive) and properly document it with their tech-ID number on the external quality control log, prior to conducting any oral fluid specimen collection.   This is a requirement of the manufacturer.
3. Observe the test kit operator when they conduct their first oral fluid sample collection on a client.  Because the process of conducting an OraQuick ADVANCE test using oral fluid involves directing the client in the proper sample collection procedure, the competency assessment should verify that the counselor has the skill to both:  a) describe the procedure in language a typical client will understand; and b) recognize when the procedure has been performed properly.

4. Complete the “OraQuick Advance Oral Specimen Collection Checklist” during the first observation of oral fluid sample collection, and file the documentation in the counselor/test kit operator’s personnel file.   **Note that this does NOT need to be sent to the AIDS Office, as does a regular 6-month or 1-year Competency Assessment Test (CAT), completed on the CAT checklist.**

If technical assistance is required to complete this process, please contact Shelley Facente at 415-554-9136 or Shelley.Facente@sfdph.org.

     

      Please see back

Testing protocols – transporting an oral fluid sample

For oral fluid specimen collection, there are two options available for rapid testing sites:

1. The counselor (who must also be a certified test technician) collects the oral fluid sample in the counseling room, then leaves the client in the counseling room and walks the test kit to the laboratory room, where the kit is inserted into the vial and the test is begun.  This option does not require the client to move around, but means that the client is left alone in the counseling room twice during the testing session. 

2. The counselor walks the client to the laboratory room, where the specimen is collected (this scenario matches that for fingerstick whole blood collection).  The test is then started in that room and the client is walked back to the counseling room for the 20-40 minute risk assessment.  This option allows for the counselor and test kit operator to be two separate people, with the counselor not requiring certification to run the rapid test, although it can still be the same person if desired.

Either option is acceptable, as described above.  However, if using option 1, please note the following points:  since the oral fluid sample is collected directly on the flat pad of the test kit, the sample may NOT be inserted into the testing vial for transport to another location.  To transport an oral fluid sample to the testing area for processing, the sample collection pad must be reinserted into the original foil pouch to avoid contamination during transport.  Upon arrival, the test kit should be removed from the pouch and inserted into the test kit vial according to the manufacturer’s instructions.  Please note that the package insert specifies that oral fluid samples must be inserted into the testing vial within ten minutes of sample collection.  The time the test begins is when the pad is inserted into the testing vial.

Current protocols include labeling the test kit vial with the client ID number from the lab slip.  This is used for linking testing materials to other paperwork such as the lab slip, CIF, etc.  Agencies that choose to collect oral fluid samples in the counseling area and transport them to the testing area should also label the testing device (in addition to the testing vial) with the OA client number for added assurance.  If this process is implemented, it must be added to the site’s Quality Assurance Plan along with a reminder not to cover the holes on the back of the testing device, which will produce an invalid result.

HIV-2 and external quality controls

OraQuick ADVANCE is capable of detecting both HIV-1 and HIV-2.  As a result, control units for use with OraQuick ADVANCE contain three control vials, which contain negative, HIV-1 positive, and HIV-2 positive samples.  All three vials must be used when running external controls for OraQuick ADVANCE, in accordance with the package insert.  This is required regardless of whether the local population is at risk for HIV-2.   The new external quality control log is enclosed with this document.  This log must be used from the first time oral rapid testing is offered at any site.

Test kit operating temperature

The package insert for OraQuick ADVANCE includes a change in the acceptable temperature range for test kit operation.  The new range is between 59 and 99º Fahrenheit.  Please note that this expanded temperature range does NOT apply to storage of the test kits.  Currently, test kits may be stored between 35 and 80º Fahrenheit.  

Biohazards and Universal Precautions

The manufacturer’s package insert indicates that protective gloves are optional for collecting oral fluid samples.  Please note, however, that oral fluid containing blood is biohazardous and may transmit HIV or other blood-borne illnesses.  The San Francisco AIDS Office, therefore, requires the use of protective gloves for oral fluid sample collection.  Used test kits must be disposed of in an appropriate biohazardous waste container regardless of sample type.  Although HIV is not transmissible via oral fluid, other illnesses are.

All other protocols, requirements, and guidelines contained within the CA RT Guidelines remain in effect for use of the OraQuick ADVANCE with oral fluid, including training and quality assurance/quality control requirements.  

Thank you for your cooperation in implementing these additional guidelines for use with the oral HIV rapid test.  We are confident that appropriate use of the new ADVANCE test will assist us all in achieving our mutual goal of reducing HIV transmission in San Francisco.

EXPANDED VERSION: DETAILED STEPS FOR ORAQUICK ADVANCE TEST PROCEDURE USING ORAL FLUID

1. GATHER MATERIALS

a. Testing space items: (six items)

1. Absorbent workspace cover

2. Biohazard container(s)

3. Bleach cleaning solution (10% bleach, 90% water) or several medical biohazard wipes and/or a “spill kit” for clean-up in the event of a spill.

4. Thermometer

5. Clock/timer

6. Good lighting

b. Test kit materials: (seven items)

1. Unopened test kit pouch

2. Test kit stand

3. Lab slip w/client number stickers

4. CIF

5. Gloves

6. Instructions

7. Pen 

2. EXAMINE TEST KIT POUCH

a. Test pouch must be unopened to protect absorbency of test kit pad.

b. Test pouch should be at room temperature, between 59 and 99 degrees Fahrenheit.  (If test kits are stored refrigerated, allow test kit to come to room temperature before using).

c. Side of pouch with test device in it must contain an absorbent packet.  If not, dispose of entire pouch and use a new test kit.  

3. RECORD LOT NUMBER

a. Lot number is stamped on bottom right of package; record this number on lab slip.

4.
RECORD EXPIRATION DATE

a.
Expiration month and year is stamped below lot number. 

b.
Kit expires at the end of the month and year stamped. NOTE: Do not use kit if expired.  

5.
RECORD INITIALS

a.
Record initials of tester operating the test kit and reading results on lab slip.

6.
OPEN POUCH, REMOVE VIAL

a.
Feel the pouch to determine which side contains the vial of reagent.  

b.
Open only that side of the pouch.  Remove vial and set pouch aside.

7.
AFFIX CLIENT NUMBER TO VIAL

a.
Affix client number to back of vial vertically, so the number will be visible when the vial is inserted into test kit stand.

b.
Leave enough space to be able to see the fluid at the bottom of the vial.

8.
AFFIX CLIENT NUMBER TO CIF/LAB SLIP

a.
From the same sheet of numbers, affix a sticker to the CIF, lab slip (if necessary), and any other paperwork which must be linked (e.g., consent form, etc.)

9.
OPEN VIAL AND PUT IN STAND

a.
Open the vial by gently rocking the lid back and forth.  

b.
Insert into the stand by sliding the vial in from the top.  Do NOT “snap” the vial in from the front. 

c.
Ensure that the vial is seated fully in the stand with the client’s number clearly visible.  

10.
PUT ON GLOVES

a.
Universal precautions require that all health care providers use gloves and other protective gear as appropriate when dealing with potentially infectious fluids.  Follow site-specific guidelines for use of gloves when collecting oral fluid sample.

11.
COLLECT SAMPLE – ORAL FLUID

a.
Open the other side of the pouch and remove the test kit without touching the absorbent pad. 

b.
Collect, or direct the client to collect the oral fluid sample on the flat pad as described below:

c.
Place the flat pad above the teeth against the outer gum.  Gently swab completely around the outer gums, both upper and lower, one time around using the flat pad.  DO NOT swab the roof of the mouth, the inside of the cheek, or the tongue.  NOTE: Both sides of the flat pad may be used during this procedure.

12.
INSERT TEST KIT

a.
Carefully insert the test device into the vial.  

b.
Ensure that the absorbent pad is touching the bottom of the vial and the test kit window is facing you. 

13.
REMOVE GLOVES

a.
Remove gloves by grasping cuff and pulling so that glove turns inside out, to safely contain any biohazardous agents.  

14.
RECORD START TIME AND TEMPERATURE

a.
Record the time and temperature on the lab slip in the space labeled 'Begin Test-Time' and 'Begin Test-Temperature.'

b.
Test must develop for at least 20 minutes but no more than 40 minutes.  Do not disturb test stand or device during this time.

15.
RECORD RESULT, END TIME AND TEMPERATURE

a.
Check to be sure that it has been at least 20 minutes, and no more than 40 minutes since the time recorded under 'Begin Test-Time.'

b.
Carefully examine the result window and record the correct result on the lab slip.

c.
Record the current time and temperature on the lab slip in the space labeled ‘End Test-Time' and ‘End Test-Temperature.'

NOTE:
More details about quality assurance requirements and procedures are available in the current package insert (www.orasure.com) and in the Office of AIDS OraQuick Rapid HIV Testing Guidelines (www.dhs.ca.gov/aids).

OraQuick Advance Rapid HIV-1/2 Antibody Test 

Oral Specimen Collection Dos and Don’ts

DO:

· Check for the absorbent packet in the pouch before using the device

· Accurately record the lot number and expiration date from the foil pouch

· Use gloves if you will be taking the oral sample

· Completely swab the clients’ upper and lower gums, or instruct them to do so 

· Use both sides of the flat pad to swab, if desired (not required)

· Put the device back in the sterile pouch if you will not put it immediately in the vial

DON’T:

· Touch the flat pad, or allow the client to do so

· Move the device, vial, or stand after the paddle has been placed into the vial

· Allow the client to swab their gums more than once on the top and once on the bottom

· Allow the client to swab their tongue, cheeks, or the roof of their mouth

· Cover the two small holes on the back of the device if you put a sticker there

Please remember to regularly observe counselors/technicians 
and provide ongoing training updates to enable the 
highest quality specimen collection!

[image: image4.emf]

HIV CTL Counselor Evaluation

Counselor Name:


Counselor ID#:

   

Evaluator:


Date:



Visit Type: 
 FORMCHECKBOX 
Risk Assessment  
 FORMCHECKBOX 
Disclosure
Location:



Please read the following Counselor Job Description. From your direct observation of the counselor and your understanding of the requirements of the position, use the following performance rating to evaluate the counselor.  Mark one area only on the performance rating and give written feedback as needed.

Counseling Services:

Provides risk assessments and disclosures within the framework of client centered behavior change counseling.  Gains rapport with clients in an effort to understand each client’s specific needs. Helps clients integrate the meaning of testing in his/her specific situation and helps clients identify their own behaviors that may be putting them at risk for HIV.  Provides client tools for realistic behavior change and/or validates client’s maintenance of safe sex practices.  Provides referral resources to clients as appropriate to their specific needs.  Completes client information forms.

Training:

Completes the BASIC and the Advanced HIV Counselor Training as required by the state of California.  Receives training from supervisor or designated counselor through observation with process of actual risk assessment sessions--with the client's permission to be observed. Role-plays with other volunteers during training period.  Counselors will attend monthly in-services and will be encouraged to attend special trainings, as they are scheduled.

Performance Ratings:

CE
Consistently Exceeds all standards or goals
MA
Meets All standards and in many cases exceeds them
M
Meets standards or goals
PM
Partially Meets minimum standards or goals: improvement needed
FM
Fails to Meet standards or goals; performance unacceptable

	  
	Fails to meet standards: unacceptable
	Partially meets, improvement needed
	Meets standards
	Meets all standards, & exceeds many
	Consistently exceeds all standards

	I. Content of Client Centered Counseling Sessions
	FM
	PM
	M
	MA
	CE

	1. Counselor introduced him/herself & explained the purpose of the counseling session
	
	
	
	
	

	Comments:

	2. Counselor is able to explore the client’s sexual and/or needle sharing behaviors that put them at risk for HIV
	
	
	
	
	

	Comments:

	3. Counselor is able to explore the client’s co-factors that are involved and may contribute to the client’s risk(s)
	
	
	
	
	

	Comments:

	4. Counselor helps client clarify perception of risk when appropriate
	
	
	
	
	

	Comments:

	5. Counselor is able to negotiate an incremental risk reduction plan when appropriate
	
	
	
	
	

	Comments:

	6. Counselor is able to explore the client’s support system when appropriate
	
	
	
	
	

	Comments:


	II. Counseling Skills
	FM
	PM
	M
	MA
	CE

	1. Counselor asks open-ended questions
	
	
	
	
	

	Comments:



	2. Counselor is able to establish rapport with the client
	
	
	
	
	

	Comments:

 

	3. Counselor demonstrates empathic listening, active listening and/or reframing
	
	
	
	
	

	Comments:



	4. Counselor demonstrates understanding of the stages of behavior change

	
	
	
	
	

	Comments: 



	5. Counselor maintains a neutral stance
	
	
	
	
	

	Comments:




	III. Referrals 
	FM
	PM
	M
	MA
	CE

	1. Counselor has knowledge of and is able to provide referrals for client
	
	
	
	
	

	Comments: 




	IV. Client Information Collection
	FM
	PM
	M
	MA
	CE

	1. Counselor is able to correctly complete the CIF
	
	
	
	
	

	Comments: 




Additional Comments:

OraQuick


NEGATIVE





OraQuick


PRELIMINARY


POSITIVE





10:40





10:40





SNF





4





Incorrect





Incorrect





Correct





To correct an error on a lab slip:





Protocol for transport of confirmatory blood specimens �(presumptive positive samples)








Have you ever had sex or shared needles with someone you knew was infected with HIV-2?





Have you had unprotected sex or shared needles with a person who lives in or is from a country in West Africa?





Did you ever have sex, receive a blood transfusion or a nonsterile injection in a country located in West Africa?








Protocol for confirming results following a preliminary positive �rapid test on the OraQuick Advance Rapid HIV-1/2 Antibody Test








	Accurately records start time and temperature on lab slip.  (temperature range within 59 – 99 ◦ºF)


	Verifies that client number on lab slip and vial match


	Accurately records end time and temperature on lab slip.  (time range within 20- 40 minutes)


	Checks lab slip for completeness and accuracy of information including test result


	Successfully completes all steps (if not, note what was missing/incorrect below):





   Notes:


�
�
�
�
�
�



Authorized Evaluator Name:_________________________________________________________________________


(Print Full Name)





Evaluator’s Signature:	______________________________________________________________________________








Don’t forget a medical linkage form �for all confirmed positive tests!!





Numbers should equal total above





Numbers should equal total above





TOTAL





Due to Shelley �by close of business the first working day after the month ends





Don’t forget a medical linkage form �for all confirmed positive tests!!





Numbers should equal total above





Numbers should equal total above





TOTAL





Due to Shelley �by close of business the first working day after the month ends





External Quality Control Log for _________/________				               	                             Page: _____ of ______


					                                       Month	              Year








Signature Initial Review: _____________________________ Date:___/___/________     Signature Final Review: ____________________________ Date:___/___/________







































































Thanks to Vanessa Lee, MPH for her hard work in the development of the original version of this checklist!








� CDC Fact Sheet (2004).  Counseling, Testing, and Referral: An Intervention for Persons at High Risk for HIV.


� DHS/OA HIV Counseling and Testing Guidelines (1997), p. VI.B.17.; Larkin Street Youth Clinic template (2005).


� DHS/OA HIV Counseling and Testing Guidelines (1997), p. VI.B.17.; Larkin Street Youth Clinic template (2005).
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