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 SEQ CHAPTER \h \r 1Statement of Work (SOW)

Substance Abuse and Mental Health Services Administration (SAMHSA)

RAPID HIV TEST KIT PURCHASE
A.  
Background Information
Background

The Centers for Disease Control and Prevention (CDC) estimates that nearly one fourth of the estimated 900,000 HIV-infected persons, including 20% of all pregnant women, in the United States do not know their HIV status and consequently cannot benefit from early interventions with effective counseling and HIV antiviral therapy.  

In response, the Department of Health and Human Services (DHHS) recently identified funds that were directed to SAMHSA to make a bulk purchase of rapid HIV test kits.  The requirement for these kits include FDA cleared and Clinical Laboratory Improvement Amendments of 1988 (CLIA) waived rapid point-of care test device for the detection of antibodies to HIV-1 and HIV-2 in blood specimens and in oral fluids.  SAMHSA will select sites that will then have option of implementing such rapid test kits use in their service delivery systems, consistent with the CLIA waiver.  In addition, SAMHSA will purchase rapid HIV test control kits, oral fluid specimen collection, and confirmation testing lab services.  The use of the FDA cleared/CLIA waived rapid HIV test device will permit SAMHSA’s selected sites from its’ current Minority AIDS Initiative (MAI), SAPT and Mental Health (MH) Block Grant Program, and SAMHSA-regulated Opioid Treatment Programs, to increase the number of persons tested (i.e., injection drug users, other who abuse alcohol and other illicit drugs) who are at high risk for contracting or spreading HIV/AIDS.  It also affords the opportunity to provide those persons, who test positive with immediate referrals to quality and sustainable counseling and treatment services, and to particularly retest those at high risk, but have tested negative to date. “Before the approval of this rapid test in November 2002, an estimated 8000 people being tested for HIV in public clinics did not return for their results from standard tests ” (HHS Secretary Tommy G. Thompson).  With this newly approved rapid HIV test, results can be provided within 20 minutes, thus increasing the number of persons who become aware of their HIV status and can be immediately referred to quality and sustainable treatment care services including Antiretroviral therapy and professional counseling.

For the most part, this rapid HIV test will be instrumental in the decision to initiate treatment for high-risk populations such as post-incarcerated individuals re-entering their communities who may be unaware of their status and at a high risk of either contracting or spreading HIV/AIDS.  Despite the efforts of correctional facilities to prevent sexual risk-taking behavior and substance use among those incarcerated, a significant number, including those who are aware of their HIV status prior to entering the criminal justice system, engage in high-risk activities--injection drug use, tattooing, and coerced sexual activity---placing other incarcerated persons at risk for contracting HIV.  To worsen matters, each year, millions of these individuals who are or unaware of their HIV status are released into their communities and yet again, engage in substance use/abuse and high risk sexual behavior, putting others at an even greater risk for contracting and spreading HIV.
Similarly, rapid HIV Testing is particularly critical for the co-occurring mentally ill and substance abusing population, as injection drug users represent the largest HIV-infected population in the U.S. This form of testing affords immediate results to pregnant women who may be unaware of their HIV status at the time of delivery, particularly those pregnant women who may be involved in substance use/abuse and/or suffering from a mental illness.  For those who test positive, immediate treatment will be initiated during labor to reduce the likelihood of HIV transmission to their infant. 

Finally, incorporating rapid HIV testing into mental health and substance abuse prevention and treatment services for individuals at risk for contracting or spreading HIV serves as an effective HIV prevention approach and an essential component of care to individuals with HIV/AIDS. Access to quality and sustainable mental health, substance abuse and HIV prevention and treatment services linked and coordinated with primary care services, not only minimizes barriers to early diagnosis of HIV infection but ultimately improves the quality of life for persons at-risk for contracting or spreading HIV/AIDS.

Purpose

The purpose of this contract is to purchase the following commercial items for the expansion of the Substance Abuse and Mental Health Services Administration’s (SAMHSA) existing evidence-based prevention and treatment grant programs under the Minority AIDS Initiative (MAI), SAPT and MH Block Grant Program, and SAMHSA-regulated Opioid Treatment Programs:

· CLIN 001:  375,375 each OraQuick, or equivalent, rapid HIV test kits; 

· CLIN 002: 7,500 each OraQuick, or equivalent, rapid HIV test control kits;.

· CLIN 003:  37,540 each OraSure, or equivalent, collection kits with confirmation lab services.

B. Special Requirements

B.1. A designated Government ordering official shall place delivery orders with  the contractor.
B.2. The HIV rapid test must be capable of detecting the presence HIV antibodies in bodily fluids (blood, oral fluid, and/or urine). The test sensitivity* must be at a minimum 99.6% (95% confidence interval [CI]=98.5%--99.9%), and test specificity must be 100% (95% CI=99.7%--100%), or comparable to other Food and Drug Administration (FDA)-approved enzyme Test.  The test must be FDA-approved and categorized as waived under the Clinical Laboratory Improvement Amendments of 1988 (CLIA) at time of proposal receipt by the Government. This category involves the least stringent regulatory oversight, and paves the way for its Point-of-Care (POC) use outside of traditional laboratory settings.  

B.3. The contractor shall deliver the stated commercial products to end users using commercial delivery services upon receipt of a proper delivery order from the designated Government official.  Product shall be placed in shipment within 48 hours of delivery order receipt, FOB origin, and a shipment tracking number shall be provided by the contractor to the designated Government ordering official the same day that the product is shipped.

B.4. The contractor shall notify the designated Government ordering official within 24 hours of shipment receipt by the end user.

B.5. The contractor shall make available to the Government any product improvements, as they become available and all appropriate approvals and waivers are obtained, at no additional cost to the Government throughout the life of the contract.

B.6. The contractor shall report to the GPO, aggregate data including the number of products delivered, to which facilities, and HIV confirmation test results.

C. Schedule of Deliverables and/or Reporting Requirements

C.1  The contractor shall ship products to the end-user within 48 hours of delivery order                    placement by the designated Government official.  

C.2  The contractor shall provide a shipment tracking number to the ordering official no later            than close of business the day of product shipment. 

C.3  The contractor shall report to the GPO, aggregate data including the number of products           delivered, to which facilities, and confirmation results monthly until the last order is                  received by the end user and all confirmation lab services are completed.

C.4  It is estimated that the first order will be placed on or about October 1, 2004.

C.5  It is estimated that the last order will be placed on or about September 30, 2007.

C.6  The Contractor shall provide the Government with a quarterly report specifying the:

(a) Name and address of each recipient.

(b) Confirmation of receipt of the shipment by the recipient.

(c) Date each shipment placed with carrier.

(d) Date each shipment received by recipient.

(e) Line item cost of each shipment.

(f) Total cost of each shipment.

(g) Total units shipped and dollar amount of each line item delivered in current quarter.

(h) Total dollar amount delivered in current quarter.

(i) Total units shipped and dollar amount from beginning of contract through current quarter.

(j) Total dollar amount billed from beginning of contract through current quarter.

(k) Total dollar amount remaining in contract.

(l) One copy of each quarterly report shall be provided to the GPO and one copy of each quarterly report shall be provided to the Contracting Officer.  Reports shall be provided in Microsoft Word via e-mail and hard copy.

C.7   The Contractor shall provide the Government an annual report consolidating the previous four quarters.  The report shall be submitted no later than one month after the fourth quarter ending to the same persons and in the same formats as noted in (l) above.
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