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Introduction: The U.S. Epidemic
“One in five people who are infected with HIV do not know it. Ignorance is not bliss.  Those who are unaware of their infection cannot seek treatment, and are more than three times as likely to transmit the virus. Early, routine testing is a key to ending the U.S epidemic.” 
- Dr. Veronica Miller, Director of the Forum for Collaborative HIV Research

The HIV epidemic in America has simmered largely unnoticed by those not directly affected.  Earlier this year, the Centers for Disease Control and Prevention (CDC) reported that 56,300 people are infected annually – 40 percent more than previously calculated. Approximately 1.1 million people in the United States are living with HIV, and one in five is unaware of their HIV positive status. Those unaware of their infection are responsible for transmitting between 50 and 70 percent of new sexually transmitted infections.
Of the 56,300 new infections reported by the CDC in 2006, one quarter was in women and approximately one third was in young people under age 30. African Americans and Latinos made up 62 percent of new infections. While 53 percent were among gay and bisexual men, almost one third (31 percent) were transmitted through heterosexual sex. African Americans were infected at seven times the rate of whites, and two-thirds of infections among African Americans were in men. But African American women are also disproportionately affected by the epidemic, and were infected at 15 times the rate of white women. Hispanics were infected at three times the rate of whites.

On November 19-21, the Forum for Collaborative HIV Research convened a national summit at which some 300 leading HIV researchers, health care providers and policymakers will share new data on the advances and barriers to routine HIV testing, and the implications for HIV prevention, access to care and the neglected epidemic of HIV/AIDS in America.

The Power of Knowledge

“We now have a rapid HIV test that works in minutes. It costs about $10 and detects a lethal disease that can be treated. Using saliva, it requires no specialized equipment.  HIV testing should be as routine as screening for high cholesterol or breast cancer.”

- Dr. John Bartlett, Summit Co-Chair, Johns Hopkins University

The HIV transmission rate (an estimate of the percentage of people with HIV who pass their infection to others) among those who are unaware of their status is 8.8 to 10.79 percent – much higher than the transmission rate of people who know they are HIV positive (1.7 – 2.4 percent).
On an individual basis, knowledge of one’s HIV status gives people the opportunity to take control of their lives, their health, and their behaviour with others.

On a community-wide basis, routine testing is a vital step in prevention, and should serve as a direct link to care for those in need of treatment. In the long-term, it promises to save lives and dramatically reduce healthcare costs for HIV treatment.
Routine testing is increasingly appreciated as a critical life-saving tool. Its value has recently been reinforced by the finding that patients who start treatment earlier in the course of disease can improve the chance of survival by 70 percent in later years.  

The study, by Dr. Mari M. Kitahata at the University of Washington in Seattle, showed benefit to patients who begin treatment when their CD4 counts fall below 500 per cubic millimetre of blood benefit, compared to those who follow the standard practice of starting treatment when their CD4 counts drop 350. CD4 cells are a type of immune cell that is attacked by the virus, and that is essential to fighting off other infections. A healthy CD4 count is between about 700 and 1000, and a count of 200 or less is considered full-blown AIDS. The HIV virus attacks these immune system cells, which are key to the body’s ability to fight off a host of often life threatening diseases.

“Late testers” are those who fall ill with AIDS within a year of testing positive with the HIV virus.  Their CD4 counts are dangerously close to, or below, 200 when tested. Late testers have typically been infected for seven or more years during which the virus could have been diagnosed, often having missed multiple opportunities for testing.

Recent data show rates of late testing that are over 50 percent in many populations. Studies have shown that over half of veterans diagnosed have active AIDS at the time of testing, according to Dr. Ronald Valdiserri, head of the Public Health Strategic Healthcare Group at the Veterans Administration.

New data presented at the Summit give additional detail:

*
One study at George Washington University Hospital in Washington, DC found that 56 percent of patients who were tested positive over the last two years had a CD4 count of under 200; two-thirds of these were immediately admitted to the hospital.

*
13 of 14 patients of patients identified as HIV positive during routine testing in a Chicago Emergency Department had CD4 counts below 200. All patients were linked to care; one died during hospitalization. 

*
A study of prisoners in South Carolina found that 59 percent were late testers. Those who had been arrested four or more times were among the most likely to be late testers, indicating that routine HIV screening in prisons could not only identify many cases of previously undiagnosed HIV, but could also cut back on the numbers of late testers.

*
A study at VA Medical Center in Washington, DC, which services 40,000 veterans, found that those identified with HIV had CD4 counts in the range of 80 to 271.The findings came from a program that evaluated the use of rapid testing utilizing written informed consent, and conducted from November 2007 to August 2008

CDC Guidelines for Routine HIV Testing

“We know there are too many infected persons who need testing and a growing number who need prevention and treatment. HIV testing is a crucial part of a comprehensive approach to prevention.”

- Dr. Kevin A. Fenton, U.S. Centers for Disease Control and Prevention

In 2006, the CDC revised its guidelines for HIV testing. The guidelines moved from a risk-based approach to testing to the recommendation that all people between the ages of 13 and 64 be routinely tested for HIV, in all healthcare settings.  

The new guidelines call for “opt-out” testing, in which individuals are told they will be tested for HIV, and have the right to decline. This replaces the requirement of written informed consent.  Rather than requiring specific consent to HIV testing, they recommend that HIV testing be part of the general consent for medical care. The guidelines also state that intensive pre-test counselling should no longer be required, although CDC continues to encourage prevention counselling for all patients where feasible. They recommend that HIV screening be included in the routine panel of prenatal screening tests for all pregnant women on an opt-out basis, and that screening be repeated in the third trimester among women with known risk factors and in jurisdictions with elevated rates of HIV infection.

Status of HIV Testing Nationwide
Two years after release of the guidelines, initial successes point to the potentially powerful impact of routine testing, yet major barriers stand in the way of making it the nationwide norm.  
Summit data show that individual programs in a range of health settings, as well as some city-wide and state-wide efforts have increased the numbers of people tested, and identified many more people infected with HIV in the past two years.  

New data presented by the CDC show a slight improvement in the proportion of people tested nationwide. In 2006, some 40 percent of Americans had ever been tested for HIV. In 2007, this rose to 41 percent, as an additional 2.4 million individuals had been tested.

However, nearly 250,000 people who are infected with HIV remain unaware of their serostatus. As seen below, truly routine testing has yet to take hold, including in multiple health care settings known to serve high-risk populations. 

Emergency Rooms

“Unless testing is seamlessly integrated into Emergency Department care, it will not be doable on a large-scale basis. No matter how invested they are in testing, emergency physicians have to place priority on life-threatening conditions. The resources to support testing need to be there.’’
- Dr. Richard Rothman, Johns Hopkins University

Data presented at the Summit show that prior to 2006, emergency rooms (ERs) tested patients for HIV at a rate of just 3.2 per 1,000 visits (or .32 percent). Of the 2.8 million tests performed, 6 percent were HIV positive – considerably higher than the national average of 0.17 percent of AIDS cases in the general U.S. population.

Since then, the situation has improved minimally, with some 50 to100 ERs nationwide routinely testing for HIV. While this is up from just a handful five years ago, it remains a fraction of the roughly 5,000 ERs across the country, according to Dr. Richard Rothman at Johns Hopkins University.

This low ER testing rate is a missed opportunity, as studies show widespread acceptance of HIV testing by ER patients. Bronx emergency departments using the BRIEF program found near total acceptance: 98.7 percent of nearly 15,000 eligible patients agreed to be tested—resulting in 92 newly diagnosed cases of HIV. In one urban Philadelphia hospital, 82.5 percent of patients asked agreed to testing, as did 77 percent in an emergency room in Brooklyn, N.Y. 

Patients Covered by Private Insurance Fail to Get Tested
“Physicians are not testing their patients for HIV. Some people who are not being tested will get sick or die. We need routine testing so that we can save the life of that wonderful person whose life is at risk. Catching HIV early will allow many to keep working and contributing to society.”

- Cornelius Baker, National Policy Advisor for the National Black Gay Men’s Advocacy Coalition

Several new studies show that it is not only the uninsured, but also those with full medical coverage from private insurance companies who are not getting tested. 

One study found that only 4.9 percent of plan members with a serious illness suggestive of AIDS were tested for HIV. Such “AIDS-defining events” include certain lymphomas, encephalopathy, wasting, recurrent pneumonia and other conditions. The study reviewed insurance claims for eight health plans in 2006, with a total of 7.8 million insured individuals.  

A second study using the same data found that only 36 percent of members seeking treatment for sexually transmitted diseases—a group considered at high risk of HIV—were tested. Those least likely to be screened were women, the very young (age 14-17), older members (age 51-64), and those receiving treatment in an emergency room. Only about 10 percent of young women aged 13-24 who come into care for an abortion or miscarriage were screened for HIV.

A third study revealed that many plans fail to regularly test pregnant women for HIV. The study reviewed claims for health plans serving 7.5 million people in seven states. Up to 41 percent of pregnant women were not tested, with testing rates varying by plan.

“HIV testing of pregnant women is cost effective, even in low prevalence populations,” said Dr. Judy Chen of Healthbenchmarks in Woodland Hills, California. “With a positive test, we can get the mother on treatment, and avoid a lifetime of HIV for the newborn. One hundred percent of pregnant women should be getting HIV tests and that’s not happening.” 

Testing the Exception, not the Rule, in Prisons
The overall rate of confirmed AIDS among state and federal prison inmates (0.46 percent) is 2.5 times higher than for the U.S general population, and approximately one-quarter of all HIV-infected individuals in the U.S. pass through a correctional facility in a year. Yet routine testing is not the standard in federal prisons, or in many state prisons, which still test primarily based on perceived risk or if a prisoner requests a test.
Studies showed the potentially powerful impact of routine prison testing. One study analyzed a voluntary rapid HIV testing program in the New York City jails. Begun in 2004, the program increased testing from 6,500 in 2003, to 25,000 in 2006. About 30 percent of men and 23 percent of the women who tested positive were previously undiagnosed. Nine out of 10 of those newly diagnosed were neither MSM nor intravenous drug users. The study also found that despite the fourfold increase in testing, most undiagnosed infections remain undetected, largely due to low acceptance of HIV rapid testing. 

Regulatory Barriers to Progress
“We need changes in the policies of major government programs that fund—or could fund—HIV testing. The barriers need to come down. 

- Christine Lubinski, Executive Director, HIV Medicine Association

Summit cosponsors emphasized both historic and regulatory barriers to HIV testing.

Some barriers are rooted in the earliest days of testing, in 1985, when there was a test, but no treatment, and a morbid death was certain, along with an unrealistic fear of contagion and terrible stigma. Substantial safeguards were developed to assure patients knew the consequences of testing.  
Now, however, HIV is a treatable disease, rapid tests take minutes rather than weeks, and cost just dollars. Individuals benefit enormously from treatment, as does society, as people are able to live years of healthy productive life.

But there has been a void of coordinated, comprehensive leadership on national levels, and major federal agencies still have in place policies that impede routine testing. In addition, federal spending for HIV prevention, care and treatment has remained relatively flat for the last seven years. 
Medicare, Medicaid, the Veterans Administration, and the Federal Bureau of Prisons are all agencies in need of regulatory reform to increase the numbers of people tested and treated for HIV.  HIV programs funded under the Ryan White HIV/AIDS Treatment Modernization Act need additional resources to ensure their capacity to care for those newly identified through testing programs. The CDC, the nation’s lead agency for disease prevention and for HIV testing, estimates that it will need an additional $4.8 billion over the next five years to cut the annual rate of new HIV transmissions by half.
*
Medicaid is the largest single source of federal AIDS funding, serving 55 million low-income Americans and providing health coverage to about half of people with AIDS. But reimbursement for testing and care varies dramatically from state to state, and routine testing has not been widely adopted by state Medicaid programs.

“While each state drives its own coverage, the federal government could have significant influence,” Lubinski said. “At a minimum, the federal government could outline ways that current Medicaid programs would offer screening, thus encouraging states to do so.”   

*
Medicare is the second largest source of federal funding for AIDS care. Among its beneficiaries are some 13.5 million people with disabilities, many at high risk of HIV. Yet rules stand in the way of Medicare testing and treating low-income people who may be infected but not yet disabled by HIV. “HIV screening should be authorized as a reimbursable service under Medicare,” Lubinski said. “This would not only help identify people before they are disabled, but also set the stage for private insurance companies to follow suit and reimburse for screening.”
* 
The Department of Veterans Affairs (VA) is the largest single provider of HIV care in the United States. Existing VA regulations require written informed consent and documented pre- and post-test counselling. A recent nationwide study of VA hospitals showed that under these regulations, fewer than 10 percent of inpatients and fewer than 5 percent of outpatients were tested during the year ending Sept. 30, 2006.

But VA’s testing regulations will soon change. On October 10, 2008, President Bush signed a law that lays the basis for the VA to revise its regulations, thereby eliminating outdated HIV testing signature consent requirements.  

According to Dr. Ronald Valdiserri, head of the Public Health Strategic Health Care Group at the Department of Veterans Affairs, “Veterans Health Administration leadership is currently discussing what steps need to be taken to rapidly change existing VA regulations. Our hope is to implement this new law as quickly as possible so that we can improve and enhance early diagnosis of HIV infection among our veterans.”

Barriers on the Ground
“There are multiple barriers: lack of time, lack of training, and lack of adequate reimbursement to make it worth a provider’s while to take on new practices for a disease they may have little experience with or comfort treating. For populations most likely to benefit from testing expansion—those who are low income and uninsured—funding for testing and care are the big barrier.” 

- David Munar, Vice President, AIDS Foundation of Chicago

Beyond the role of federal and state policy, routine testing faces a variety of barriers on the ground. These may stem from a lack of information, resources, or staff. Stigma continues to undermine testing efforts as well, as do fears that treatment would be unavailable if needed.  
The views of the people responsible for administering the tests can also present roadblocks.  One survey of Emergency Department professionals at 40 institutions identified the top two barriers as the increased burden on already over-stretched ER staff, and the fact that testing is not adequately funded.  
At Case Medical Center in Cleveland, 64 percent of the ER staff were against testing, as were 59 percent at Cleveland State University Hospital. Half said it would take too much time, 47 percent said it would spur an ‘avalanche’ of people wanting tests, 35 percent had privacy concerns, and 20 percent of the staff felt uncomfortable talking with an HIV positive person.

Among 450 internal medicine residents who work in high-prevalence settings in New York City, one-third were unaware of current CDC guidelines, and most tested patients according to perceived patient HIV risk. Two-thirds had ordered 10 or fewer HIV tests in the last six months.

The perception of risk continues to influence the approach of many health-care providers to HIV testing. This was demonstrated among at-risk MSM in Massachusetts.  Those who were “out” about being MSM with their healthcare providers were six times more likely to have been tested for HIV in the past two years than those who did not disclose, yet non-disclosers were more likely to engage in risky sexual behavior.  

Neither is there universal acceptance of HIV testing among the public. Many who believe they are not at risk turn down opportunities to test, often at their own peril. A study of late testers in San Francisco found that a few common factors led to late diagnosis. These include an attitude of “why bother?” as the individuals were unaware of the life-saving effect of HIV treatment; a feeling that “care wouldn’t be available anyway;” a fear of facing a possible diagnosis; denial of one’s own level of risk; and failing to appreciate that certain behaviors were risky.
Beyond the barriers to testing itself, some studies addressed barriers in connecting newly diagnosed individuals to HIV treatment and care. One study noted particular difficulties among the homeless, and those with substance abuse or mental health problems. A linkage to care program in San Francisco’s Tenderloin District administered 1,292 HIV tests, 28 of which tested positive. Of these, 18 were linked to care, and nine were ‘lost-to-follow-up’. The study authors concluded that the main challenge is immediate engagement into care, and the main barriers were a lack of education and health care benefits, active substance use and homelessness.  Over a more extended time period, only half of people who tested positive were engaged in care. The study found that some diagnosed as positive were not willing or ready to deal with HIV.

However, a number of other studies noted important successes in both expanding testing and linking diagnosed individuals to care.

Building on Successes

“The notion that we can scale up institution by institution is ultimately incorrect. We need change on a national scale. We need key leaders to organize this. Routine testing could be the next public health victory with AIDS. This can be won.” 

- Dr. Donna Futterman, Director, Adolescent AIDS Program, Montefiore Medical Center, Bronx

Despite such barriers, progress is being made.

State Laws
Many states are reforming their laws to encourage routine HIV testing, according to a Compendium of State HIV Testing Laws, a project of the National HIV/AIDS Clinicians’ Consultation Center. Since 2006, at least 16 states have passed legislation conforming more closely to CDC guidelines. These include California, Illinois, Iowa, Louisiana, Maine, Maryland, New Hampshire, New Mexico, North Carolina, North Dakota, Rhode Island and Virginia.  Washington, D.C. has no laws regarding testing or counselling for HIV according to compendium co-author Sarah Neff at the University of California San Francisco. For example, in October 2008, California signed into law a bill that requires health care plans to pay for routine HIV testing—it will provide coverage for testing more than 22 million people.

States that remain incompatible include Hawaii, Massachusetts, Michigan, Nebraska, New York, Ohio, Pennsylvania, Rhode Island (despite some reforms), Wisconsin and Washington (regarding counselling). Many of these states still require written informed consent. And, while 40 states have laws that are generally compatible with CDC recommendations, some have internally conflicting regulations, and only eight specify “opt-out” testing.  
Model Programs
Focused efforts and innovative programs have made significant progress on the local level as well. City-wide testing campaigns in Oakland, California, New York City, and state-wide efforts in Florida and North Carolina have tested thousands of additional people, identified those who were HIV positive, and largely succeeded in linking them to care.  
Oakland, California, took a community-wide approach to making HIV screening a routine part of health care with the launch of Get Screened Oakland. Partners included local elected officials, community-based AIDS Service organizations, county health officials, faith leaders, social service agencies, clinics, hospitals and others. At screening outreach events, the program reached 8,000 individuals with educational materials, and tested 1,000 of those reached. 

Similarly, Emergency Department testing programs from New York City to San Francisco, Philadelphia to Washington, D.C, and prison testing in San Francisco, Chicago and Rhode Island have dramatically increased the proportions of people tested, found ways to integrate testing into other health services, identified HIV positive individuals and linked them to care.  

In New York City, the nation’s largest municipal hospital system initiated expanded HIV testing in 2005. With 17 hospitals and clinics participating in outpatient clinics, inpatient care and emergency rooms, the program succeeded in integrating testing into routine care. From FY05 to FY08, it increased testing by 159 percent, with 86 percent using rapid HIV tests. The number of known positive patients more than doubled, from 720 to 1,863, with prevalence of 1.16 percent among all patients tested. Three-quarters of patients newly diagnosed and scheduled for a first primary care appointment were seen in the same month as their diagnosis.

Around the country, health care providers are testing innovative programs, many targeting high-risk groups. In New Orleans, health workers have gone into bars and bath houses to test MSM, and mobile testing vans have reached Latino immigrant communities. Mobile testing vans have likewise been effectively used in Washington D.C. and in Harlem, which has also seen health workers go door-to-door and offer testing. Door-to-door testing combined with public service announcements have reached high-risk populations in North Carolina as well.  

Need for Action
While the many examples of effective work show what is possible, efforts to identify and treat the approximately 232,700 people with undiagnosed HIV remain fragmentary.  And some point out that routine testing would also pose additional challenges in terms of access to care.

“Once we identify more people who are HIV positive, who will take care of them?” said Michael Saag, Director, Center of AIDS Research and Chair-Elect of the HIV Medical Association. 

“Where is capacity coming from? Where are the funds? Over the last 5 years we have had to stretch with more and more patients and less money. We are in jeopardy of not being able to provide service to people newly identified with HIV.”

In light of the slow national progress toward routine testing, and a U.S. epidemic that remains severe, many Summit participants reinforced the need for a co-ordinated national approach to implement routine HIV testing and to ensure access to care for those diagnosed with HIV/AIDS. 

“We need leadership at the highest national level if we are to end the epidemic of AIDS in America. It is time to move from isolated successes to a national movement.” 
- Dr. Kenneth H. Mayer, Director of the Brown University AIDS Program and Summit Co-Chair
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