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The mission of the Office of Inspector General (OIG), as mandated by Public Law 95-452, as amended
by Public Law 100-504, is to protect the integrity of the Department of Health and Human Services
(HHS) programs, as well as the health and welfare of beneficiaries served by those programs. This
statutory mission is carried out through a nationwide network of audits, investigations, and inspections
conducted by the following operating components:

Office of Audit Services

The OIG's Office of Audit Services (OAS) provides al auditing services for HHS, either by conducting
audits with its own audit resources or by overseeing audit work done by others. Audits examine the
performance of HHS programs and/or its grantees and contractors in carrying out their respective
responsibilities and are intended to provide independent assessments of HHS programs and operations in
order to reduce waste, abuse, and mismanagement and to promote economy and efficiency throughout the
Department.

Office of Evaluation and | nspections

The OIG's Office of Evaluation and Inspections (OEI) conducts short-term management and program
evaluations (called inspections) that focus on issues of concern to the Department, the Congress, and the
public. The findings and recommendations contained in the inspection reports generate rapid, accurate,
and up-to-date information on the efficiency, vulnerability, and effectiveness of departmental programs.

Office of Investigations

The OIG's Office of Investigations (OI) conducts criminal, civil, and administrative investigations of
allegations of wrongdoing in HHS programs or to HHS beneficiaries and of unjust enrichment by
providers. The investigative efforts of Ol lead to criminal convictions, administrative sanctions, or civil
monetary penalties. The Ol also oversees State Medicaid fraud control units which investigate and
prosecute fraud and patient abuse in the Medicaid program.

Office of Counsel to the I nspector General

The Office of Counsel to the Inspector General (OCIG) provides general legal servicesto OIG, rendering
advice and opinions on HHS programs and operations and providing all legal support in OIG’s internal
operations. The OCIG imposes program exclusions and civil monetary penalties on health care providers
and litigates those actions within the Department. The OCIG also represents OIG in the global settlement
of cases arising under the Civil False Claims Act, develops and monitors corporate integrity agreements,
develops model compliance plans, renders advisory opinions on OIG sanctions to the health care
community, and issues fraud aerts and other industry guidance.
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To

Betty James Duke
Administrator
Health Resources and Services Administration

Attached is our final inspection report on barriers which obstetricians face in offering human
immunodeficiency virus (HIV) testing to pregnant women and newbomns. This report
originated from the Ryan White CARE Act Amendments of 2000, which mandated that this
study be conducted. The Secrelary assigned responsibility for the study to the Health
Resources and Services Administration, who then requested that the Office of Inspector
General conduct it.

As part of the study, the Centers for Disease Control and Prevention estimated that in 2000,

80 to 110 HIV-infected infants were born to mothers who had not been diagnosed prior to
birth. We found that obstetricians routinely offer HIV festing as part of their standard prenatal
care. However, one third of them face barriers to doing so. These include language, late entry
into prenatal care, and a perception that their patients are at low risk for HIV. Almost half of
them also report significant barriers in offering testing during labor and delivery, such as lack
of time for counseling and testing. Finally, obstetricians do not routinely test newborns for
HIV, primarily because it is not their responsibility.

We make recommendations that the Health Resources and Services Administration
collaborate with the Centers for Disease Control and Prevention, and the Centers for Medicare
& Medicaid Services to address these problems. Many of them will depend on public/private
partnerships for their implementation.

Would you please send us your action plan within 60 days. If you have any questions, please
do not hesitate to call me or have your staff contact Elise Stein at (202) 619-2686.

Aftachment

cc:  Jeffrey P. Koplan, M.D.
Director
Centers for Disease Control and Prevention

Thomas A. Scully
Administrator
Centers for Medicare & Medicaid Services




EXECUTIVE SUMMARY

PURPOSE

Examine obstetrician barriers to offering HIV testing to pregnant women and newborns in order
to reduce the incidence of perinataly transmitted HIV.

BACKGROUND

Thisreport originated from the Ryan White CARE Act Amendments of 2000 which mandated
that a study be conducted regarding perinatal HIV transmisson. The Secretary assigned
respongbility for the study to the Hedlth Resources and Services Adminigtration (HRSA), who
then requested that the Office of Inspector General conduct the study.

Section 2628 of the law requests a study to determine “any barriers, including lega barriers,
that prevent or discourage an obstetrician from making it aroutine practice to offer pregnant
women an HIV test and aroutine practice to test newborn infants for HIV diseasein
circumstances in which the obgtetrician does not know the HIV dtatus of the mother.” To
accomplish this, we conducted a nationd survey of obstetricians, asurvey of obgtetrician State
representatives, asurvey of State HIV/AIDS directors and in-depth case studiesin six high
prevaence States. These surveys are limited to the issues laid out in the law. It isimportant to
recognize, however, that these issues do not represent the full spectrum of services necessary to
prevent perinatd transmisson.

The mandate aso requests “a determination of the number of newborn infantswith HIV bornin
the United States with respect to whom the attending obstetrician for the birth did not know the
HIV datus of the mother.” The Centersfor Disease Control and Prevention (CDC) agreed
with our request to provide the specified estimate. Findly, the law directs the Secretary to
provide to Congressinformation regarding States progressin fisca year 2004.

REQUIRED ESTIMATE

In 2000, an estimated 80 to 110 HIV-infected infants were born to mothers who had
not been diagnosed prior to birth

Of the 280-370 infants infected through perinatal transmission in 2000, the mother was not
diagnosed with HIV until after the birth of the child in gpproximately 29 percent of the cases.
Thus 80-110 HIV-infected infants were born to mothers who had not yet been diagnosed with
HIV. If these women had been diagnosed and treated beginning in prenata care, we estimate
that the total number of HIV positive infants could be reduced by 70-90 infants, a decrease of
25 percent in the overdl transmission of perinatd HIV.
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BARRIERS AFFECTING OBSTETRICIANS

PRENATAL SETTING: Obstetricians routinely offer HIV testing as part of their
standard prenatal practice; however, barriers affect approximately one-third of
obstetricians

Ninety-three percent of obstetricians reported that they routindly offer HIV testing to their
pregnant patients. However, 32 percent of al obstetricians, regardless of their testing practice,
indicated ever facing a barrier that prevented them from offering an HIV test to a prenatal
patient. Congdering this, 66 percent of obstetricians reported both routingly testing and having
never encountered abarrier. The top barrier, affecting 15 percent of obstetricians, was
language. The next most frequently mentioned barriers were a patient’ s late entry into prenata
care and the physician’ s perception that their patient population isat low risk for HIV. The
time involved in the pretest counseling and consent process were aso mentioned as barriers by
5 percent of obgtetricians.

LABOR AND DELIVERY SETTING: Significant barriers prevent almost half of
obstetricians from routinely offering HIV testing during labor and delivery

Only 48 percent of obstetricans reported routingly offering HIV testing to women with
unknown status during labor, and 17 percent reported never offering testing during labor. At
least one barrier was reported by 44 percent of obstetricians: 36 percent reported barriers
related to the HIV counseling and consent process, and about 20 percent reported barriers
related to limitations in HIV testing technology to produce timely results

NEWBORNS: Obstetricians do not routinely test newborns for HIV, primarily
because it is not their responsibility

Ninety-three percent of obstetricians reported that HIV testing of newborns is the responsibility
of the newborn’s physician. Despite this fact, one-fifth of obstetricians report dways
recommending HIV testing for the newborn to the newborn’s physician in cases where the
mother’ sHIV gatusis unknown.

STATE EFFORTS: Almost all States report actions addressing obstetrician
barriers to offering HIV testing to all pregnant women

Fifty States indicated that they have undertaken efforts to address barriers. While the extent of
these efforts vary widdy, they are primarily focused on provider education and training.
Eighteen States indicated that they are engaged in monitoring and/or enforcement activities. A
magority of States report that impacting private obstetrician testing practicesis amgor
chalenge, and about half of States report that competing priorities take precedence in their
States.
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RECOMMENDATIONS

The CDC Should Facilitate the Development of Administrative Tools and States
Should Promote Administrative Tools to Make Prenatal HIV Testing Universally
Routine

In order to encourage universal HIV screening of pregnant women, we recommend that the
CDC and States develop adminigirative tools that ease the burden of the testing process and
send a message that HIV screening is an expected part of prenatd care. These should include
such things as prenata forms that include HIV testing status and a smplified consent form that
includes the minimum pretest information needed for informed consent. To asss in this effort,
the CDC could develop modd forms for the States to disseminate a the locd level. States
should work to have the modd forms incorporated at the local level or ensure that HIV testing
documentation on relevant medica charts is occurring.

The CDC and HRSA, in Collaboration with CMS, Should Facilitate Efforts to
Expand the Capacity to Offer Linguistically Appropriate HIV Patient Education and
Consent Materials

The CDC, HRSA and Centers for Medicare & Medicaid Services (CMS) should coordinate
ther efforts to provide linguigticaly appropriate, culturally sengtive patient education materids.
Also, maintaining referrd information on qudified nationd language banks and telephone
trandation services could help to dleviate language barriers to offering HIV testing.

The CDC Should Facilitate Development and States’ Implementation of Protocols
for HIV Testing During Labor and Delivery in Order to Promote Testing in This
Setting as the Standard of Care

The CDC should develop amodd protocol for HIV testing of women with unknown HIV
datus at labor and delivery, encompassing counseling and consent during labor, technica
capacity of hospitd laboratories, and adminigrative handling of information on testing status.
States should adopt and promote the CDC' s labor and delivery protocols and assst ingtitutions
in incorporating them.

The CDC Should Encourage and Assist States to Appropriately Monitor HIV
Testing of Pregnant Women

The CDC should assst States in developing monitoring systems that are appropriate to State
and loca needs. The monitoring currently being conducted in severd States offers a continuum
of potentid monitoring models for the rest of the country. These range from requiring providers
to report HIV testing to assessing missed opportunities to prevent future HIV infection.
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The CDC, HRSA and States Should Promote Public/Private Partnerships to
Design, Implement and Institutionalize Targeted Efforts to Remove Obstetrician
Barriers

The CDC and HRSA should utilize public/private partnerships in implementing dl the
recommendations in this report by expanding current partnership projects. States should dso
drive to incorporate private partnersin implementing dl the recommendationsin this report.
The CDC and HRSA could promote public/private partnerships by writing collaborative
language into their grant applications and program guidance, and by offering technical assstance
regarding building and sustaining partnerships.

AGENCY COMMENTS

We received comments on our draft report from HRSA, CDC, CM S and American College
Obgetricians and Gynecologists. Each organization indicated that the report presented useful
information for shaping future efforts to increase the HIV teting rates of obgetricians and
thereby reduce perinatal HIV transmission. Each organization also supported the substance of
the recommendations. The CDC, however, expressed concern that they were caled upon to
take aleadership role, gating that their mission revolves around prevention rather than
developing standards and guiddines for hedlth care practice.

We recognize that CDC is not dwaysin the position to direct outside groups and that in these
cases thelr leadership comes in the form of support and influence. We have modified our
recommendations accordingly by emphasizing CDC's ability to “facilitate’ desirable actions and
outcomes. By emphasizing CDC'srole asfacilitator, we reflect on thair initid successin
promoting HIV testing of pregnant women via officia recommendations for testing and through
their adminigration of the perinatal prevention grants. We believe that, as part of their
prevention misson, CDC has a powerful role to play in facilitating and orchestrating further
effortsto ensurethat HIV testing is offered to al pregnant women.

We a0 recognize that the recommendations will require a broad array of resources beyond
that which CDC done can bring to bear. For this reason the recommendations are directed not
at CDC done, but CDC in collaboration with HRSA, CMS, and the States in public/private
partnerships. We hopethat dl of the stakeholders mentioned, including private obstetricians,
will actively collaborate with CDC to accomplish these recommendations.
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INTRODUCTION

PURPOSE

Examine obstetrician barriers to offering HIV testing to pregnant women and newborns in order
to reduce the incidence of perinatally transmitted HIV.

BACKGROUND

This report originated from the Ryan White CARE Act Amendments of 2000 which mandated
that a study be conducted to provide the following informetion:

1 For the most recent fiscd year for which the information is available, a determination of
the number of newborn infants with HIV born in the United States with respect to
whom the attending obstetrician for the birth did not know the HIV gatus of the
mother.

2. A determination for each State of any barriers, including legd barriers, that prevent or
discourage an obgtetrician from making it a routine practice to offer pregnant women an
HIV test and aroutine practice to test newborn infants for HIV diseasein
circumstances in which the obstetrician does not know the HIV status of the mother of
the infant.

3. Recommendations for each State for reducing the incidence of cases of the perinatal
transmission of HIV, including recommendations on removing the barriers identified.!

The Secretary assigned responsibility for this study to the Health Resources and Services
Adminigtration, who then requested that the Office of Inspector Genera (OIG) conduct the
sudy. The Secretary is aso required to provide Congress with information regarding States
progressin fisca year 2004.

In 1992, the annua incidence of perinatally-acquired AIDS peaked, and an estimated 907
HIV-infected children were born.? In 1994, the Pediatric AIDS Clinica Trid Group (PACTG)
Protocol 076 demondrated that by administering the drug zidovudine (ZDV) during pregnancy
and during delivery intravenoudy, and later to the newborns, doctors could reduce by two-
thirdstherisk of perinatal HIV transmisson. The PACTG 076 study found that without the
drug treatment HIV-infected women faced a 25 percent risk of tranamitting HIV to their infants,
however with zidovudine the transmission rate fell to 8 percent. Subsequent Sudies using
multiple treatment strategies have achieved transmission rates aslow as 1-2 percent.?
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The CDC Guidelines for HIV Counseling and Testing of Pregnant Women

In response to the success of the PACTG 076, the CDC, through the Department of Hedlth
and Human Services, Public Hedlth Service (PHS) issued guidelines in 1995 recommending
universa counsdling and voluntary testing of al pregnant women and zidovudine trestment
among those testing positive. The American College of Obstetricians and Gynecologists
(ACOG), the American Academy of Pediatrics (AAP) and other professiond associations
endorsed these guiddines®, and most States have adopted either policies or laws that reflect the
essence of the PHS guiddlines®

In 1996, Congress commissioned the Ingtitutes of Medicine (IOM) to conduct a study looking
a further reducing perinat HIV transmission.® In 1999, the IOM’ s report, Reducing the
Odds: Preventing Perinatal Transmission of HIV in the United Sates, recommended the
adoption of anationd policy of universa HIV testing, with patient natification, as aroutine
component of prenata care. This meansthat HIV testing would be conducted as one of the
standard battery of prenata tests, and that women would be informed of their right to refuse the
test.

Recently, CDC responded to the IOM report by issuing revised guidelines for voluntary HIV
screening of pregnant women. Although CDC did not adopt the IOM’ s central
recommendation to include HIV testing with patient notification as part of the standard battery
of prenata testing, the revised CDC guiddines include smplification of the pretest process:
CDC recommends that women receive the minimum information needed for consent to testing,
and receive other HIV prevention educeation separate from the test. Differences from the
origind PHS guiddines include increased emphases on HIV testing as a routine component of
prenatal care, on exploring and addressing reasons for test refusal, on testing and treatment at
delivery for women with unknown HIV status, and on encouraging newborn testing if the
mother’ s status remains unknown postpartum.’

HIV Testing During Prenatal Care

While there are multiple aspects related to the reduction of perinata transmission, including
accessing prenata care, treatment acceptance and adherence to the medication regimen, an
important agpect is being aware of HIV status in order to make informed decisions regarding
treestment. The earlier the initiation of treatment, the lower the potentia of passng HIV onto
the child. Therefore, HIV testing during prenatd careis crucia for the best possible trestment
outcomes.

According to Pregnancy Risk Assessment Monitoring System (PRAMYS) data from 14 States,
between 58 to 81 percent of mothers received HIV testing during pregnancy in 1997. Women
were mogt likely to recelve prenatd counsdling and testing who were: African-American,
covered under Medicaid, under 25 years of age, seen by public hedlth care providers, and who
had less than a high school education. About 71 percent of mothersin States with high
seroprevaence recal being tested for HIV, compared to 58 percent of mothersin low
seroprevalence States.®
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The IOM study identified severd barriers that prevented some hedlth-care providers from
offering HIV testing to al their pregnant patients® Some providers believed they could predict
which women were at risk for HIV. Asaresult, they sdectively offered the test to those
perceived to be at risk. 1n addition, some providers reported that HIV testing protocols,
especidly pretest counsdling requirements, were too burdensome to follow for al their pregnant
patients. Other sudies have identified some additiond barriers, including insufficient time,
reimbursement issues, informing a pregnant woman sheis HIV poditive, patient refusd, treating
an HIV pogtive patient, concern about offending the patient by offering the tegt, late entry into
prenata care and low priority of HIV testing.X°

HIV Testing at Labor and Delivery

Studies have demondtrated that treatment at |abor and delivery can reduce transmission risk by
50 percent among women who have not received prenatd treatment. \Women who have not
received any prenatal care may be able to benefit from last minute trestment during labor if their
HIV datus can be determined. Perinatal surveillance data from CDC indicates that 14 percent
of HIV-infected women did not receive prenatal care.™*

Because of the need to get HIV test results as quickly as possible in the [abor/delivery setting,
rapid and expedited HIV testing is receiving increasing atention. Currently, rapid testing is not
inwidespread use. In lieu of rapid testing, andard HIV tests can be expedited by usng on-
gte laboratories and running the tests individudly, instead of waiting to run them in batches.

There is one rapid test, the Abbott/Murex Single Use Diagnostic Systems (SUDS) HIV-1,
currently approved by the Food and Drug Administration (FDA) for marketing and usein the
United States. Thistest returned to production as of April 2001 after being voluntarily pulled
from the market by the manufacturer in October 2000 when finished lots began failing certain
control specifications. Other rapid HIV tests are currently being reviewed by the FDA for
goprovd. In order to promote the commercid distribution of a new generation of rapid HIV
tests, FDA has committed to asssting device manufacturers who wish to bring rapid tests to
market and to prioritizing the review of rapid HIV test applications. Despite the priority placed
on bringing new rapid tests to market expeditioudy, it isimpossible to determine when these
new tests will be available and it may be years before rdiable rapid tests are widely used.

HIV Testing of Newborns

The CDC recommends that a mother whose HIV status is unknown after delivery be informed
that HIV testing is recommended for her newborn and could impact the child's hedth.*? If
newborns are identified as HIV-exposed,** CDC guiddines recommend trestment to prevent
HIV transmission within 6 to 12 hours after birth and trestment within 4 to 6 weeksto prevent a
common opportunigtic infection that is often fatal. New Y ork mandates HIV testing of dl
newborns and Connecticut mandates newborn testing for infants whose mother’ sHIV datusis
unknown.

Reducing Barriers to HIV Testing 3 OEI-05-01-00260



Trends in Perinatal HIV Transmission

The annua incidence of perinataly-acquired AIDS increased steadily from 1984 to its pesk of
907in1992.%* Thiswas followed by an 83 percent declinein perinatal AIDS cases from
1992 t0 1999.° The CDC dttributes most of this dedline to successful implementation of PHS
guiddines for HIV testing and treatment.'® Births to HIV-infected women continue to decline,
but do nat fully explain the declinein rates of AIDS among infants. Rates of AIDS among
infants declined 69 percent from 1992 to 1996 even though birthsto HIV positive women only
declined by 17 percent.r’ It isdifficult to estimate trends in perinatdl HIV incidence because
the Survey of Childbearing Women was discontinued and al States do not report perinataly
HIV exposad infants with follow-up to ascertain infection status. While dl States report AIDS
casesto CDC, only 34 States and 2 territories report HIV cases.’®

In the United States, approximately 6,000 to 7,000 HIV-infected women give birth each
year.® Without intervention, a 25 percent mother-to-infant transmission rate would result in the
birth of an estimated 1,000-2,000 HIV-infected infants annually in the United States®® By end
of December of 2000, 1,611 children were reported to be living with HIV and an additiond
2,703 children were reported to be living with AIDS2* Approximately 91 percent of al
pediatric (under age 13) AIDS cases were attributed to perinatal transmission.?? Through June
1998, the mgjority of the cumulative number of perinatdly acquired AIDS cases were
diagnosed in the Northeast (44 percent), followed by the South (36 percent).? In fact, New
York, Florida, New Jersey and Cdlifornia accounted for 58 percent of all cases*

The Health Resources and Services Administration

The HIV/AIDS Bureau within the Hedth Resources and Services Adminigration (HRSA)
provides funding to States and other entities for the ddlivery of hedth care and support services
to individuas and families affected by HIV disease through the Ryan White CARE Act
programs. Most HRSA programs related to perinatal HIV transmission are funded through
Title IV grants, which alocated $65 million in 2001 to State and local programs. These
sarvicesinclude primary and speciaty medicd care, psychosocid services, and logiticdl
support for women and their families affected by HIV aswdl as outreach and prevention to
provide a continuum of care for at-risk populations® Two other HRSA Bureaus, the Bureau
of Health Professonas and the Bureau of Primary Headlth Care, administer programs that
involve perinatal providers and underserved populations, respectively.

The Maternd and Child Hedth Bureau (MCHB) provides block grant funding to States
Materna and Child Hedth (MCH) programs to promote and improve the health of mothers
and children. In addition to block grants, MCHB funds specid projects including agrant to the
American College of Obgtetricians and Gynecologists (ACOG) that was used to creste
Perinatal HIV Prevention “Provider Partnerships’ between obstetricians and State hedlth
departmentsin two States. The MCHB adso administers the
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Hedthy Start program in 94 stes to improve hedth care access and outcomes for women and
infants by promoting hedthy behaviors and combating the causes of infant mortality.

Current Projects of the Centers for Disease Control and Prevention

One of CDC' sgodsisto provide leadership in preventing and controlling HIV infection. The
CDC pursues thisgod through community, State, nationd, and internationd partnerships. The
CDC's prevention efforts include support for State and loca prevention activities, education
programs, disease surveillance, and research designed to identify the most effective
interventions to combat HIV. The CDC has established a supplementd funding program to
specificaly address perinatd HIV prevention through grants for the following severd
programs.2°

Using HIV Perinatal Prevention Cooperative Agreements, CDC has awarded $6,300,000
annualy since 1999 to 16 State and loca health departments to reach pregnant women at high
risk for HIV. The godsinclude ensuring that hedlthcare providers counsel pregnant women on
HIV testing, making voluntary HIV testing available to pregnant women whenever and
wherever they accessthe medica care system, ensuring that infected or at-risk women receive
appropriate prenatd care and ensuring women and infants' access to gppropriate prevention
interventions and treatment services.

In 2000, 26 State and local health departments were funded at atota of $1,867,000 to
conduct on-going enhanced surveillance of newborns who have been perinataly exposed or
infected with HIV. Hedlth departments collect extensive surveillance data about mother-infant
pairs using awide variety of medica records, birth and degth certificates and laboratory
reports. One of the gods of this project isto assist in evauating perinatal prevention efforts.
For example, some hedth departments are using the data gathered to examine “missed
opportunities’ in prevention in cases where a newborn was infected.

The CDC dlocated $933,000 in 2000 in professiona education and training grants to Six
grantees. Grants went to two organizations for MCH programs. CityMaCH, dedicated to
improving materna and child hedlth in urban areas, and the Association of Maternd and Child
Hedth Programs (AMCHP) who works with State public health MCH programs. The
CityMaCH funding will support three “Urban Perinatd HIV Prevention Learning Clusters.”
The Urban Learning Clugters, teams of scientidts, issue experts, policy-makers and
practitioners, promote the trandation of research and data into effective practice in urban
communities with the highest rates of perinatal HIV. The funding to AMCHP will support eight
State “Action Learning Labs.” These working groups bring together cross-program teams of
State hedth officias, obstetricians and other key playersinvolved in the prevention of the
perinatd transmisson of HIV.

The other four organizations to which CDC awarded professona education and training grants
include: ACOG, AAP, the Nationd Pediatric and Family HIV Resource Center and the AIDS
Alliance for Children, Youth & Families. These funds are used to educate hedlth care
providers about the importance of HIV counseling and testing and ways to prevent the
transmission of perinatal HIV. Grantsinclude provisonsto evduate
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providers knowledge, atitudes, and behaviors. In particular, ACOG used their funding to
conduct a nationd survey of obstetricians, and disseminate prevention materias to obstetricians.
Their survey reveded areduction in barriers after broad distribution of their professiona and
patient materials on perinatd HIV.

In addition to the Congressiond funding described above for perinatd HIV prevention
activities, CDC a so supports a number of research projects addressing perinatal HIV
transmisson. Theseinclude: 1) the Perinata Guidelines Evauation project, 2) the Perinata
AIDS Collaborative Transmission study, 3) the Pediatric Spectrum of Disease Project, and 4)
the Mother-Infant Rapid Intervention At Ddlivery (MIRIAD).

The MIRIAD study explores HIV testing and treatment during labor and delivery for women
whose testing status is unknown at delivery. This study explores voluntary HIV testing with
informed consent during labor or soon after birth. The MIRIAD study will result in a protocol
for HIV testing in the delivery setting that will be generaizable to non-research hospita settings.
This 4 year study includes researchersin five metropolitan aress.

The Centers for Medicare & Medicaid Services

The Centersfor Medicare & Medicaid Services (CMS) oversees the Medicaid program,
which includes expanded digihility for pregnant women (to at least 133% of the Federd
Poverty Leve) to ensure access to prenatal care. Medicaid serves over 50 percent of adults
and 90 percent of children with AIDS?” Of the 18 million Medicaid-digible women, CMS
estimates that approximately 32,000 are HIV-infected and approximately 3,000 are HIV-
infected and pregnant.?®

The CM S developed the Materna HIV Consumer Information Project (CIP) to increase
patient and provider knowledge about prevention of perinatad HIV transmisson. Specificaly,
CMS developed patient education brochures, posters and videos for States to use in order to
promote the benefits of prenata HIV testing and to raise awareness of Medicaid digibility and
coverage for prenata care. The CMSinitiated this project in 1995 as a demondtration project
and has since expanded in some form to al States, the District of Columbia and Puerto Rico.

SCOPE

The scope of this evaluation is delineated in Section 213 of the Ryan White Reauthorization Act
of 2000. This section of the law requests an evauation to identify the barriers that may
discourage or prevent an obstetrician from routingly offering HIV teststo dl pregnant women
and/or al newborns whose mother’ s HIV satus is unknown. In accordance with this mandate,
our study focused solely on obgtetricians and did not attempt to identify barriers faced by other
providers of obstetric care such as family physicians or certified nurse midwives. The ACOG
estimates that non-obstetricians deliver 15 percent of al births, and that a greater, yet unknown,
percentage of prenata care is provided by family physicians and certified nurse midwives®
Alsoin keeping

Reducing Barriers to HIV Testing 6 OEI-05-01-00260



with the specific mandate laid out in the law, our study focused only on barriers obstetricians
facein offering HIV testing, as opposed to barriers that would prevent atest from actually
occurring, such as women who do not access prenatd care at al, or women who refuse the
HIV test.

Figure 1 provides one way to understand how this study fits into the larger scheme of
preventing perinata HIV transmisson. The “cascade’ outlines the events that lead to perinatd
transmisson. Each step isimportant to consider in overdl efforts to maximaly reduce perinata
transmission rates. This study focuses on women who are not offered HIV testing. Although
thisis only one event out of many theat leads to a perinata infection, it is an important step;
research has shown that when testing and treatment are strongly recommended by providers,
pregnant women are very unlikely to refuse® Therefore, whether awoman is offered HIV
testing is crucia toward hdting this cascade of events. It isimportant to recognize, however,
that the offering of HIV testing is only one of the many aspects in the cascade of services
necessary to prevent perinatd transmisson. Ultimately, to prevent HIV in children, preventing
new HIV infectionsin women is an essentid first step.
Figurel
Cascade of Events Leading to the Number of Perinataly Infected Newborns

The proportion of women...

* who are HIV-infected
* who become pregnant
* who do not seek prenatal care,
or who are not offered HIV testing or who refuse HIV testing
* who are not offered treatment, or who refuse trestment
* who do not complete treatment
* whose child is infected despite trestment

Source: Based on figure from the Institutes of Medicine report, “ Reducing the Odds”

METHODOLOGY

National Estimate of HIV-infected Infants Where Obstetrician Did Not Know
Mother’s Status

To address the request for anationa estimate within the eval uation mandate, the Office of
Ingpector Generd requested that the Surveillance Branch of the Divison of HIV/AIDS
Prevention within the CDC, devise an gppropriate estimate. In response to the OIG request,
CDC has crafted an estimate thet is very close to the legidative language. However, they
cannot provide the exact figure requested. The mandate specifies an estimate of “. . . the
number of newborn infants with HIV born in the United States with respect to whom the
attending obstetrician for the birth did not know the HIV dtatus of the mother.” The CDC
provided an estimate of the tota number of HIV-infected infants
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born in the United States for whom the mother’ sHIV status was not diagnosed until after
delivery.

The CDC edtimate diverges from the Congressiona request since some of the elements of the
request are not routingly collected through HIV surveillance or other evaluation efforts. First of
al, information regarding whether or not an obstetrician was aware of their patient’ sHIV datus
during ddlivery isnot available. Furthermore, any atempt to investigate this information would
be unreliable. An obstetrician who was not aware of awoman’'s HIV gtatus at delivery may
never find out whether the woman or the newborn was later diagnosed with HIV. Secondly,
athough the mandate specifies obgtetricians, routine HIV surveillance does not make
diginctions among providers. Although nationd estimates exist indicating that 85 percent of dl
births are attended by obgtetricians, these rates cannot be reliably gpplied to the tiny subset of
births to women with unknown HIV gtatus whose newborns are HIV infected. It isvery likely
that these ddliveries share some qudities that would make them uncomparable to nationd
figures

This estimate is mode ed from data collected from muiltiple sources including some but not al
States, during variable time periods, with different biases and limitations. Thisamagam
represents the best data available. Since the cessation of the Survey of Childbearing Women in
1995, thereis no longer asingle source of nationally representative data from which estimates
of the number of HIV-infected infants born each year can be derived. Currently, only 34
States have ingtituted HIV reporting. Despite the many caveets, CDC fedsthat the figures
represent a plausible range and are consstent with previoudy published CDC egtimates. The
full CDC methodology isincluded in Appendix D.

Obstetrician Barriers to HIV Testing of Pregnant Women and Newborns

To identify barriers that prevent or discourage obgtetricians from HIV testing of pregnant
women and/or newborns and to recommend actions to reduce testing barriers, our data
collection focused first and foremost on the individua obstetrician perspective. Next we
reviewed these issues from a State perspective by surveying the chairperson that heads each
ACOG State organizationa unit (Digtrict or Section) and State health department HIV/AIDS
directors. Lastly, we conducted in-depth case studiesin sx States in order to fully understand
the complexity of the existing barriers and to identify promising practices. All survey
instruments included sections on barriers to offering testing during prenatd care, labor and
delivery, and to newborns, and sections on solutions or efforts to address these barriers.

Beyond interviewing expertsin sx States, we solicited input from nationa experts with awide
range of perspectives, including representatives from AIDS Alliance for Children, Y outh &
Families, the Children’s AIDS Fund, the Nationa Minority AIDS Council, and the New Y ork
Assembly. We aso solicited feedback on draft survey instruments from individua obstetrician
volunteers, ACOG staff, National Association of State and Territoriad AIDS Directors
(NASTAD) daff and State HIV/AIDS directors from several States.
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National obstetrician mail survey

For our nationd confidentia survey of obgtetricians, we obtained our sample from the
membership list of the American College of Obstetricians and Gynecologists (ACOG) which
represents 94.6 percent of adl board certified obstetricians. Using surveillance data from the
CDC, we gratified the list into low and high prevaence strata based on the county-level
prevaence of women of child-bearing age living with AIDS. We defined the high prevaence
stratum as counties with arate greater than or equa to 4 cases of AIDS for every 1,000
women of child-bearing age. The ACOG was extremey helpful in our survey effort by alowing
usto use ACOG membership information for our sample, promoting our survey to ACOG
members and sharing ACOG research on obstetricians.

We randomly selected a sample of 1,200 ACOG members, 600 from each strata. Because the
ACOG membership database does not distinguish those obstetrician-gynecol ogists who do not
practice obstetrics, we oversampled to estimate for non-obstetrician respondents. We also
over-sampled to account for an expected response rate of around 40 percent, based on
previous surveys of obstetricians. We received 602 completed surveys, for a 50 percent
response rate.  We conducted a non-response anaysis of 30 dratified randomly sampled non-
respondents. Non-respondents did not vary from respondents in their test offering practices
but did report some differences with specific barriers. See Appendix H for amore detailed
explanation of the non-respondent analysis results.

Of our respondents, 475 surveys were from obgtetricians and were used in the data for this
sudy. Thisfind sample size provides a confidence level of 90 percent with 4 percent precison
for estimates. See Appendix E for the confidence intervas of sdlected point estimates. Table 1
illugtrates the dratification of our sample and respondents.

Tablel
National Random Sample of Obstetricians

High Low
Prevalence Prevaence Totds
Strata Strata
Population of ACOG OBGY Ns* 15,953 16,208 32,161
Sample of ACOG OBGY Ns 600 600 1,200

Excluded (not practicing obstetrics)

69

58

127

Total Obstetrician Respondents

224

251

475

We used severd methods to analyze the survey data. Wefirst calculated basic frequencies,
weighted proportions and confidence intervals using the satistical package SUDAAN.

Second, we ran chi-square tests to identify associations among key testing practice variables

and barriers. Next, we used SUDAAN to conduct logistic regression analys's to identify

predictors of key variables, including barriers to offering HIV testing
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during prenatd care and labor and testing practices during labor. Predictor variablesincluded
specific practices and procedures, other barriers and demographic characteristics. Appendix F
displays these models, including the odds ratios of significant predictors. We considered odds
ratios to be sgnificant if the p-vaue was less than 0.10.

State obstetrician representative fax survey

In order to gain a State-level perspective of the barriers obstetricians face and provide context
for the national survey responses, we sent afax survey to an obstetrician representative in each
of the 50 States, the Didtrict of Columbia and Puerto Rico. For the purposes of this report, we
will be referring to these 52 entities as “the States”  In order to identify an obgtetrician in each
State, we worked with ACOG to approach the chairperson that heads each State Section or
Didtrict. Chairpersons could complete the survey or refer it to another obstetrician in their
State. For the purposes of this report, we will refer to obstetrician representatives as “ ACOG
representatives’ athough 10 surveys were from obstetricians referred by the ACOG
Section/Didtrict chairperson for their State. We received responses from obstetricians
representing 49 States (non-respondents were the Digtrict of Columbia, New Hampshire and
Texas).

State HIV/AIDS directorsfax survey

In order to understand State health department perspectives and efforts addressing perinatal
HIV transmission, we faxed a survey to State HIV/AIDS directors. For this survey, we used
the membership list from the National Associaion of State and Territorial AIDS Directors
(NASTAD) for the most current contact information. We received responses from al States
except Puerto Rico.

In-depth case studies of six States

We conducted case studies in order to provide a multi-layered picture of the barriersto testing
and the context of those barriers, and to uncover potentid causes and identify ways to reduce
or remove bariersto testing. We sdected a purposive sample of six States with a significant
incidence of AIDS cases. New York, New Jersey, Florida, Texas, Georgiaand Cdifornia.
These States represent 59 percent of total pediatric AIDS cases as of December 2000.% In
fact, these Sx States are high incidence States across a variety of CDC HIV/AIDS indicators.®

In each of the sdlected States, we used non-probability sampling methods to salect the most
appropriate personsto interview. First, we purposively selected a core group of experts and
stakeholders to represent a wide range of perspectives on the issue of obstetrician barriersto
HIV testing. Key stakeholders included the State MCH director, State Medicaid
representative, State and locd hedth department HIV/AIDS program representatives and
policy and front-line staff from at least one Title IV grantee. Interviews with these key
stakeholders provide alevel of consistency across case studies. Next, we employed a
snowbd| technique to dlow the stakeholders that weinitialy
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identified to nominate additiona experts to be included in our sample. Thisdlowed usto
develop a comprehensive list of State experts on the topic of obstetrician barriers to HIV
testing.

In each State, we interviewed 15 to 25 experts or stakeholders. Expertsincluded staff from
Ryan White Title IV agencies, State and local hedlth departments, socia service agencies, and
State Medicaid agencies. We dso interviewed individua medicd providers, case workers and,
when possible, HIV-infected women who had either given birth or acted as peer counsglorsto
other women. We have protected the anonymity of the HIV-infected women respondents by
removing al persond identifiers from our records.
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FINDINGS

In 2000, an estimated 80 to 110 HIV-infected infants were born
to mothers who had not been diagnosed prior to birth

The CDC egtimates that there were gpproximately 6,000 - 7,000 births to women living with
HIV or AIDSin 2000. Thisis0.15 percent of the dmost 4 million live births in the United
States for the same year. Based on anationa extrapolation of available State-specific data, the
births to women living with HIVV/AIDS produced an estimated 280-370 HIV-infected infants.
Thus, 4 to 6 percent of children born to HIV-infected women developed HIV themselves. This
represents the overdl transmission rate of perinatal HIV infections in 2000.

Focusing on the subset of infants infected through perinatd transmission is an important sepin
understanding the scope of thisissue and in fulfilling the Congressond mandate to determine
“the number of newborn infantswith HIV born in the United States with respect to whom the
attending obstetrician for the birth did not know the HIV datus of the mother.” The next Sepis
to ascertain the extent to which these infections resulted from transmission despite trestment
versus alack of treatment due to inadequate or no prenata care, absence or refusa of HIV
testing, or the refusa of treetment. The Congressona mandate specifically focuses on the
potentid that lack of trestment could be due to the absence of testing. Consequently, that isthe
focus of the rest of thisfinding and the report.

Of the 280-370 HIV-pogtive infants infected through perinatal transmission in 2000, the CDC
estimates that approximately 62 percent were born to mothers who were diagnosed with HIV
prior to the birth. For another approximately 9 percent of HIV-infected infants, the mother’s
HIV diagnoss came during delivery. The mother was not diagnosed with HIV until after the
birth of the child in approximately 29 percent of the cases, resulting in 80 to 110 HIV-infected
infants born to mothers who had not yet been diagnosed with HIV. Appendix D containsa
detailed description of the methodology used for deriving these estimates, which are based on
transmission rates associated with initiating trestment a the time of diagnosis. Although timely
trestment significantly reduces transmission rates, it does not diminate the possibility of
transmission. Table 2 provides the numbers and percentages of infected infants broken out by
the mother’ stime of diagnosis.
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Table?2
Time of Maother’ sHIV Diagnosis
for the Estimated 280-370 HIV-Infected Infants Born in 2000

Estimated, Rounded Estimated Percent
Range of HIV- of HIV-infected
infected Newborns Newborns
Infants Whose Mother was 170-230 62%
Diagnosed Prior to Birth
Infants Whose Mother was 20-40 9%
Diagnosed During Delivery
Infants Whose Mother was 80-110 29%
Diagnosed After Birth
Rounded Totals® 280-370 100%

Source: Centers for Disease Control and Prevention

Assuming the time of the mother’ s diagnosis, as reported to the CDC from medical records® is
synonymous with obstetrician knowledge of HIV, and assuming dl HIV-infected births were
attended by obstetricians, then these newborn estimates represent the “number of newborn
infantswith HIV with respect to whom the atending obgtetrician for the birth did not know the
HIV gatus of the mother” that was specificaly requested by Congress. Using these
assumptions, 80 to 110 HIV-infected infants were delivered by an atending obstetrician with
no knowledge of the mother’s status.

Aswith any set of assumptions used to provide estimates, there are limitations. Most
importantly, while it islikely and logicd that the mother’ s diagnosis time is synonymous with
obgtetrician knowledge of HIV and the initiation of trestment, it is not certain. In some
ingtances, the attending physician may not be the woman’s prenatal caregiver or the woman
may not have recaived prenatal care a dl. Perinatd survelllance data from CDC indicates that
14 percent of HIV-infected women did not receive prenatal care®”  In these cases, evenif the
woman was diagnosed prior to the birth, the attending obstetrician may be unaware of her
testing history and her status. Further, it isunlikely that al of these births were attended by
obstetricians. Although obstetricians preside over an estimated 85 percent of births nationdly,
it is uncertain whether this ratio gpplies to women with unknown HIV status who ddiver HIV
infected infants. 1t islikely that these deliveries share some qudlities that would make them
more likely to be attended by an obgtetrician (i.e. hospitals might be more likely to assign
obgtetricians to women with potentialy complicated ddiveries such as women with substance
abuse issues or no prenatal care).

Using the different rates for perinatd transmission based on trestment initiation, we can estimeate
the extent to which earlier diagnosis could prevent the infection of infants, If dl of the HIV-
infected infants whose mothers were diagnosed after the birth had been diagnosed and treated
during labor or delivery, we estimate the total number of HIV-infected infants could be reduced
by roughly 15 percent. Thistrandaesinto preventing HIV infection in 50 to 65 infantsin the
year 2000. Assuming amoreided scenario,
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where dl the HIV-infected infants whose mothers were diagnosed after the birth or a ddivery
had been diagnosed prior to the birth of the child, and adhered to treatment that wasinitiated in
prenatal care, we estimate that the total number of HIV-infected infantsin 2000 could have
been reduced by 90 t0110 infants. This represents a decrease in the number of HIV-infected
infants by approximately 30 percent.

These scenarios clearly demondtrate the crucid impact early diagnosis and treatment can have.
Despite the fact that over hdf of the HIV-infected newborns were born to mothers who were
diagnosed prior to birth, the question of why some women remained undiagnosed until after the
birth of their child remains. As previoudy stated, we examine only one possible answer to this
critical question, that the women were not diagnosed because they were never offered an HIV
test by their obgtetrician or other hedlth care provider. In particular, this report strivesto
determine what barriers might prevent or discourage obstetricians from routindy offering HIV
testing to dl pregnant women as well as suggesting solutions for removing those barriers.

Obstetricians routinely offer HIV testing as part of their
standard prenatal practice; however, barriers affect
approximately one-third of obstetricians.

Almost all obstetricans offer HIV testing during prenatal care, but other related
procedures vary with AIDS prevalence

Obgtetricians provided information on both their practices of offering testing to pregnant
patients and on any barriersthat have ever prevented them from offering an HIV test to a
prenata patient. Ninety-three percent of obstetricians reported that they routingly offer HIV
testing to their pregnant patients.® However, some of the same obstetricians who reported
routinely offering testing also acknowledged specific barriers that have prevented that practice
on at least one occasion. A tota of 66 percent of obstetricians reported both offering testing to
al pregnant patients and having never been prevented from that practice by any barriers.

Obgetricians in both high and low prevaence counties showed smilar sandard practices of
offering testing. Thiswas aso true across a number of other demographic variables, including
urban versus rurd practice setting, private versus public practice setting, private versus public
insurance, gender and years since residency. However, obstetricians in high prevaence
counties differ from those in low prevaence counties in other aspects of the testing process.
Most importantly, logistic regression andysis indicated that obstetricians in high prevaence
counties were less likely to be obstructed by any barriers to testing during prenatd care. There
are also significant associ ations between prevalence rates and some testing practices.
Obgtetricians in high prevaence counties tended to “recommend” testing to pregnant women at
low risk for HIV rather than just “offer” testing. Practicing in the high prevalence drata dso
related positively to documenting awoman's refusal of testing and re-offering testing at a
subsequent prenatal gppointment. Obgtetricians in the high prevaence strata also recaled
receiving educational materias or training from CDC
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and from their State or loca hedlth departments significantly more often. Findly, more
physiciansin this strata than in the low prevaence drata reported knowledge of their State laws
on HIV tegting of pregnant women.

Barriers to offering HIV testing during prenatal care have affected one-third of
obstetricians

Thirty-two percent of al obstetricians, regardless of their testing practice, have ever faced a
barrier that has prevented them from offering an HIV test to a prenatal patient. The three most
commonly reported barriers to offering HIV testing during prenatal care included language, a
patient’ s late entry into prenata care and an obstetrician’s considering his or her patient
population to be at low risk for HIV. These barriers each affected 13 to 15 percent of
obstetricians. Pretest counsdling being too time-consuming and the consent process being too
time-consuming were the fourth and fifth most common barriers, repectively, but each were
reported by only 5 percent of obgtetricians. Table 3 lists the percentage of obstetricians who
identified each barrier as having ever prevented them from offering an HIV test to a prenatd
patient. Appendix A displays prenatd care barriers by State, asidentified by the State
HIV/AIDS directors and ACOG representatives.

Table3
Barriers That Have Ever Been a Reason for
Not Offering an HIV Test to a Prenatd Patient

Barriersto Offering HIV Testing Per centage of
Obstetricians
Language barrier 15%
Late entry into prenatal care 13%
Patient population is at low risk 13%
Pretest counseling too time consuming 5%
Consent process too time consuming 5%
Concern about offending patient 5%
Inadequate reimbursement 2%
It is not the standard of carein my hospital/clinic 1%
Concern about informing a pregnant woman she 1%
isHIV-positive
Concern about treating an HIV-positive patient 1%

Source: OIG national survey of obstetricians
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Guidance on testing may help to dleviate barriers to offering testing. Logistic regresson
anaysis showed that barriers were less likely to obstruct obstetricians whose workplace had
written policies on HIV testing of pregnant women. Obstetricans who report receiving
educational materids or training on perinata HIV from CDC were d <0 less likely to encounter
any barriers to testing than obstetricians who do not report recelving such resources.
Additiondly, obstetricians who did not know their State' s laws regarding HIV testing were
more likely to report barriers than those familiar with State laws.

Language barriers constitute an exception to obstetricians’ routine test offering

A language barrier, the most frequently reported barrier, has prevented 15 percent of
obstetricians from offering HIV testing during prenata care on at least one occason. Language
barriers affected the grestest number of obstetricians, however, finding language to be abarrier
did not seem to dictate obdtetricians routine testing practice. Analysis using logistic regresson
supportsthis characterization. Among obgtetricans facing any barriers, those obgtetricians who
routindy offer HIV testing to al pregnant patients were more likely to report alanguage barrier
than those who only offer testing to some patients. Thus, it gppears that a language barrier
represents an exception to their routine practice. For these obstetricians, language condtitutes a
practica but formidable problem that arises occasondly. In quditative interviews, some
obstetricians and other hedlth professonds have noted that alack of multilingua patient
education materids and consent forms and shortages of bilingua staff have exacerbated this
barrier.

Although language condtitutes the most commonly identified nationd barrier, it may not impact
locdities uniformly. Within States, obgtetricians in suburban areas were less likely to report this
barrier, athough language barriers did occur in smilar frequenciesin urban and rurd locations.
Further, only 15 State HIVV/AIDS directors identified thisas abarrier in their State. However,
States should not discount the potentid for this barrier to impact their populationsin the future,
nor the possibility that it may aready be occurring sporadicaly in their State. Data from an
Urban Indtitute study indicates that certain States with higtoricaly smal immigrant populations
have recently experienced arapid growth in immigration.*

A patient’s late entry into prenatal care or lack of any prenatal care can prevent
testing

Like alanguage barrier, a patient’ s late entry into prenatal care most often obstructs
obgtetricians who otherwise routindly offer testing. Logistic analys's again supported this
characterization. Consdering obstetricians with any barriers, the obstetricians who routindy
offer testing to dl prenata patients were more likely to report the late entry into prenatd care as
abarrier. For these obgtetricians, a patient’s late entry into care appears to disrupt their
dandard testing practice. Anecdotal evidence suggests that many women with late entry into
prenata care have multiple, immediate medical needs. These needs can interact with time
congraints to make HIV testing more difficult. Some obstetricians may focus on competing
clinica priorities a the expense of offering HIV testing. Forty-
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three percent of State HIV/AIDS directors also agreed that presenting late in pregnancy for
prenatal careisan ongoing barrier in their Sate.

However, severd interviews with obstetricians and experts in high prevalence States offered a
different perspective on awoman's late entry into prenatd care, arguing that late entry would
increase the likelihood of test offering. They asserted that if awoman presents for prenatal care
late in pregnancy, thissgnasa“high risk” pregnancy, which increases the priority the
obstetrician places on HIV testing for her. One obstetrician summarized this perspective with
the remark, “[Lack of prenatal care] isared flag for most of us,” increasing the likelihood of
testing as opposed to acting as abarrier to it.

In addition to the potentid difficulties that late entry into care may present, women who receive
no prenatal care present an even greater barrier to timely HIV testing. Only afew State
ACOG representatives agreed that |ate entry into prenata care condtituted a testing barrier.
However, one quarter of ACOG respondents reported that “no prenatd care” prevents
obstetricians from offering HIV testing. Forty-five percent of State HIV/AIDS directors dso
identified “no prenatdl care’” asabarrier. Our nationd survey of obstetricians did not include
“no prenatal care’ asabarrier sinceit is beyond the scope of obstetricians prenatal practices.

For some obstetricians, the risk assessment barrier impedes routine offering of
HIV testing

Although most of the medica community, including CDC, ACOG and IOM, has actively
supported universa offering of HIV testing to dl pregnant women, perceptions of patient risk
dill act asabarrier to testing for a subset of obgtetricians. Nationdly, 13 percent of
obstetricians reported that they have not offered HIV testing because they considered their
patient population at low risk. Similarly, 13 percent of State ACOG representatives fdt that
thiswas a barrier that prevented testing. A dightly higher percentage fdlt that risk assessments
discouraged, but did not prevent testing. HIV/AIDS directors felt that the use of risk
assessments among obstetricians posed amore serious barrier to HIV testing. Fifty-five
percent of HIV/AIDS directorsidentified “the belief that only high risk patients should be tested
for HIV” asabarrier, making it the barrier most often reported among HIV/AIDS directors.

An important difference emerged between the barrier of using risk assessments and the other
top barriers. Although language and late entry barriers seem to operate as exceptionsto the
physician’ s routine practice, an obstetrician’ s risk assessments seem to partly determine routine
testing practices. Unlike language and late entry barriers, there is demonstrated a negetive
relationship between risk assessment barriers and routine test offering practices. Considering
obgtetricians who reported any barriers, those who routingly offer HIV testing to dl prenatal
patients were less likely to identify the risk perception barriers than those who offer testing only
to some prenatal patients.

Discussions with obstetricians and other experts have produced some ideas of why
obstetricians may use risk-assessments despite the widespread promotion of universa
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offering as the tandard of care. Some respondents highlighted the fact that some obgtetricians
have never encountered an HIV-infected patient, and particularly in low prevaence aress,
firmly believe that their patient population faces no risk of HIV. As one expert expressed,
information on standards of care only takes you so far; asmdl proportion of physicians will
disagree with those standards and only change their behavior if they face repercussons for not
offering testing. Others addressed the “mixed messages’ of HIV prevention. Epidemiologic
research has tended to focus on identifying risk factors and subpopulations most affected by
HIV. This emphasis on subpopulations may undermine the promotion of universal screening
and may reinforce obstetrician perceptions that they do not need to test their patient
populations. A fina reason why obgtetricians may il use risk assessmentsis due to State laws
governing HIV counseling and testing procedures. For example, risk assessment languageis
included in perinata testing laws in two States.

Though experts have characterized using risk assessments as one of the most difficult barriersto
overcome, evidence suggests that indtitutional guidance can help to prevent obstetricians
reliance on them. Practicing in aworkplace that has developed written policies regarding HIV
testing of pregnant women predicted that an obstetrician would not indicate that usng risk
assessments obgtructs testing. Also, dmost three-fourths of obstetricians indicated that “making
voluntary HIV tegting of dl pregnant women the sandard of carein my hospitd or clinic’ would
be helpful in assgting them to routindy offer HIV testing.

Our data indicates that the risk assessment barrier may underlie other barriersto offering
testing, such as an obgtetrician’s concern about offending the patient. Most obgtetricians who
indicated that their concern about offending the patient prevented them from offering atest,
have dso been prevented by the perception that their patients are a low risk. Discussions with
providers and experts support the theory that these two barriers can interact with one another.
An obgtetrician may presume both that the patient is at low risk for HIV and that she would be
offended by an offer of testing. This physcian may judtify not offering the test to avoid the risk
of offense since the physician does not fed the woman redlly needs the test anyway.

Pretest counseling and consent barriers discourage, but seldom prevent, offering
testing

Despite the prominence of counsdling and consent issuesin previous research regarding

prenatd testing barriers, including the IOM report which cited “lack of provider time and the
legd requirements for counseling and informed consent” as barriers, asurprisngly smdl
proportion of obgtetricians indicated that these barriers have ever prevented them from offering
an HIV test. Pretest counseling being too time-consuming and the consent process being too
time-consuming each have obstructed testing for only 5 percent of obgtetricians. These barriers
ranked as the fourth and fifth most common of 10 barriers by both obstetricians and State
HIV/AIDS directors.
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Obgtetricians and other health experts offered possible explanations for the perception of
counsdling and consent requirements as too time-consuming. The hedth care system often
focuses incentives on treating many patients as quickly as possible, so even abrief discusson of
HIV testing may impose aburden. However, experts have dso asserted that these burdens
may represent misperceptions of State requirements. Respondents suggested that some
obstetricians believe that the pretest counseling and consent process requires up to 20 minutes
to complete, but in redlity it can take lessthan 5 minutes. According to our survey of State
HIV/AIDS directors, only eight States require that pretest counsdling be provided to dl
pregnant women and of those States, only five have specified the information that must be
included in the counsdling sesson. Twenty-one States indicated that they require written
consent for HIV testing.

Pretest counsdling and consent requirements may impose a burden that is bothersome but not
prohibitive. Our survey of State ACOG representatives differed from the other two surveys by
alowing the additiond response that a barrier * discourages, but doesn't prevent testing.”
Sixty-nine percent of ACOG representatives assessed the pretest counsgling barrier as one that
discourages but does not prevent testing, and 63 percent indicated the same for the consent
barrier. These barriers ranked as the first and second most common to discourage (but not
prevent) testing. These State ACOG results aso support the perspectives of some other
respondents interviewed during field work. Many argued that the perception of counsdling and
consent as burdensome is more likely to compromise the qudity of the counseling and informed
consent than to prevent the offer of the test.

Significant barriers prevent almost half of obstetricians from
routinely offering HIV testing during labor and delivery

Overall, offering HIV testing to all women in labor with unknown status is not
standard practice

Standard practices vary widely between the prenatal care setting and the labor and delivery
setting. Though dmost al obstetricians reported routingly offering HIV testing to prenata
patients, only 48 percent of obstetricians routinegly offer HIV testing (rapid, expedited or
standard testing) to women of unknown HIV status during labor.*® Some obstetricians who did
report routingy offering testing to al women in labor with unknown satus dso indicated that a
barrier had prevented that practice on at least one occasion. Intota, 41 percent of
obgtetricians reported both routingly offering HIV testing during labor and having never been
prevented from that practice by any barriers. A noteworthy minority of 17 percent never offer
testing during labor and ddivery. In contrast, only 1 percent of obstetricians reported never
offering HIV testing to prenata patients.

The AIDS prevalence rates impacted standard testing practicesin the labor and ddivery
setting. According to logistic regression, obstetricians practicing in a high prevaence county
were more likdly to routindly offer testing during delivery. Obdgetricians
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practicing in alow prevaence county more commonly reported offering testing to women in
labor with unknown status only sometimes. Obgtetricians in low prevaence counties were dso
more likely to indicate that they faced barriers to testing during labor.

Guidance on HIV testing, particularly from an obstetrician’s hospital, also impacted testing
practices during labor. Logigtic regresson andysis identified that the receipt of educationd
information or training on perinata HIV from one' s hospita or from an educationa course
predicted that an obstetrician routingly offered testing during labor. Educationa information
from the hospita aso decreased an obstetrician’s likelihood of reporting any labor and delivery
barriers. Interestingly, educationd information from other sources did not demonstrate this
effect.

The labor and delivery setting entails significant challenges to offering HIV testing

Compared to the prenatal care setting, testing barriers impacted many more obstetricians during
labor and delivery. Approximately one-third of obstetricians reported any barriersto testing in
the prenatal setting, but dmaost one-half faced challenges to offering HIV testing to women in
[abor with an unknown HIV gdatus. Forty-four percent of obstetricians named at least one
barrier that has ever prevented them from offering an HIV test to awoman in the labor and
delivery setting. The most commonly reported barriers related to the process of conducting
counsdling and obtaining consent during labor, followed by limitations in the capacity to
produce test results quickly. Some obstetricians aso categorized the labor setting as being too
late for preventive treetment. The following table lists the percentages of obgtetricians
identifying each barrier as having prevented them from offering testing during labor.  Appendix
A displays testing barriers during labor and delivery by State, as identified by the State
HIV/AIDS directors and ACOG representatives.
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Table4
Barriers That Have Ever Been a Reason for Not Offering an HIV Test to a Patient

During Labor and Dedlivery
Barriersto Offering HIV Testing Per centage of
Obstetricians
ProcessBarriers
Insufficient time to counsel during labor 32%
Too difficult to obtain consent during labor 28%
Technology Barriers
Test results take too long 19%
Rapid or expedited HIV tests not available 18%
Too late for preventive treatment 17%
Too much emotional stress for patient 9%
Hospital did not have antiretrovira drugs available for 1%
treatment

Source: OIG national survey of obstetricians

The HIV counseling and consent process during labor represented the most
common source of barriers

The two most common barriersinvolved the process of offering HIV testing in the labor and
delivery setting. Thirty-Sx percent of obstetricians reported that either “insufficient time to
counsdl” or “too difficult to obtain consent” or both of these barriers has ever prevented testing
during labor. These two barriers were strongly associated, meaning that obstetricians who
reported one barrier were likely to report the other.

Reporting insufficient time to counsd as a barrier is associated with whether or not an
obgtetrician has a set testing practice. Obgtetricians who indicated that they “dways’ or
“never” test during labor seem to be Sgnding aroutine practice, whereas those thet indicate
“sometimes’ appear to be testing on a more case-by-case basis. Consdering obstetricians with
any barriers during labor and ddivery, obstetricians who appear to be deciding on a case-by-
case basis whether to offer testing reported having insufficient time to counsdl sgnificantly more
often than those who aways offer or never offer testing. During interviews, some providers
noted that obstetricians often operate under strict time congiraintsin the labor and delivery
setting. For example, some women present in very advanced stages of labor with multiple
immediate needs, which compete with the offering of HIV testing. On the other hand,
obgtetricians who indicated that they dways test must dso face Smilar time congraints, but
have apparently managed to surmount them.

In addition to reducing the likelihood of facing barriersin generd, indtitutiond policies may dso
help to remedy this counsding barrier in particular. Obstetricians whose
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workplaces had developed awritten policy regarding HIV testing of pregnant women were less
likely to report this barrier.

The difficulty of obtaining consent during labor and delivery is abarrier that impacts 28 percent
of obgtetricians. During discussions of the consent barrier, some health professona s described
this difficulty as semming from a doubt about awoman’s capacity to consent to testing while
under the influence of pain, emotiona stress or medication during labor. Others did not
encounter this doubt and compared the testing consent to women’s consent to other medical
procedures, such as a Cesarean section, under the same circumstances. Some respondents
aso voiced confidentidity concerns in Stuations where partners or family members accompany
the woman into the ddlivery room.

Limitations in HIV testing technology present an insurmountable barrier for one-
fifth of obstetricians

A limited capacity to process HIV tests quickly can prevent obstetricians from offering testing
during labor. Sightly more than afifth of obstetricians named ether of two barriers related to
testing technology as obgtructions.  Further, the obstetricians who do not routingly offer testing
during labor and delivery were more likely to report either of these testing technology barriers.
These barriersincluded “test results take too long” and “rapid or expedited HIV tests not
avalable” State HIV/AIDS directors and ACOG representatives identified the unavailability
of rgpid or expedited tests more frequently than any other barrier during labor and delivery.

That 80 percent of obstetricians did not name these testing barriers was somewhat surprising in
the context of discussions with other providers and experts. With the notable exception of
New Y ork, which mandates that HIV test results of mothers in labor and/or newborns be
available within 48 hours, limitations in processing tests quickly festured prominently in many
interviews discussing testing barriers during labor and delivery. During these discussions, many
experts characterized the lack of expedited and rapid testing capacity as aformidable and
widespread barrier. Over 40 percent of State HIV/AIDS directors also identified lack of rapid
or expedited testing as an ongoing barrier in their States. This gpparent divergence, between
the obgtetricians responses and the State surveys and interviews implying a grester prevalence
of this barrier, raises an issue that warrants further attention. An assessment of the extent to
which hospitas in each State have developed the capacity to produce expedited or rapid HIV
test results is an important foundation for increasing obstetricians ability to intervene during
labor and ddlivery.

Some obstetricians consider labor too late for preventive treatment, but
interpretations of this barrier vary

Antiretrovird treatment initiated during delivery or within 12 hours of birth can reduce HIV
transmission rates. However, 17 percent of obgtetricians indicated that they have not offered
an HIV test during labor because it was too late for preventive trestment. Two
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explanations may explain the prevalence of thisbarrier. First, lack of rapid or expedited testing
could prevent the obgtetrician from ascertaining HIV satus until after the window of
intervention had passed.** Sightly more than haf of the obstetricians who indicated that it was
too late for preventive trestment aso named at least one of the two testing technology barriers.
Second, doctors may be unaware of prevention trestment options during labor and ddlivery.
Approximately 7 percent of obstetricians reported "too late for preventive treetment” but did
not report any barriers based on test results being delayed or on lack of antiretroviras drugs for
treetment. For these physicians, alack of continuing education or educational materials on
treatment options may account for this barrier. Findly, only one percent of obgtetricians
reported not testing due to alack of antiretrovird drugsin their hospitd, and so presumably, this
condition was not afactor in perpetuating the "too late for preventive treetment” barrier.

Obstetricians do not routinely test newborns for HIV, primarily
because it is not their responsibility

Ninety-three percent of obstetricians reported that testing is the responsibility of the newborn’s
physician. Infact, 90 percent indicated that they never perform HIV testing on newborns when
the mother’ s satus is unknown. Obgtetricians reinforced thisideain the barriers they reported.
Among obgtetricians reporting any barriers to newborn testing, 90 percent said that they have
not tested newborns ether because they were not responsible for newborn testing or because
they had recommended newborn testing to the newborn’s physician.

Moreover, States have generdly not assigned obstetricians the responsibility to test newborns
when the mother’ s status is unknown. Only two States, New Y ork and Connecticut, have
enacted laws that mandate HIV testing of newborns born to mothers of unknown status.
Neither State pecifies that obstetricians must carry out this testing; instead, the laws hold the
hospital accountable for developing protocols to ensure the testing of these infants.

While most professonas and State laws do not hold obstetricians responsible for newborn
testing, alack of communication between obstetricians and pediatricians, who are typicaly
responsible for newborn testing, may act as abarrier to testing. Approximately one-fifth of
obgtetricians noted that alack of communication with the newborn’s physician has been
problematic. Pediatricians whom we interviewed aso noted the “fragility of the paper trail” that
documents the mother’ s testing history. State confidentidity laws regarding the disclosure of
HIV information may explain some of this difficulty. One pediatrician explained that when the
mother’ sHIV gatus is not documented in the newborn’s chart, some pediatricians assume that
the mother tested negative. If the obgtetrician had failed to offer an HIV test or had failed to
document the mother’ srefusd of the test, the newborn’s pediatrician would likely be unaware
that the mother’ s status remained unknown.
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Though obstetricians do not conduct newborn HIV testing for the most part, one-fourth of
obstetricians do take some action related to newborn testing when the mother’s satusis
unknown. Twenty-four percent of obstetricians reported that they dways recommend to the
mother that the newborn be tested for HIV. Also, twenty-two percent of obstetricians routinely
recommend newborn testing to the newborn’s pediatrician.

Almost all States report actions addressing obstetrician
barriers to offering HIV testing to all pregnant women

Fifty of the 51 State respondentsindicated that they had undertaken some measures to address
barriersto counsding and testing al pregnant women, athough the intensity and breadth vary
tremendoudy. Fifteen States efforts include laws that mandate HIV testing or the offering of
testing to al pregnant women. Appendix B provides additiona information on State laws
relating to perinatd HIV testing. Interviews with severd HIV/AIDS experts suggest thet there
was a tremendous effort put forth right after the release of the 1995 PHS guidelines to
disseminate information and train hedlth care providers, but that efforts have diminished in
recent years. However, most States are still engaged in some effort related to the topic. The
mgority of these States have multiple efforts underway focused on reducing the remaining
barriersto offering HIV testing during pregnancy. Appendix C provides additiona information
on each State' s efforts to reduce perinatd HIV testing barriers.

States’ efforts are primarily focused on provider education and training, but these
activities may not represent the most effective solutions to eliminate continuing
barriers from an obstetrician perspective

Forty-five States reported at least one effort, and many States had multiple efforts, to educate
providers regarding the necessity of providing HIV counsding and testing to al their pregnant
patients. Education efforts took a variety of forms, but primarily conssted of the development
and didribution of written materials and group training regarding prevention and treatment
issues. Seventy-eight percent of States indicated that they disseminated State laws or policies
regarding HIV testing of pregnant women through direct mailings to obgtetricians. Training on
testing and treatment has been offered by 19 States.

When asked for ideal solutions to improve obstetrician practices, States continue to focus on
provider education. Of the 34 States offering opinions on the ided solution to improve
obgtetrician practices, dmost half wrote in provider education. In comparison, only 21 percent
thought more research was the answer, while 18 percent focused on collaborative efforts.

In contrast, obstetricians do not seem to favor additiona educationd or training efforts asthe
most helpful solutions to promote their routine offering of testing. On aligt of 10 possble
solutions, obstetricians ranked continuing education courses on perinatal HIV asthe 8" and
training on HIV counsding asthe 10" most helpful to them. Thethree
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solutions that obgtetricians indicated would be most helpful are: including testing in the sandard
battery of prenatd tests, making voluntary testing of al pregnant women the standard of carein
their hospita/clinic and receiving patient education materids.

Furthermore, it appears that most obstetricians pay more attention to educationd efforts by
professond organizations and CDC than by the public heglth department. When asked about
the educationd materids on perinatd HIV that they received, 94 percent of al obstetricians
remember receiving materids from ACOG, and 71 percent remember receiving materias from
CDC. However, only 53 percent remember recelving materias from their State and local
hedlth departments. Thisis despite the fact that 90 percent of these obstetricians practicein
States where the State hedlth department indicated that they sent materids. During interviews,
severd obgetricians remarked that they pay less attention to public health |etters than they do
to technicd bulletins. The reluctance to read information from State and loca hedlth
departments could explain why one-third of obstetricians indicated thet they were not familiar
with State’ slaws or policies.

Collaboration efforts lack formal involvement by private providers

Forty-sx State hedlth departments indicated that they collaborated with private sector
stakeholders to devel op strategies to overcome the barriers to HIV counseling and testing.
However, only 19 of these States indicated that their collaborative efforts formaly included
private providers or provider associations. Chalenges to collaboration can lie in successfully
engaging the private sector as partners. The ACOG representatives from 17 States felt their
State hedlth department has not tried to engage the private sector in addressing the issue of
perinata HIV transmisson. Further, only 6 percent of State hedlth departments indicated that
collaboration with private partners would be an ideal way to improve obstetrician practices
around perinatd HIV testing.

Ininterviews, HIV/AIDS experts expounded upon these issues. Respondents indicated that
while specific task forces or working groups may be convened, truly integrating private
providersinto a State' s response to thisissue aso presents achalenge.  Sometimes the qudity
of the collaboration is questionable. For example, one State’ s task force includes severa
private obstetricians, however most are not actively involved in the group and rarely attend
meetings.

In most States, efforts do not include monitoring compliance

While afew States are engaged in monitoring or enforcement activities, the mgjority of States
do not have the means to ascertain whether obstetricians and other hedlth care providers are
complying with their laws or policies regarding HIV testing during pregnancy. Intotd, 12
States indicated that they have either monitoring and/or enforcement provisonsin the law. Six
additional State hedth departments indicated that they are engaged in activities to monitor
obgtetrician and/or hospital compliance.

Twenty-four States engage in research that provides vauable information; however, this does
not perform amonitoring function. Severa States have participated in issue-specific
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research regarding obstetrician practices, which offers a picture of compliance at a specific
point intime. On the other hand, epidemiological research and surveillance provides an on-
going method for assessing overal provider compliance. However, with the exception of some
enhanced perinatal surveillance projects in conjunction with the CDC, this research lacks the
means to pinpoint categories of providers who do not offer HIV testing to al women.

States face challenges to changing obstetricians’ testing practices

The number one chalenge faced by 36 States isinfluencing the behavior of private
obgtetricians. Attempting to influence the attitudes and behavior of obgtetriciansis inherently
difficult, asare dl attemptsto dter behavior patterns. Thisis made especidly difficult by the
gulf that often exists between the public health perspective and the private obstetrician provider
perspective. For example, providing prevention messages and risk reduction education to
pregnant women has public hedth vaue, but may compete for time with other clinic aspects of
treating the individual. Further, many obstetricians do not support what one obstetrician called
“HIV exceptiondism” in which HIV istreated differently from other public hedth issues dueto
socid and political issues associated with the disease. Agreeing with this point of view, one
obgtetrician wrote, “HIV should be treated like amedicd illness, not asocia disease. We
don’'t have to counsdl to the same degree for gonorrhea and chlamydiatesting.”

Another chdlenge identified by the States dso may make successfully persuading all
obstetricians to universaly test for HIV difficult. In 49 percent of the States, State hedlth
departments felt that competing priorities take precedence over the issue of perinata
transmission. Thisviewpoint is supported by ACOG State representatives, 43 percent of
whom reported that perinatal transmission is“not anissue’ or “other issues take precedence’
on the State ACOG agenda. In many low prevaence States, the low ranking of thisissueis not
surprising and probably appropriate given the larger prevention issues facing the State.
However, it certainly speaks to agenerd attitude in the State that may be shared by the
obstetriciansin that State. Asone HIV/AIDS clinicd director stated, “With the dramatic
reduction in cases, people have become complacent and within the scheme of chalenges, this
issue now seems so smdl that it is hard to get peopleto focus.”
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RECOMMENDATIONS

Since the PHS guiddines recommending HIV counsdling and testing for dl pregnant women
were indtituted in 1995, testing rates have increased substantiadly.*? In our survey, 93 percent
of obstetricians reported routingly offering testing to dl of their patients for HIV. Theincrease
in testing rates, dong with sgnificant reductionsin perinatal HIV incidence, testify to Federd,
State and locd efforts to implement universal HIV screening of pregnant women. However,
there is more that could be done to reach the god of ensuring that every pregnant women is
offered an HIV test. One-third of obstetricians il face barriers to offering HIV testing in the
prenatal setting, and dmost one-haf faced chalenges to offering HIV testing to women with
unknown HIV gatus during labor and ddlivery.

In generd, reducing barriers to testing requires CDC and States to devel op, disseminate and
indtitutionaize at the local leve the practica tools necessary to make HIV testing
adminigratively routine. To be successful, these efforts must entail the involvement of the
private sector as advisorsin the developmenta stage and as partners in the implementation
gage. Achieving the highest possible testing rates o requiresingtituting aleve of
accountability that will modify the behavior of obgtetricians for whom targeted training and new
tools are not sufficiently motivating.

In offering specific recommendations to increase HIV testing, we have focused on increasing
obstetrician testing of women rather than newborns. First and foremost, obstetricians do not
define newborn testing as being within the scope of their duties. Further, early testing of the
mother isthe most effective way to reduce transmission rates and prevent the largest number of
children from becoming HIV-infected. For this reason, increasing testing rates during prenata
care should be apriority. Findly, rapid and expedited testing promises the possibility of being
able to reduce transmisson rates through testing and treatment of the mother when she presents
in the hospita to ddiver. With this safety net in the labor and delivery setting, women with
inadequate prenatd care can Hill benefit from testing and treatment.

While the legidative mandate requests recommendations for each State, we advocate that our
recommendations be indtituted in dl States. In light of the fact that our findings are based on a
nationally representative sample of obstetricians and supported by a variety of data sources, we
fed that our generad recommendations are agppropriate for dl States. In particular, we fed that
the recommendations should be adopted regardless of prevalencelevd. Firg, there are very
few States that do not contain high prevaence counties. Further, Congress mandated that our
sudy explore the barriers that exist that might prevent or discourage obstetricians from offering
HIV testing to all pregnant women and newborns whose status is unknown, with agoal to
promote universal testing of pregnant women by obstetricians. In fact, our research has shown
that obgtetriciansin low prevaence settings are more likely to face barriers to offering HIV
testing. Findly, thisdiseaseisnot datic. Counties currently facing low prevaence may
experiencerisng
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incidence in the future and should not dismiss the need for ongoing efforts to reduce the
obgtetrician barriers to testing.

The legidative mandate a0 requires “the Secretary to collect information from the States
describing the actions taken by the States toward meeting the recommendations specified for
the States.” Towards this assessment, we offer our recommendations as a nationa template
that States may use to evaluate their effortsto increase HIV testing rates by obstetricians. Each
State could benchmark their current status against our recommendations, taking into account
current efforts that may aready address aspects of our recommendations (Appendix C). This
benchmarking exercise would lay the foundation for evauating the progress States make
fulfilling these recommendations over the next few years. How each State chooses to respond
to these recommendations would depend not only on where their current efforts put them on the
continuum, but also on their assessment of the most problematic obstetrician barriers to offering
HIV tedting to dl pregnant women, outlined in Appendix A and B. While our
recommendations only speak to overcoming obstetrician barriers per the scope of our study,
States might wish to benchmark their status and push for achievement with respect to all
prenata care and obstetric providers.

How States respond and the resources they have available to implement these
recommendations regarding testing rates will aso be impacted by investments States may be
making in other areas in the cascade of events that lead to perinatd transmisson. Improving
obstetrician testing rates is only one crucia step in the larger effort to reduce perinatally
transmitted HIV. Inaworld of limited resources, tension exigs between the implementation of
solutions to achieve the intermediate god of increasing testing and the ultimate goa of reducing
perinatal transmisson. When focusing on increasing HIV testing, al obstetricians, regardless of
the HIV prevaence of their practice, should be targeted equaly. When focusing on the range
of efforts directed at reducing the incidence of perinatd transmisson, concentrating
disproportionately on those obstetricians practicing in high prevaence settings may have more
impact. More broadly, in States with high testing rates, focusing prevention funding on
preventing HIV infection among women of childbearing age may provide an effective means of
reducing transmission.  Given this tenson, our recommendations have been purposely crafted
to dlow for Sate flexibility in their implementation.

The CDC Should Facilitating the Development of
Administrative Tools and States Should Promote
Administrative Tools to Make Prenatal HIV Testing Universally
Routine

To have asgnificant impact on perinatal HIV transmission rates, we must ensure that al women
are offered HIV tedting, and treatment when positive, during prenatal care. To thisend, we
recommend that HIV testing during prenatal care become a part of the universal standard of
care for pregnant women. This should be fully accepted and expected by the medica
community, including indtitutions such as dinics, hospitas,
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managed care organizations and Medicaid. Our data shows that 74 percent of obstetricians
indicated that making voluntary testing the standard of care at their clinic or hospita would be
helpful in removing testing barriers.

While prenatd HIV tedting is a part of written office and clinic policies for dmogt hdf of
obgtetricians, the remaining providers and inditutions should formally integrate thisinto their
dandard prenatal practice. Obstetricians with written office/clinic policies for prenatal HIV
testing are significantly less likely to report barriers such as using risk assessments to determine
testing. We offer some specific recommendations amed a making HIV testing the universdly
practiced standard of care by incorporating HIV testing into routine practice and by
greamlining the testing process.

The CDC should, working in partnership with national health care provider organizations,
promote the documentation of HIV testing by facilitating the development of model
administrative tools

One way to reinforce HIV testing of pregnant women as the practiced standard of careisfor
CDC to promote the documentation of HIV testing on al regular paperwork such as patient
prenatd, labor and ddivery charts, laboratory request dips and medical recordsforms. This
sends a strong message that HIV testing is an expected part of prenatal care and can be seen as
the practicd extenson of CDC's perinatd testing guiddines. It dso serves as a constant
reminder to perform testing. From our interviews, severa respondents noted that obstetricians
use prenatd charts like a checkligt for the office vigt. In fact, many obstetricians showed us

that prenatd patient charts do not contain a space to document the mother’ sHIV datus, let
aone whether or not HIV counsding and testing were offered.

In order to promote the incorporation of HIV testing into expected practice, CDC should
engage ACOG and other national hedlth care provider organizations in a partnership to
encourage the documentation of HIV testing on relevant records. It is crucid to include ACOG
and other nationa hedlth care provider organizations in any effort to impact obstetricians
professond practice. Our findings demongrate that influencing private obstetrician behavior is
amgor chdlenge and obstetricians are more likely to remember materids sent by ACOG. To
assig this effort to encourage documentation, the CDC, in partnership with ACOG, could
develop and disseminate a variety of model adminigrative forms. The ACOG currently has
prenatd chart forms for sde that include a space for HIV testing and disease status that could
serve asthe CDC modd prenata chart form. Models could aso be gathered from prenatal
screening protocols and administrative procedures employed by MCHB grantees.

Another adminigrative tool thet, if adopted by ingtitutions, could impact the standardization of
testing into al prenatal care would be a dud patient education and consent form. Again, CDC,
in conjunction with ACOG and other provider organizations, could promote the use of such a
form by creating and disseminating amodd form. This form could be based on the minimum
information essentid for pregnant women prior to HIV testing as outlined in the revised CDC
guiddines. Inthe new guiddines, the
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minimum pretest information is condensed to Six very brief points that should eesily fitona
single sheet of paper dong with any other necessary consent informetion.

Some hedth care systems have dready adopted a dua counsdling and consent form. The New
Y ork State health department has created and distributed a standard HIV consent form to al
hedlthcare providers. The consent form includes patient information on the HIV test, the
benefits of testing (including prevention of perinatd transmission), State confidentiaity and
reporting requirements and other pertinent information. The patient and healthcare provider
both sgn the form, and this fulfills the Stat€' s pretest counsding and informed consent
requirements. While no forma evauation of the impact of this new form has been conducted,
feedback from our respondents was extremely positive.

State health departments should ensurethat HIV testing is documented to administratively
reinfor ce testing and should streamline consent to reduce burden

States should actively work to ensure HIV testing documentation is incorporated as policy a
the State and local levels, both within the public and private sectors. One way to promote
documentation would be to disseminate and require the use of CDC developed mode forms.
On the other hand, many obgtetricians and inditutions may have forms designed specificaly to
fit their unique adminigtrative procedures. In these cases, States may find it more practical to
require theincluson of HIV testing documentation on existing forms. Currently, 13 States
require, by law or regulation, that the offer of HIV testing be documented. Fourteen more
States recommend documentation as their policy.

States should aso work to streamline their counsaling and consent procedures aong the lines of
the minimum requirements laid out in the revised CDC guiddines. The guiddines separate HIV
prevention education from prenatd test offering. They recommend providing the patient prior
to the test minimum pretest information rather than more extensive pretest counsdling, which can
be offered a another time.  Aswith earlier CDC guiddines, States should review their laws,
regulations, policies and guidelines and modify them if needed in order to adopt the new
streamlined pretest process outlined in the CDC guidelines or the modd form provided by
CDC. The Washington State Board of Hedlth, for example, asked the public hedth
department to undertake areview of existing regulations to determine if these rules present a
barrier to implementation of HIV testing in pregnant women. Simplifying the State counsdling
and consent requirements reduces some of the administrative disincentives to offering testing to
al pregnant women, including the time and burden many obstetricians associate with the pretest
process.

In order for these tools to be effective, they must be implemented as policy at the local leve in
both public and private settings. Our findings demongtrated that obstetricians with written
policy and procedures in place a their hospitd or clinic were lesslikely to face barriersto
universad prenatd testing. Incorporating these new tools into the written policies and practice
standards of the private sector will require States to partner with ingtitutions and provider
associations. Another potential avenue would be to work with medical school residency
programs and professiona associations such as the American
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Board of Obgtetrics and Gynecology (ABOG) to incorporate streamlined HIV testing practices
into medica education and training.

The CDC and HRSA, in Collaboration with CMS, Should
Facilitate Efforts to Expand the Capacity to Offer
Linguistically Appropriate HIV Patient Education and Consent
Materials

Language barriers affected more obstetricians than any other barrier. Multilingua patient
education materias and consent forms may ease the difficulty of limited verbal communication
enough to ensure that pregnant women with limited English have the opportunity to make an
informed decision about HIV testing. In fact, 53 percent of obstetricians reported that patient
education materias would be helpful in reducing barriersto HIV testing.

Such efforts are in line with the Department of Health and Human Service' s Strategic Plan to
Improve Access to HHS Programs and Activities by Limited English Proficient Persons”
Among other gods, this srategic plan dready cdls upon al HHS agencies, including CDC, to
assess language needs and capacity of al programs and activities and to provide ora language
assistance services and written trandations of vital documents. The Centers for Medicare &
Medicaid Services hasasmilar god in ensuring that Medicaid-covered pregnant women with
limited English receive the opportunity to make an informed HIV testing decision.

The CDC and HRSA should collaborate with CM S to expand the language resources for
perinatal HIV education and consent. Through the Materna HIV Consumer Information
Project (CIP), CMS has dready developed and test marketed patient outreach and education
materids on perinata HIV prevention in 14 languages, including Spanish, Chinese, Russan, and
Vietnamese*® Census data could be used to pinpoint other language needs. The CDC has
partnered with ACOG in development of consent information and consent formsin Spanish.
The CDC, HRSA and CM S should coordinate their efforts to achieve thissmilar god so that
they can maximize effectiveness and minimize duplication. The modd pretest consent form,
described in the previous recommendation, should be included in this multilingua effort.

Community-based organizations and other programs that provide servicesto HIV positive
women aswell as nationa provider organizations should be incorporated into this effort to
expand language resources. Nationd health care provider organizations could provide
invaluable ingght into language trandation needs as well as offer advice on appropriate content
and usable formats. Community-based organi zations, with their unique community perspective,
have the knowledge necessary to develop linguistically appropriate, culturaly sengtive
trandations.

The CDC's Nationa Prevention Information Network (NPIN), could provide the repository
for these materids. The CDC' s NPIN offers genera HIV information in
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severd languages, however, the selection of languages for materids specific to pregnancy and
perinatd transmisson remains limited. Also, usng the NPIN network to refer providersto
qudified nationd language banks and telephone trand ation services could aso help to dleviae
language barriersto offering HIV testing. Again, collaborating with nationa hedlth care
provider organizations to promote new language resources would be the most effective way to
disseminate the information.

The CDC Should Facilitate Development and States’
Implementation of Protocols for HIV Testing During Labor and
Delivery in order to Promote Testing in this Setting as the
Standard of Care

Impacting transmission through prenatal HIV testing is only possible for women who receive
prenata care. While greet strides have been made in making prenatal care available, there are
pockets of women, including HIV-infected women, that are less likely than the generd
population to access adequate prenatal care. For women who do not access prenatd care, as
well as women who did not get tested during prenatd care, rapid or expedited HIV testing in
the labor and delivery setting provides a crucia safety net. Currently, amost haf of
obstetricians face chdlenges to offering HIV testing to women in labor with an unknown HIV
gatus. The most commonly reported barriers related to the process of conducting counseling
and obtaining consent during labor, followed by limitations in the capacity to produce test
results quickly. In order to promote rapid or expedited HIV testing as the standard of care for
women with unknown status during labor and ddlivery, we recommend that protocols be
developed and indtituted at the hospita level.

The CDC should facilitate the development of a model protocol for HIV testing of
women with unknown HIV status at labor and delivery

Because the labor and delivery setting involves many chdlenges to rapid or expedited HIV
testing, CDC should develop protocols for hospitals to routinize this process. This could be
donein consultation with professona associations such as ACOG and other government
agencies such as the Agency for Hedlthcare Research and Quadlity, the lead agency responsible
for research on the functioning, qudity and cogts of the hedth care system. Our findings indicate
that inditutiond policiesfor HIV testing of pregnant women positively influenced the likelihood
of obgtetricians routingly offering testing to women in labor with unknown stetus. They dso
minimized some of the barriers that prevent testing during labor.

The policiesingtituted in hogpitals should encompass three main aspectsin order to overcome
the barriers this report identifies. Firgt of al, they should develop appropriate counsding and
consent procedures. Toward this end, CDC, in collaboration with ACOG, could promote the
results, both interim and find, of their Maother Infant Rapid Intervention At Ddlivery (MIRIAD),
which is evauating innovative gpproaches to counsdling and assessing the feasibility of obtaining
informed consent.
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Secondly, CDC should offer States the technica assstance to ensure that al hospitals build the
capacity, both adminigratively and technically, to produce HIV test results within the window
of effective intervention. This could be accomplished by utilizing the Single Use Diagnostic
System for HIV-1 (SUDS), the only FDA approved rapid test. Some States, such as Louisana
and Connecticut, have conducted perinatal prevention programs to explore rapid testing during
labor. Broader preparation for the generd availability and greater rdiability of these tedts, at
this point in time, ensures hospitals ability to quickly integrate the latest medical advancements
related to perinatal prevention. If hospitals are reluctant to use SUDS due to concern about the
rate of fase pogitives, they could opt for expedited testing, in which preiminary results of
standard HIV tests are returned within afew hours. One State, New Y ork, aready requires by
law that dl hospitas produce the results of standard HIV tests conducted during labor within
forty-eight hours. Other hospitals would likely need technica assstance in building the
laboratory capacity to process standard tests quickly.

Findly, the labor and delivery protocols should include guidance regarding the adminidrative
procedures necessary to ensure the confidentia, written communication of the mother’ s testing
datus to the newborn’s physician. A lack of documentation of the mother’ s HIV gatusin the
newborn’s chart can midead a pediatrician to assume that the mother had tested negative for
HIV when, in fact, she may not have been tested a dl. This misinformation could then impact
the pediatrician’ s subsequent recommendations for testing of the baby.

This provison will need to take into congderation current State laws on confidentidity.
According to areview of State laws conducted by ACOG, 20 States currently have
confidentidity statutes that would alow for the disclosure of the mother’ sHIV satusto the
newborn’s physician. Half of these States' statutes directly reference the ability to disclose a
mother’ sHIV gatusto the physician of her child. Therest of the States have confidentidity
laws thet either explicitly prohibit or gppear to prohibit such an exchange of information.

The CDC, CMS and States should partner with hospital associations to encourage
institutions to incorporate labor and delivery protocols for HIV testing based on
the CDC model protocols

To achieve the effective implementation of these new labor and ddivery protocols, CDC, CMS
and States must work closdly with hospitals and hospital associations. 1dedlly, the testing
protocol would be incorporated into hospital’ s written standards for quality care. The CDC
and CMS can lay the foundation for this effort by partnering with such entities as the American
Hospita Association in order to promote the adoption of the protocol. Working with the Joint
Commission on Accreditation of Hedlthcare Organizations to include alabor and ddlivery
protocol for HIV testing in their accreditation process or including HIV testing at |abor and
delivery as ameasure in the Health Plan Employer Data and Information Set (HEDIS) are other
possible routes to encouraging hospitals to adopt the protocol.
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The CDC Should Encourage and Assist States to
Appropriately Monitor HIV Testing of Pregnant Women

Asafinad meansto improve the testing behavior of hedlth care providers, we recommend that
CDC work with State hedlth departments to establish monitoring mechanisms that track HIV
testing during pregnancy by provider. Monitoring testing rates, in conjunction with appropriate
feedback, has the potentid to dter behavior in instances where knowledge aone has proved
insufficient. Our data, aswell as previous research, shows a discrepancy between what
obstetricians know regarding the expected standard of care and their testing behavior,
indicating that more education and training will not dter testing behavior for some obstetricians.
Despite widespread knowledge that al pregnant women should be tested for HIV, 13 percent
of obgtetriciansindicated that their assessment that their patients were at low risk has prevented
them from testing.

The CDC should assist States in developing monitoring systems that are appropriate to State
and loca needs. This could be accomplished by providing the technica assstance, including
mode tools, to assst hospitas or practices learn how to monitor and review their testing rates.
Current monitoring systems and lawsin 14 States offer a continuum of potential monitoring
models for the rest of the country. The CDC could promulgate best practices from these
models.

At one end of the spectrum, Tennessee law requires that each health care provider report the
tota number of pregnant women tested for HIV and the tota number of women who tested
positive on a monthly bass to the public heath department. The department is required to
publish these figures for the entire State and for each county. Texas has developed a
monitoring system that relies on hospitals rather than physicians. Hospitas record whether HIV
testing has occurred and whether zidovudine was administered during pregnancy on every birth
certificate. The State department is then respongble for compiling and utilizing thisinformetion.
One advantage to a hospita-based solution isthat it not only dlows for the identification of
those obgtetric providers who are not testing during prenatal care, but could dso assstin
identifying those patients who were not tested or trested for reasons that are beyond the control
of obgtetricians. Other States have ingtituted methodol ogies such as random chart audits that do
not require universa reporting by either physicians or hospitals. New Y ork conducts periodic
on-gte reviews to determine compliance with the prenatal HIV counsding requirements as well
asHIV test acceptance rates. They offer technicd assstance based on their andlysis of these
medical record reviews.

Severd other States have indtituted the Pregnancy Risk Assessment Monitoring Systems
(PRAMS) or enhanced perinatd surveillance, in collaboration with CDC. The PRAMSisa
popul ation-based surveillance system that collects information on maternd behaviors and
experiences around the time of pregnancy. Enhanced perinata surveillance only collects HIV
testing information for HIV-infected women and thus can only be used to assess missed
prevention opportunities. Michigan, for example, reviews cases at individua hospitas and
practices where “ missed opportunities’ occurred and offers
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assigancein revisng policiesto prevent future problems. While assessing missed opportunities
would not monitor whether dl doctors were offering testing to dl of their patients, it may prove
to be an acceptable compromise for low prevaence counties where investments in a broader
monitoring effort may not be practica. Severd of the monitoring systems profiled would be
resource intengve to develop and maintain. Currently, low prevalence areas do not recelve
money for enhanced perinata surveillance. This, and other resource issues, may limit the
extendveness of the monitoring sysems they are able to develop.

The CDC, HRSA and States Should Pursue Public/Private
Partnerships to Design, Implement and Institutionalize
Targeted Efforts to Remove Obstetrician Barriers

Collaborating with the private sector is essentia in order to overcome the communication
barrier that often exists between prevention experts focused on public hedth issues and hedlth
care professonas working in the context of a private market. Although most States indicate
that they have engaged private partnersin various perinatal efforts, we believe that States could
benefit from even greater collaboration. The number one chdlenge faced by 36 Statesis
influencing the behavior of private obstetricians. Without on-going, active partnerships with
private providers, States may be missing opportunities to provide private obstetricians with the
information and tools necessary to overcome barriers, or may not be effectively reaching many
practitioners. Professional organizations and private providers understand the best ways to
reach and convince providers.

The CDC and HRSA should utilize public/private partnerships in implementing all
the recommendations in this report by expanding current partnership projects

Both CDC and HRSA have established partnerships with national hedlth care provider
organizations and other stakeholder organizations aimed at accomplishing perinatal transmisson
objectives. As mentioned in the background, CDC funds programs aimed at reducing perinatal
transmission through ACOG, AAP and others national organizations. The Maternd and Child
Hedlth Bureau (MCHB) of HRSA funded a program, administered by ACOG, designed to
foster partnerships between State agencies and private obstetricians around the topic of
perinatal transmission. These partnerships were established in two States. The MCHB aso
adminigers the Hedthy Start program to mobilize strong coditions of consumers, loca and
State governments, the private sector, schools, perinatd providers and neighborhood
organizations to improve hedth care access and outcomes for women and infants. The
Association of Maternd and Child Hedlth Programs (AMCHP) has established eight State
“Action Learning Labs’ that bring together a codition of public and private sakeholdersto
educate each other across State lines. We strongly support these efforts and recommend their
expangon in order to most effectively implement the preceding recommendations. We have
addressed the specifics of these partnerships in the appropriate recommendation.
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The CDC should provide States with an impetus to include private providersin their efforts to
overcome obstetrician barriers by including collaborative language in grants and guidance
documents. This language could encourage the devel opment, maintenance and reporting of
collaborative partnerships. The HRSA should strengthen gpplication guidance materias for all
Ryan White CARE Act providers to come into compliance with al recommendations. Findly,
CDC and HRSA should be prepared to assist grantees in their public/private partnerships when
necessay by leveraging their nationd level partnerships.

States should incorporate private partners in implementing all recommendations
in this report

State and locd initiatives should gtrive to incorporate partners from the private sector in dl
efforts to address obgtetrician barriers to offering HIV testing. As stated previoudy, the most
efficacious implementation of our recommendations rests on the ability of States to implement
and indtitutiondize them as policy and practice a the locd level. Coallaboration with private
partners is necessary to make this happen. These private partners should be active participants
in the design and implementation of prevention efforts. This could be done by incorporating
partners such as obstetricians, representatives from clinics or hospitals or representatives from
professona organizations such as ACOG, American Academy of Pediatricians (AAP),
American Academy of Family Physicians (AAFP), American College of Nurse-Midwives
(ACNM) or American Hospitd Association (AHA) into ongoing or newly crested task forces.
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AGENCY COMMENTS

We received comments on our draft report from HRSA, CDC, CMS and ACOG. Each
organization indicated that the report presented useful information for shaping future efforts to
increase the HIV testing rates of obstetricians and thereby reduce perinatal HIV transmission.
Each organization aso supported the substance of the recommendations, dthough CDC
expressed some resarvations regarding their role in implementation. These reservations, as well
as other issues of concern, are reviewed below. One concept al of the organizations endorsed
was the collaborative nature of the recommendations. The ACOG in particular made note of
the fact that the recommendations caled for greater involvement of obstetricians, stating that
“the public/private partnership strategy is one of the best available for identifying which barriers
and implementing effective srategies that will influence obgtetricians behavior.”

While expressing support for the recommendations and a willingness to work towards their
implementation in a collaborative fashion, the CDC expressed concern that they were called
upon to take a leadership role rather than a supporting one. They indicated that they believe
they can more effectively ad in the implementation of our recommendations in an advisory
capacity, providing technical assstance in developing standards and guidelines.

We recognize that CDC is not dwaysin the position to direct outside groups and that in these
cases thelr leadership comes in the form of support and influence. We have modified our
recommendations accordingly by emphasizing CDC's ability to “facilitate’ desirable actions and
outcomes. By emphasizing CDC'srole asfacilitator, we reflect on thair initid successin
promoting HIV testing of pregnant women via officia recommendations for testing and through
their adminigration of the perinatal prevention grants. We believe that, as part of their
prevention misson, CDC has a powerful role to play in facilitating and orchestrating further
effortsto ensurethat HIV testing is offered to dl pregnant women.

We ds0 recognize that the recommendations put forth will require abroad array of resources
to accomplish effectively, beyond that which CDC done can bring to bear. For this reason, the
recommendations were not directed solely to CDC, but rather to CDC in collaboration with
HRSA, CMS, and the States. Within the text of the recommendations, we offer other potentia
partners such as ACOG and other professional organizations. It isour hope and expectation
that dl of the stakeholders mentioned will actively collaborate with CDC to accomplish our
recommendations.

Both HRSA and ACOG shared concerns related to the scope of the report. Both
organizations pointed out that by not including other providers of prenatal and obgtetric care,
such asfamily physicians and certified nurse midwives, our findings and recommendations may
not have relevance to the larger issue of increasing testing rates. It istrue that the scope of this
report was limited to obstetricians and excluded other hedlth
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care providers. This limitation was based on the statutory language mandating this sudy. As
such, this report only offers data regarding barriers to testing faced by obstetricians and
recommendations on how to dter obstetrician practices. The extent to which these
observations and recommendations are representative of the practices of other hedlth care
providersis unknown. However, obstetricians represent amgjor and important provider of
hedth carein thisarena. The ACOG edtimates that 85 percent of deliveries are attended by an
obstetrician and believes that a somewhat lesser, yet unknown, percentage of prenatal careis
provided by obstetricians. While al providers of prenatal and obstetric care should be
encouraged to universaly offer HIV testing to pregnant women, improving the testing rates of
obgtetricians would certainly result in improving overal testing retes.

Findly, ACOG pointed out that some of the barriers faced by obstetricians are beyond
obgtetricians control. For example, counseling and consent laws, the lack of rapid testsin the
labor and ddlivery setting and State confidentidity laws dl may act as barriersto HIV testing.
Thisis certainly true, and our recommendations request States to review such impediments.
Due to the matrix of indtitutiona and practice barriers we have identified, our recommendations
suggest that responsible Federd agencies, States and private provider associations work
together toward their common god of increasing testing rates and reduce perinata transmission.

For amore detailed review of the comments provided by CDC, HRSA, CMS and ACOG,
please refer to Appendix |. This Appendix contains the generd comments from al four
organizations. We a o received technica comments which were consdered carefully and
incorporated into the report as appropriate.
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Obstetrician Barriers Identified by State L

Barriers to Offering HIV Testing during Prenatal Care that States have Identified

For each of the prenatal and labor and delivery barriers listed, State HIV/AIDS directors were asked, “Has this been identified as
an ongoing barrier that prevents obstetricians in your State from offering an HIV test?” Respondents also indicated the sources
through which barriers had been identified, which ranged from formal evaluations to focus groups to anecdotes. Because our
question asked for identified barriers, the responses may not represent those barriers operating in the State as yet unidentified.
Further, the responses have not been independently verified by the OIG.
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Legend:

- @ = State HIV/AIDS director identified this as an ongoing barrier in the State

B = ACOG representative with statewide perspective identified this as an ongoing barrier. Only includes the 25 State ACOG
representatives that indicated a statewide perspective on barriers. These 25 States are identified with an asterisk (*).
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Barriers to Offering HIV Testing during Prénatal Care
- that States have Identified, (cont.)
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@ = State HIV/AIDS director identified this as an ongoing barrier in the State
M = ACOG representative with statewide perspective identified this as an ongoing barrier. Only includes the 25 State ACOG
representatives that indicated a statewide perspective on barriers. These 25 States are identified with an asterisk (*).
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~ Barriers to Offering HIV Testing to Women of Unknown Status during Labor
that States have Identified
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@ = State HIV/AIDS director identified this as an ongoing barrier in the State

B = ACOG representative with statewide perspective identified this as an ongoing barrier. Only includes the 25 State ACOG
representatives that indicated a statewide perspective on barriers. These 25 States are identified with an asterisk (*).
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Barriers to Offering HIV Testing to Women of Unknown Status during Labor
that States have Identified (cont.)
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@ = State HIV/AIDS director identified this as an ongoing barrier in the State
R=ACOG répresentative with statewide perspective identified this as an ongoing barrier'

Only includes the 25 State ACOG representatives that indicated a statewide perspective on barriers. These 25 States
are identified with an asterisk (*).
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- - -l
State Laws, Requlations, and Policies

This chart represents information gathered through the OIG survey of State HIV/AIDS Directors. It has not been
independently verified by the OIG and therefore is not intended as an exhaustive review of all State laws, regulations or
policies on HIV counseling and testing of pregnant womern. Legend: X=required; ¥ = recommended
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Physicians and other licensed prenatal care providers must test pregnant patients at their initial appointment for vencreal disease, HIV and hepatitis B, unless
the provider believes that the tests are medically inadvisable or the woman refuses. Providers must still obtain written, infermed consent for HIV testing using
the Department of Health's prescribed form and provide the patient with a copy of the HIV information pamphlet developed by the Department of Health,

Epecific informed consent for HIV testing is not required in Mizsizsippi. However, the provider must inform the patient that the test is being condwcted. The Mississippi
Depariment of Health has a palicy of counscling and offering voluntary HIV testing to all pregnant patients in ils own clinics, and recommends that olher providers do the same.
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Source: OIG survey of State HIV/AIDS Directors
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APPENDIX C

State Efforts to Address Obstetrician Barriers

This chart represents information gathered through the OIG survey of State HIV/AIDS Directors. The directors were
asked to list “perinatal HIV prevention efforts that the State has undertaken to address obsretrician harriers to offering
HIV tests to all pregnant women.” This compendium has not been independently verified by the OIG and therefore is not
intended as an exhaustive review of all States’ efforts related to reducing obstetrician barriers to offering HIV testing,
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Source: OIG survey of State HIV/AIDS Directors

MWotes:

This chart represents 46 States. The missing States are: ©O, 1D, PR, 3D, VT, WY. While CO, ID, SD and VT did indicate that they had formal collaborations with other governmental agencics
regarding perinatal transmission, this chart only documents collaborations with private pariners.

Education materials include such things as: State recommendations or guidance for counseling and testing, laminated cards with counseling tips, cost-benefit analysis, resource packets including
such things as CDC guidelines and standard consent forms,
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APPENDIX D

Methodology for National Estimate

Pl Pubilic Health Sarvice
i DEPARTMENT OF HEALTH & HUMAN SERVICES Canters. for Dissass Controd
A\ and Prevantion (CDC)

o

Memorandum
December 7, 2001

Susan Oirer

Program Analyst

Dept. of Health and Human Services
Office of Inspector General (OIG)
Ofice of Evaluation and Inspections
233 M. Michigan Ave., Suite 1390
Chicngo, 1L 60601

Beference: Estimates of the number of HIV-positive infants whose
mothers were diagnosed after birth

Drear Ms. Otter:

The attached table provides the estimates of the number of HIV-positive infants borm in the
United States in 2000 as requested by your office for your study of the impact of the Fyan White
Reauthorization Act of 2000, Your study will result in a report by the OIG entitled “Reducing
Obstetrician Barriers to HIV Testing.” As you are aware, since the cessation of the anonymous
seroprevalence survey of births to HIV-positive mothers (i.e., the Survey of Childbearing Women
(5CBW)), and because it is no longer possible to model HIW incidence from AIDS surveillance
data due to the succeasful impact of antiretroviral treatments and prophylaxis for opporfunistic
illnesses in delaying progression to AIDS among HIV-positive children, there is no longer a
single source of nationally representative data from which to derive estimates of the number of
HIV-positive infants born each yvear.

To produce the estimates that you require, we have used the best available data. However, we
caution that the data we used come from multiple sources, represent some but not all states, were
collected during variable time periods, and have different biases and hmitations. However, in
cross-checking components of our estimates with prior estimates, we conclude that the data in
the attached table represent a plausible range of the number of HI'V-infected children boin in
206M), For example, our modeled estimate of the number of HIW diagnoses in women of
childbearing ages added to the estimated prevalence of AIDS in women of childbearing ages is
consistent with previous published estimates of HI'V prevalence in childbearing women ages
from the SCBW. Also, the estimated percentage decline in perinatally-acquired HIV infections
in our estimates i3 consistent with previously published declines in the number of perinatal AIDS
cases, as would be expected. The lack of reports from all states of sdultadolescent women who
have been dingnosed with HIV infection is the most critical deficit in our ability to model the
estimated number of HI'V-positive births. States that monitor perinatally-exposed and infected
children and that report adults who have been diagnosed with HIV are able to conduct
comprehensive epidemiologic follow up to obtain the data needed 1o evaluate the effectiveness
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and impact of perinatal prevention efforts. Although many of the studies from which we derived
parameter estimates were not designed to be nationally representative, the characteristics of the
study populations are similar in many cases to the distributions by race/ethnicity, sex, and risk
group of national AIDS surveillance data. We have made numerous such assumptions
throughout the attached table in applying estimates from a few states to all states, Because the
estimates in Table | do not represent actual counts of infants, we recommend presenting the
estimates as a range, We cannot caleulate precise confidence intervals, therefore, we present the
range of estimates adjusted by +/~ 10%, and rounded to the nearest ten.

A large number of additional data tables, with explanatory technical notes, from databases
maintained in-house by the Surveillance Branch of the Division of HIV/AIDS Prevention were
provided under separate cover to your staff. Our conclusions from all the data presented are that
there have been enormous achievements in reducing perinatal transmission in the United States.
The data also provide useful insights into the programmatic and surveillance efforts that are
needed in order to further reduce perinatal HIV transmission. Reducing barriers to prenatal care.
substance abuse prevention and treatment, the development of rapid testing and short-course
treatment interventions in labor and delivery for mothers who do not access or receive prenatal
care, increased offering of HIV testing in pregnancy, improving access to standard of care for
pregnant mothers for treatment of their HIV disease, and clinical follow up of perinatally-
exposed infants so they can receive prompt prophylaxis against opportunistic infections,
diagnosis and treatment are needs that are highlighted by the attached estimates and
accompanying data tables. Finally, comprehensive surveillance programs are needed in many
more states in order to monitor the outcomes and impact of perinatal HIV prevention efforts.

We appreciate your intercst in the HIV/AIDS surveillance data. If we can be of further assistance
in the preparation of your report, please contacl me at 304-639-2050,

Sincergly yours, 1 7
R
/ &{'t{u Cen (T =) ,&u /FH
Fatricia L. Fleming, PhDD, MS
Chief, Surveillance Branch

Divisien of HIV/AIDS Prevention
National Center for HIV/STIDVTB Prevention

cc:  Robert 8. Janssen
Eva Margolies-Seiler
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Table 1. Estimate of the number of HIV-positive infants, by mother’s knowledge of HIV status

before, at, or after birth, United States, 2000

Rate Low estimate Estimate High Estimate
Modeled estimate of HIV+ women 13-44
diagnosed and living with HIV without AIDS in
2000® 72,336
Adjustment to estimate undiagnosed HIV+ (Low 1.11) (High 1.19)
women @ 80,293 86,080
Estimated births to HIV+ women 15-44 without
AIDS (avg. 6 births per 100 PY) © 4,818 5,165
Estimated number of women 13-44 living with
AIDSin 2000 @ 49,238
Estimated births to 46% women with immunologic
AIDS (3.2 pregnancies per 100 PY) ©
725 =) 725
Estimated births to 54% women with clinical
AIDS (2.0 pregnancies per 100 PY) © 532 =) 532
Estimated total births 6,075 6,422
Scenario | (Based on observed data)
(Proportion) and number of births whose mothers
were diagnosed:
before birth (.89) 5,407 5,716
at birth (.05) 304 321
after birth ® (.06) 364 385
(Transmission rates (tm)) and number of HIV+
infants whose mothers were diagnosed:
tm
before birth rate
60% combination ARV (.02) 65 69
40% ZDV 076 (.06) 130 137
at birth (.10) 30 32
after birth © (.25) 91 96
Total 316 334
Scenario |: Estimated HIV+ Infants @9 280-370
Estimated HIV+ Infants whose mothers were
diagnosed after birth © 80 110
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Rate | Low Estimate Estimate High Edtimate

Scenario |1: Hypothetical data assuming

mothers diagnosed after birth were

diagnosed before birth

(Proportion) and number of births

whose mothers were diagnosed

before birth (0.89 + 0.06) (.95) | 5771 6,101

at birth (.05) | 304 321

(Transmission rates) and

number of HIV+ infants whose

mothers were diagnosed:

before birth: 60% combination ARV (.02) | 69 73
40% ZDV 076 (.06) | 138 146
at birth (.10) | 30 32
Total 237 251

Scenario Il: Estimated HIV+ infants®? 210 280

Scenario I11: Hypothetical data assuming all

mothers wer e diagnosed before birth

(Proportion) and number of births whose mothers (1.0) | 6,075 6,422

were diagnosed before birth (.89+.05+.06)

(Transmission rates) and

number of HIV+ infants whose mothers were

diagnosed:

before birth: 60% combination ARV (.02) |73 77
40% ZDV 076 (.06) | 146 154
Total 219 231

Scenario I11: Estimated HIV+ infants®? 190 260
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Footnotes

(1) CDC unpublished data. Dr. Robert H. Byers developed a Poisson regression model to estimate the
number of persons living with diagnosed HIV infection in the United States. The model is based on
data from 25 states that conduct confidential (i.e. by patient name) HIV case reporting. Estimates of
the number of prevaent diagnosed cases of HIV are derived from the relationship between AIDS
incidence and deaths, taking into account race/ethnicity, risk, age, and a proxy variable for the age of
the epidemic in each state. A parsimonious model was selected that obtained the best fit of observed
cases to modeled estimates and the model was applied to non-HIV reporting states. The estimated
total number of women (13-44) living with diagnosed HIV (without AIDS) in the United States was
derived. An approximate 95% confidence interval for the estimate is from 71,809 to 72,865. These
numbers do not represent actual counts of HIV-infected women because they are based on a model.

(2) Not al HIV-infected women are diagnosed with HIV in the 25 HIV reporting states that were the
basis for the total U.S. estimates in (1) above. Thus, the estimate only represents a proportion of all
women with HIV (without AIDS). We used two methods (high and low) to adjust the estimate in
(1). Indatafrom 7 states (Wortley et al., 2001), the number of mother-infant pairs that were
diagnosed and reported to HIV/AIDS surveillance was 90% of the total number of births to HIV+
women in those states, as estimated from the anonymous Survey of Childbearing Women. This rate
of completeness of reporting was used to obtain the factor for the low estimate (1/.9=1.11). Because
these data only represented 7 states, we used an indirect method to obtain the factor for the high
estimate. Assuming that the number of prevalent HIV cases in women 15-44 years from previously
published estimates remained stable (Davis et al., 1998), we compared the estimated prevalence of
HIV (without AIDS) for the U.S. (86,000 in 1994) to the estimated prevalence of diagnosed HIV
(without AIDS) in 2000 (86,000/72,000=1.19).

(3) We used published data from Lee et al., 2000. The average number of births to HIV+ women
(without AIDS) was 6 per 100 person years (PY). The data were derived from a population of
positive compared to negative women receiving Medicaid in Maryland. Although not necessarily
representative of al HIV+ women in the U.S,, the study is unique in examining fertility of HIV+
women in the U.S. and the study population included mostly racial/ethnic minority women who
account for the vast mgjority of AIDS casesin women in the U.S. The underlying assumption is that
the age distribution and fertility of the study population is similar to that of al HIV+ U.S. women.

(4) Estimate is derived from national AIDS surveillance data and represents all women of childbearing
age living with AIDS in the U.S. at the end of 2000. Data are adjusted for reporting delays. (CDC
unpublished data)

(5) With increasing age, both fertility decreases and HIV disease progresses, which in itself is associated
with decreased fertility. Fertility has generally been presumed to be low in women with AIDS. To
estimate births to women with AIDS, we used unpublished CDC data from the Adult/adolescent
Spectrum of Disease project (ASD) conducted in over 100 clinicsin 11 U.S. cities. Dataon HIV+
adults/adol escents are abstracted at 6 month intervals. We calculated the number of recorded
pregnancies for women 15-44 per 100 person years of observation during 1994-1999. For women
with AIDS, we divided our calculations into women with immunologic AIDS (representing 46% of
women with AIDS and having 3.2 pregnancies per 100 person years (PY)) and,

(6) women with clinical AIDS (i.e. AIDS opportunistic illnesses; 54% of women with AIDS and having
2.0 pregnancies per 100 PY). ASD does not necessarily record pregnancy outcome such that the
underlying assumption is that the pregnancies resulted in live births, which may dightly overestimate
the number of live births to women with AIDS.

(7) The sum of (3), (5), and (6) for low and high estimates.
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(8) In7 states that conducted the Surveillance to Evaluate Prevention project (STEP), the proportion of
mothers who were tested for HIV before their child’s birth rose from 1993 through 1997 and then
stabilized at an estimated 89% of all perinatally exposed infants who were diagnosed as indeterminate
or infected and reported to surveillance; 5% of mothers were diagnosed at the time of labor and
delivery, and 6% of mothers were found to be HIV positive after their child’s birth. This assumes
that mothers who are diagnosed before birth have the opportunity for all 3 arms of the 076 protocol
(prenatal, intrapartum, neonatal); those diagnosed at birth have the opportunity for two arms; infants
of those diagnosed after birth may receive one or no arms. (CDC unpublished data; Hammett et a.,
2001)

(9) Because there is a lag between births to positive mothers and enough time to conduct follow up
testing of the infant to determine infection status, and for reporting to health departments and then to
CDC, we used unpublished CDC data on transmission rates for perinatally exposed infants reported
from the 7 STEP states who were born during 1995 through 1997. Mothers who had an opportunity
to receive al three arms of the Pediatric AIDS Clinical Trials Group (PACTG) protocol 076
(prenatal, intrapartum, neonatal) had an observed 6% transmission rate. Based on data from al HIV
reporting states in 2000, we applied that transmission rate (i.e. 0.06) to 40% of the estimated number
of infants born in 2000 whose mothers were diagnosed before birth. We applied a lower transmission
rate (2% from recent unpublished data presented at national conferences from observational cohorts)
to 60% of mothers who were diagnosed before birth. These mothers were receiving combination
antiretrovira therapy which reduced transmission to rates substantialy lower than those observed for
the 076 protocol alone (8% in the PACTG 076 trial). The data from STEP states are more recent
and may reflect additional factors associated with reductions in transmission, such as stage of
maternal disease or mode of delivery, thus accounting for the observed 6% in these states versus 8%
in the 076 trial. We applied a transmission rate of 0.1 to those mothers who were diagnosed at birth
(intermediate between 6% and 14%, the range observed for infants who received two or one
arm(s)). Inthe 7 STEP states, the observed transmission rate for all perinatally exposed infants
diagnosed and reported for the baseline year 1993 (before 076 results) was approximately 20%.
However, we applied the 25% reported for the placebo arm in the 076 trial to the 6% of births whose
mothers were diagnosed after birth to produce a conservative (i.e. maximum) estimate of the number
of infected infants born because their mothers were not tested at or before birth. The estimated
range of the number of infants born whose mothers were not diagnosed before or at birth is from 91
to 96 infants. Because the parameter estimates in this exercise are derived from a variety of studies
each of which may represent a small proportion of all HIV+ mothersin the U.S. , we adjusted our
estimates to an approximate range of +/- 10% (82-106), and rounded up and down to the nearest ten,
for an estimated range of 80 to 110.

(10) The sum of the estimates of positive births for al categories of timing of materna diagnosis and
transmission rates. Asin (9), the calculated range of 316 to 334 is based on estimates that are not
necessarily representative of all HIV+ U.S. mothers and we estimate that an approximate range is
+/- 10% or 284 to 367, which, rounded to the nearest ten, is 280-370 HIV-positive infants born in
2000. The estimated proportion of all HIV+ infants born in 2000 that is attributable to mother’s
testing after birth ranges from 22% (80/370) to 39% (110/280). The peak number of live births to
HIV+ women occurred in 1991. From the anonymous Survey of Childbearing Women, an estimated
7,040 births to HIV+ mothers occurred in that year, of which it is assumed that 1,760 were HIV+
infants based on a 25% transmission rate. The estimated range of 280 to 370 HIV+ infants born in
2000 represents a decline in perinatally acquired HIV infections of between 79% and 84%. Thisis
consistent with the observed decline perinatally acquired AIDS cases. These cases peaked in 1992
and declined more than 80% through 2000.

(11)At OIG' s request, we constructed two hypothetical scenarios. First, assuming that all mothers
diagnosed after birth were diagnosed before birth and received treatment prenatally, the estimated
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number of HIV-positive infants born in 2000 would be 237-251. After adjusting +/- 10% and rounding
to the nearest ten, the estimated number of HIV-positive infants under this scenario isin the range
210-280.

(12) Second, assuming that all mothers diagnosed at or after birth were diagnosed before birth and
received treatment prenatally, the estimated number of HIV-positive infants born in 2000 would be
219-231. After adjusting +/- 10% and rounding to the nearest ten, the estimated number of HIV-
positive infants under this scenario is in the range 190-260.
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Table2. Summary * of Estimated transmission rates and numbers of HIV+ infants whose
mothers wer e undiagnosed before, at, or after birth, United States, 2000

Diagnosed Proportion Transmission Low estimate of High estimate of
Treated births births

Before birth 0.6 ARV 0.02 65 69
0.4 ZDV 076 0.06 130 137

At birth 0.10 30 32

After birth 0.25 91 96

Total 316 334

* Derived from Table 1

** Estimated range after adjustment and rounding (see footnote 10): 316 x 0.9=284; round down to 280; 334 x 1.1=367

Table 3. Summary* of estimated ranges of HIV+ infants born in 2000 assuming three scenarios
- 89%), 95% and 100% of mothers diagnosed before birth and treated prenatally, United States,

2000.
Proportion of mothers diagnosed before birth: Adjusted estimated ranges of HIV+ infants
.89 280-370
.95 210-280
1.00 190-260
* Derived from Table 1
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APPENDIX E

National Obstetrician Survey Instrument

1. Do you currently practice obstetrics?

Yes No (If NO, please SKIP to Question 23)

2. Inwhat State and zip code is the majority of your obstetrics practice located?

(For the rest of this survey, please ONLY consider your practicein this

State Zip Code ) .
particular location.)

3. To how many of your pregnant patients do you offer HIV testing?
None Some Most All
4. Which BEST describes your procedure for offering HIV testing to a pregnant patient? (Check ONE)

Advise her that | will perform the test and that she has the right to refuse

Offer to perform an HIV test but indicate that it is her choice

5.  Which steps, if any, occur prior to you testing a pregnant woman for HIV? (Check ALL THAT
APPLY)

| (Obstetrician) discuss HIV and perinatal transmission with Patient signs consent form to cover all
patient prenatal tests
Other staff discusses HIV and perinatal transmission with patient Patient signs specific consent form for HIV
test
Patient receives written information or a video on HIV Patient gives verbal consent for HIV test
Other (please specify)

6. Which category BEST reflects your HIV testing practices with each of the following types of patients?

Recommend Test only upon Offer Recommend
against testing patient request testing testing

Pregnant women at high risk for HIV

Pregnant women at low risk for HIV

7. What steps do you take if your pregnant patient refuses to consent to HIV testing?
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8. Does your office/clinic have a written policy regarding HIV counseling and testing of pregnant women?

9. Are you familiar with your State’s laws or policies regarding HIV testing of pregnant women?

PRENATAL HIV TESTING BARRIERS

For Questions 10 and 11, please consider only the time period prior to the onset of labor.

1. Please consider any instances in which you have NOT offered HIV testing to a pregnant patient. Has
each of the following EVER been a reason that you have NOT offered an HIV test to a pregnant
patient? If yes, HOW OFTEN has this prevented you from offering an HIV test?

11. To what extent would each of the following help YOU, in your practice, to routinely offer HIV testing
to all of your pregnant patients?

Reducing Barriers to HIV Testing 60 OFI-05-01-00260



12. Do you offer HIV testing to women in labor with unknown HIV status?

13. Please consider any instances in which a woman presented in labor with unknown HIV status. Has each
of the following EVER been a reason that you have NOT offered an HIV test during labor? If yes,
HOW OFTEN has this reason prevented you from offering an HIV test?

HIV COUNSELING AND TESTING DURING LABOR AND DELIVERY

HIV TESTING OF NEWBORNS

1. What are your HIV testing practice(s) for newborns whose mother’s HIV status is unknown?

5. Please consider newborns whose mother’s HIV status is unknown. Has each of the following EVER
been a reason that you have NOT tested such a newborn for HIV? If yes, HOW OFTEN has this
reason prevented you from testing a newborn for HIV?

16. Are you familiar with your State’s laws or policies regarding HIV testing of newborns?
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ADDITIONAL INFORMATION AND SUGGESTIONS

17. Please describe any additional barriers to testing pregnant women and/or newborns for HIV.

18. Please offer any additional suggestions for reducing barriers to HIV testing of pregnant women and/or
newborns?

BACKGROUND INFORMATION

19. Approximately what percentage of your practice is obstetrics? “
20. Have you ever provided care for an HIV-positive pregnant woman? _

21. Have you received any educational materials or training on perinatal HIV from the following sources?

22. About what percentage of your pregnant patients utilize each of the following insurance sources?

23. Please provide the following demographic information.
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APPENDIX F

Confidence Intervals for Selected Statistics

90 Percent
Point Confidence
Statistic Estimate | n I nterval

Percent of obstetricians reporting the following
testing practices:
Routinely offer HIV testing to all prenatal patients 92.9% 475 90.9% to 94.8%
Routinely offer HIV testing to women of unknown status during 48.0% 464 44.2% to 51.8%
labor
Never offer HIV testing to women of unknown status during 17.0% 464 14.2% to 19.9%
labor
Newborn testing is the responsibility of the newborn’s 93.4% 435 91.4% to 95.3%
physician
Per cent of obstetricians reporting that this barrier
has ever prevented test offering during prenatal
care:
Language barrier 15.1% 458 12.3%1t0 17.8%
Late entry into prenatal care 13.3% 458 10.7%to0 16.0%
Patient population is at low risk 13.1% 460 10.5% to 15.7%
Pretest counseling too time consuming 5.3% 457 3.5%to 7.0%
Consent process too time consuming 5.0% 457 3.4%10 6.7%
Concern about offending patient 4.6% 457 3.0%to0 6.2%
Inadequate reimbursement 1.5% 458 0.6% to 2.5%
It is not the standard of carein my hospital/clinic 1.1% 452 0.3%1t0 1.9%
Concern about informing a pregnant woman she isHIV+ 0.7% 457 0.0%to 1.7%
Concern ahout treating an HIV+ patient 07% 458 00%1ta1 7%
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90 Percent

Point Confidence
Statistic Estimate | n Interval

Per cent of obstetricians reporting that this barrier
has ever prevented test offering during labor:
Insufficient time to counsel during labor 32.2% 451 28.6% to 35.8%
Too difficult to obtain consent during labor 28.2% 450 24.8% to 31.8%
Test results take too long 18.9% 451 15.9% to 21.9%
Rapid or expedited HIV tests not available 17.8% 451 14.8% to 20.7%
Too late for preventive treatment 17.7% 450 14.2% to 20.0%
Too much emotional stress for patient 8.9% 451 6.7%t0 11.0%
Hospital did not have antiretroviral drugs available for treatment 1.1% 449 0.3%to 1.9%
Percent of obstetricians reporting the following
sour ces of information on perinatal HIV:
Received educational information or training from ACOG 93.6% 469 91.7% to 95.5%
Received educational information or training from CDC 71.2% 465 67.7% to 74.6%
Received educationa information or training from their 28.9% 463 25.4% to 32.3%
hospital
Received educationa information or training from their 53.0% 462 49.2% to 56.8%
State or local health department
Office/clinic has a written policy on HIV testing of 45.9% 470 42.2% t0 49.7%
pregnant women
Obstetrician is familiar with State laws or policies on HIV 61.5% 471 58.0% to 65.1%

testing of pregnant women
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APPENDIX G

Logistic Regression Models

We used logistic regression to identify predictors of several key variables. The following tables display the odds
ratios for each of the significant predictors (at p< 0.10 level) in each of those logistic regressions. The non-
significant variables are also listed below each table. In logistic regression, an odds ratio of 1 is considered neutral,

an odds ratio greater than one is considered a positive relationship and anything less than one indicates a negative
relationship. For example, obstetriciansin the high prevalence strata are 1.73 times more likely not to face barriersin
offering testing during prenatal care.

L ogistic Regression Model 1: No Barriersduring Prenatal Care

Predicting that none of the barriers on our survey have ever prevented an obstetrician from offering HIV
testing during prenatal care.

|Independent Variable | OddsRatio | p-value |

Positive Relationships:

Obstetrician advises woman test will be performed but she can refuse 2.78 0.00
Obgtetrician received information/training on perinatal HIV from CDC 2.05 0.01
Office/clinic has written policy on HIV testing of pregnant women 1.83 0.02
High prevalence strata 1.73 0.03

Negative Relationships:

Obstetrician not familiar with State laws 0.35 0.00
Obstetrician received information/training on perinatal HIV from State/local health 0.57 0.04
dept

Practice setting isin a haspital 059 Q.05
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L ogistic Regression Model 2: No Language Barriers

Predicting an obstetrician will report that language has never been barrier to offering HIV testing during prenatal care.

This model includes only the subset of obstetricians who reported at least one barrier to testing.

Odds
Independent Variable Ratio p-value
Positive Relationships:
Obstetrician practicesin an suburban location (compared to urban or rural) 217 0.05
Obstetrician received information/training on perinatal HIV from State/local 1.93 0.09
health dept
Negative Relationship:
Obstetrician routinely offerstesting to prenatal patients 039 008

Non-significant variables in model: obstetrician received information/training on perinatal HIV from CDC; strata;
office/clinic has written policy on HIV testing; percentage of patients with no insurance; obstetrician provides patient

with written materials or video on HIV prior to testing

L ogistic Regression Model 3: No “Late Entry into Prenatal Care” Barriers

Predicting an obstetrician will report that late entry has never been a barrier to offering HIV testing during
prenatal care. This model includes only the subset of obstetricians who reported at least one barrier to

testing.
Odds

Independent Variable Ratio p-value
Positive Relationships:

Obstetrician practices in an urban location (compared to rural) 4.66 0.06
Obstetrician received information/training on perinatal HIV from their hospital 3.66 0.01
Obstetrician routinely offers testing to women in labor with unknown status 2.61 0.05
Percentage of patients with private insurance 1.01 0.03
Negative Relationship:

Obstetrician routinely offerstesting to prenatal patients 018 000

Non-significant variablesin model: years since completion of residency; suburban practice location (compared to rural);

strata
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L ogistic Regression Model 4: No Risk Assessment Barriers

Predicting an obstetrician will report that “ patient population at low risk” has never been abarrier to offering HIV
testing during prenatal care. Thismodel includes only the subset of obstetricians who reported at |east one barrier to

testing.

Independent Variable OddsRatio | p-value
Positive Relationships:

Obstetrician routinely offers testing to prenatal patients 6.93 0.02
Office/clinic has written policy on HIV testing 212 0.09
Y ears since completion of residency 1.06 0.03
Negative Relationships:

Obstetrician reported “concern about offending patient” as a barrier 0.10 0.00
Percentage of patientswith private insurance 098 002

Non-significant variables in model: suburban practice location (compared to rural); recommending testing (vs offering

testing) to women at low risk for HIV

L ogistic Regression Model 5: Not Routinely Offering Testing during L abor

Predicting that obstetrician does not routinely offer testing to women in labor with unknown HIV status.

Odds
Independent Variable Ratio p-value
Positive Relationships:
Obstetrician reported a risk assessment barrier during prenatal care 5.07 0.00
Obstetrician reported “late entry into prenatal care” as a barrier during prenatal 2.84 0.01
care
Negative Relationships:
Obstetrician advises woman test will be performed but she can refuse 0.25 0.00
Obstetrician received information/training on perinatal HIV from hospital 0.34 0.00
High prevalence strata 0.66 0.07
Obstetrician received information/training on perinatal HIV from a course (outside 0.67 0.08
haospital)

Non-significant variables in model: percentage of practice that is obstetrics; obstetrician received information/training
on perinatal HIV from CDC; obstetrician received information/training on perinatal HIV from State/local health dept
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L ogistic Regression Model 6: No Barriers during L abor

Predicting that none of the barriers on our survey have ever prevented an obstetrician from offering HIV

testing to awoman of unknown status during labor.

Odds

Independent Variable Ratio p-value
Positive Relationships:

Obstetrician advises woman test will be performed but she can refuse 2.33 0.00
Obstetrician received information/training on perinatal HIV from hospital 224 0.00
High prevalence strata 150 0.07
Negative Relationships:

Obstetrician reported arisk assessment barrier during prenatal care 0.31 0.00
Obstetrician has ever cared for an HIV+ pregnant patient 0.56 0.03
Obstetrician nat familiar with State laws 061 003

Non-significant variablesin model: years since completion of residency
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APPENDIX H

Non-Response Analysis

A congderation in survey analyssis that the results may be biased if non-respondents are significantly
different from respondents. To determine whether such differences exigt in this survey, we attempted
to contact 60 non-respondents (30 from each strata) by telephone to ask them key questions from our
survey. We randomly selected the 60 non-respondents and 60 replacements (in case we could not
complete the interviews of the origina 60) usng aprogram caled Rat-stats. Our office placed at least
three phone calls to each of the 60 non-respondents and then to each of the 60 replacement non-
respondents. Ultimately, we completed surveys for 30 practicing obstetricians. Additiondly, we
spoke with six non-respondents who do not currently practice obstetrics.

Using the 30 completed surveys, we compared the two groups, respondents and non-respondents,
with regards to demographics, testing patterns and prenata barriers. We used chi-square tests of
association to identify any significant differences between these two groups of obstetricians. We
consdered differences sgnificant if p< 0.10. Table 1 displays the characteristics that did not differ
sgnificantly between non-respondents and respondents. Table 2 displays the significant differences
between the two groups.

Non-respondents did not vary from respondentsin their test offering practices. Almost all
obstetricians reported routingy offering testing to prenatd patients, and chi-square tests of association
showed no significant difference between the reported test offering practices of respondents and non-
respondents. Non-respondents test offering practices in the labor and ddlivery setting also showed
no sgnificant differences from the respondents practices during labor.

Likewise, the non-respondents did not differ significantly from respondents in whether they reported
any barriersto offering testing during prenatd care. Also, non-respondents did not differ sgnificantly
from respondents for two of the top barriers to prenata test offering identified by our survey, “patient
population is at low risk” and “late entry into prenatal care.”

However, some other prenatal testing barriers did differ between the two groups. Notably, non-
respondents reported language barriers less often than respondents did. This variation could suggest
that alanguage barrier affects less than the 15 percent of the universe of obstetricians as reported by
our survey respondents. Additionaly, some barriers reported by a smal percentage of respondents
were not reported by any non-respondents, and therefore, demongtrated a significant difference
between these groups.
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Table 1: Variables showing NO Significant Difference between Respondents and

Non-Respondents

Variable p-value
whether ob routinely offerstesting to all prenatal patients 0.310
whether ob offerstesting “never,” “sometimes/often” or “always’ during 0.390
labor

whether ob reported any barriers during prenatal care 0.166
whether ob reported risk assessment barrier during prenatal care 0.647
whether ob reported late entry into prenatal care as barrier 0.207
whether ob concern about how to treat HIV+ woman as prenatal barrier 0.418
whether ob reported “not standard of carein my hospital/clinic” as prenatal 0.232
barrier

whether ob practicesin urban, suburban, rural or military location 0.330
whether ob has ever cared for HIV+ pregnant patient 0.335

Table 2: Variables showing Significant Differences between Respondents and

Non-Respondents

Variable p-value | Respondents Non-
Respondents
ob reported language barrier during prenatal care 0.007 15% 3%
ob isfemale 0.006 48% 23%
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APPENDIX |

Agency Comments

{f : DEPARTMENT OF HEALTH & HUMAN SERVICES Public Haatth Service
“\\u Contors for Dlssase Contral
and Pravention (GOG)
Atarna GA 30333
FEB 2 2 2000
T Janet Rehnquist

Inspector Creneral, HHS

FROM: Director
Centers for Disease Control and Prevention

SUBJECT:  OIG/OEI Draft Report on “Reducing Obstetrician Barriers to Offering HIV
Testing™ (OBI-05-01-00260)

The widespread implementation of the Public Health Service guidelines for universal counseling
and testing and perinatal use of zidovudine (ZDV) has sharply reduced transmission risk and the
number of perinatally-acquired HIV infections in the United States. Analysis of U5 perinatal
AIDS surveillance data reported through June 2000 indicared a sharp decline in the number of
pﬁmﬂﬂbﬂmmﬁxdﬂhwtmml&mﬁﬂadﬁ&hmhgﬂ?mmm
prognant women aware of their HIV status. Despite these declines, cases of perinatal HTV
tranemission continue to accur, largely because of missed opportunities for prevention,
particularly among women who lack prenatal care or who are not being offered voluntary HTV
counseling and testing during pregnancy.

The Centers for Disease Coatrol and Prevention (CDC) conducts surveillance and research
studiss on various aspects of the intarvantions necessary to maximally reduces perinstal HIV
transmission. CDC collsborates with state and local health depertments to provide funding for
Eurvedllance, research, and programs 1o implément activities that enhancs sfforts 1o prevent
mother-to-child transmission. The focus of your report, “Reducing Obstetrician Barriers io
Offering HIV Testing" (QEI-05-01-00260), is one important component of the Department’s
overall efforts in preventing perinatal HIV tranemizgion. Thia report will serve ag 8 usefi] tool,
However, we are concernad about the recommendations focused on CDC assuming a lead mole in
developing standards and guidelines. More defailed comments are provided below; sdits and
suggested revisions are included in the attechment for your consideration,

meﬁngpuinmlHWﬁmisﬁnnhuhmuMnadhmﬂybypmmnﬁngmmﬁngmi
treatment in clinical care settings, such as when women present for prenatal care. CDC has a
Mmhmmvmmﬂm,wmmmmmwaswmmmmuwmm
of standards and guidelines for reducing barriers to maternal HIV testing and reducing new
infant HIV infections. izati that have lead roles in establishing health care practice,
mﬁn;ﬂmd-nhfnrwwﬁu.mdmﬂhmm;rdmhnu«nmlﬂurm&mmhmmmmﬂm
thabuhvinrufprwidm,wmnﬁumvmﬁng,mmimmmuﬁu&n:mm-
seeking by women, We helisve these agencies should also have the lead role in developing and



Page 2 - Janet Fehnoguist

implementing the changes revommended in the Office of Inspector General"s (DIG) report. One
example is the American College of Dhutuhnmsmdﬁ:mhm (ACOG) influence in
affecting practice patterns to prevent HIV perinatal transmission. ACOG's tole is highlighted in
the OIG survey findings of physician attention to educational efforts by professional
organizations and CDC. According to the report, 94 percent of all obstetricians remembered
receiving materials on perinatal HIV from ACOG compared with 71 percent who remembered
receiving materials from CDC. In addition, the vast majority of obstetric providers in the United
States 18 represented by ACOG and tends to lock to the organization for models of prenatai
forms and educational materials.

Ths recommendation that CDC should develop administrativa toals, such as moda] consent
forms and pamphlets, 1o make prenatal HIV testing universally routine might appesr duplicative
of the efforts undertaken by ACOG. For example, ACOG has a prenatal record for HIV tasting
that includes tear-off patient information sheets in at least two languages. ACOG also
recommended that if HIV testing is not done, then physicians should document the refusal in the
medical chart. We belicve that CDC can more effectively serve in an advisory capacity and
provide tachnical assistance in developing standards and guidelines. We will carefully review
the recommendations directed at CDC in the context of our mission, areas of primary
responaibility, existing resources, and programs and activities. We will also identify ways to
promote increased collaboration with federal agencies responsible for activities outside CDC's
purview and 10 offar expertise, aa well as data and information, to other public health partners
concerning the activities of their primary responsibility.

We appreciated the opportunity to callabarate with your staff in the production of the report,
and we are grateful for the opportunity to contribute data and information. If you have

any questions reganding these comments, please contact Mr, Alvin Hall, Acting Director,

Management Analysis and Services Office, or Mr. Joe Davie, [G/GAO Audit Liaison, at
telephone (404) 498-1500,

Sincersly,

Jeffrey P. m MD.MPH.

Director
Attachment
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# "%, DEPARTMENT OF HEALTH & HUMAN SERVICES Heallh Resources and Services Admiristration

Rockville, Maryland 20857
FER -8 2002

TO: Inspector General
FROM: Acting Administrator

SUBJECT:  Office of the Inspector General (OIG) Draft Report, “Reducing
Obstetrician Barriers ta Offenng HIV Testing” (OEI-05-01-00260)

We appreciate the opportunity to respond to the above subject draft report. Attached are
HRSA's comments

Staff questions may be referred to John Gallicchio on (301) 443-3099,

Attachment
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Health Resources and Services Administration’s Comments on the Office
of Inspector General’s Draft Report: “Reducing Obstetrician Barriers
to Offering HIV Testing”
Code QEI-05-01-00260

General Comments

Thank you for the opportunity to provide comments on the deaft Office of
[nspector General (O1G) report entitled "Reducing Obstetrician Barriers o Offering
HIV Testing" dated December 2001,

In a previous meeting between the OIG and Health Resources and Services Administration
{HRSA), it was stated that approximately 85% of deliveries in the U.S.

were assisied by obstetricians. Do we know the percentage of pregnancies in which

the prenatal care is offered by obstetricians s opposed to family practice specialists,

nurse midwives, etc? If one assumes that the proportion is lower, there are implications
about the relevance of this study.

HRSA alse questions whether the barriers are the same for obstetricians practicing

in rural versus urban areas and whether presenting this information would be useful,

If s0, we suggest presenting information on the rural versus urban distribution of the §0-110
HIV-infected infants who were born to mothers who had not been disgnosed with HIV.

In addition, The American College of Obstetricians and Gynecologists (ACOG)
and the AIDS Education and Training Centers (AETCs) have an important role to
play in education of the obstetrical providers and HIV providers respectively.

HRSA agrees with the recommendations on page 30 to focus efforts on tool
development o simplify and facilitate HIV counseling and testing for women
with unknown HIV status at labor and delivery. This is an important group to
reach. In fact, it should also be recommended that states continue if not enhance
efforts to engage this population in prenatal care prior to the intrapartum period,

In several sections under Findings, the narrative discusses differences between
three groups of obstetricians: those who routinely offer HIV testing, those who
sometimes offer; and, those who never offer lesting. The latter two groups are an
imponant target audience for many of the recommendations in the report.
Consequently, it would be very helpful to display a table that summarizes their
barriers to HIV counseling and testing, Similarly, it would be helpful w display a
table that summarized key findings and strategies from obstetricians who
routinely offer HIV testing, that may be replicated in other groups,

The report aggregates findings from all states that submitted data. It would be
useful to summarize regional differences in barriers to HIV counseling and
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testing, as appropriate. This would essist DHHS Agencies to pnoritize efforts
a5 NeCessary.

DG RECOMMENDATION:

The CDC and HRSA, in collaboration with CMS, Should Expand Efforts Aimed at
Developing the Capacity to Offer Linguistically Appropriate HTV Patient Education
and Consent Materials.

We concur with the recommendation, We are pleased that there is additional clarity in the
report on how the Matemal and Child Health Bureau (MCHB) in the Health Resources and
Services Administration (HRSA) and the Centers for Disease Control and Prevention (CD(C)
should work together on implementing the recommendations of the report.

016G RECOMMENDATION:

The CDC, HRSA and States Should Promote Public/Private Partnerships to Design,
Implement and Institutionalize Targeted Efforts to Remove Obstetrician.

HESA RESPONSE

We concur with the recommendation.

Technical Comments

Page iii: Under the second Recommendation, st line after CDC, add " HESA. in
collaboration with CMS."

Page iii, Third Recommendation: The CDC should facilitate development and
States' implementation of protocols for HIV testing during labor and delivery in
order to promote testing in this setting as the standard of care. 'We suggest that
OIG include AHRQ as another resource for collaboration on development of
protocals

Page iii, second paragraph in plain font should read: “The CDC, HESA, and

Centers for,.." HRSA was left out of this paragraph but it was included in the
subheading.

Page iv, under the Recommendation, add this sentence to the end: "HRSA should
sirengthen application guidance materials for all Ryan White CARE Act providers to come
into compliance with recommendations.”

Page iv, first sentence should read: ‘The CDC and HRSA should promote...
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DEPARTMENT OF HEALTH & HUMAN SERVICES

Cemmr tor Madicare & Medicald Sandcas

{
N,

L
Administrator
Wathinglon, DG 20904

DATE: FEB -4 20m
TO: Janet Rehnquist
Inspector General _
— i
FROM:  Thomas A. Scully .~ pal
Administrator '

SUBJECT: Office of Inspector General Draft Report: Reducing Obstetrician Barriers
to Offering HIV Testing (OE1-05-01-00260)

Thank you for the opportunity to review and comment on the above-referenced repori.

The report does not contain any specific recommendations for the Centers for Medicare
& Medicaid Services (CMS) as the lead agency. We concur with the recommendation
that CMS work with states and the Centers for Disease Control and Prevention to urge
hospitals and bospital associations, including the Joint Commission on Accreditation of
Healthcare Organizations, to incorporate abor and defivery protocols for HIV testing into
cach hospital's written care standards.
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Office of the Vice President
Practice Activities

Stanley Zinberg, MD, MS, FACOG
Telephone 202/863-2300

Fax 202/863-4509

January 30, 2002

Janet Rehnqust

HHS/Office of Inspector General
Room 5246 Cohen Building

330 Independence Avenue, SW
Washington, DC 20201

Dear Ms. Rehnquist:

The American College of Obstetricians and Gynecologists is pleased to be mvited to
review and comment on the Department of Health and Human Services® Office of
Inspector General’s draft inspection report, “Reducing Obstetrician Barriers to Offering
HIV Testing.” ACOG was happy to help develop and disseminate the survey instrument
as well as reviewing the preliminary findings with DHHS OIG staff. We were pleased
that Jan Chapin and Debra Hawks were asked to meet with DHHS OIG staff to provide
comments on the attached draft. We also appreciate your many kind remarks in the
report about ACOG’s assistance in this survey.

For the past several years, ACOG has been involved in numerous activities to help reduce
perinatal HIV transmission. This has involved policy setting and developing educational
materials as well as administering federal grants from the Centers for Disease Control
and the Maternal and Child Health Bureau (MCHB) to further aid obstetrician-
gynccologists in reducing HIV transmission duning pregnancy.

General Comments:

Overall, the DHHS OIG’s report should provide a valuable reference to clinicians as well
as policy makers on additional barriers to perinatal HIV testing. Of particular note is the

DHHS 0OIG’s finding that language poses a significant barrier. The recommendations are
specific and targeted, which should facilitate implementation.

We arc pleased with the positive approach that asked ob-gyns about the barriers they
cncounter as they attempt to counsel and test all pregnant women for HIV. We are also
pleased about the recommendations that call for greater formal involvement of ob-gyns as

partners in developing and implementing the solutions to the barriers that have been
identified.

THE AMERICAMN COLLEGE OF ORSTETRICLANS AND GYNECX ILOGISTS « WOMEN'S HEALTH CARE PHYSICIANS
ane 12TH STREET SW WASHINGTOM DT 20024 21838
MAILING ATIDRESS: PO ROX 940 WASHIMNGTON T 20090 A0
2026385577
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It is very important that the language used in the report is clear and consistent. This will
avoid misinterpretation that can lead to unnecessary criticism. For example, when
describing the estimate for the number of HIV-infected infants (page i, 11-12), two
different terms are used and it is not clear if the report means those infants who are born
HIV positive, which includes the infant who ultimately will not be infected, or if it means
only those infants who are truly HIV-infected.

It is important to be clear at the beginning, and throughout the report at the appropriate
places, that, although the legislation limited the scope of the study to obstetrician-
gynecologists, both family physicians and Certified Nurse Midwives provide a significant
(although unknown) quantity of private sector prenatal care. Further, in some public
prenatal care programs, nurse practitioners may provide some care as well, It appears
from the survey ACOG undertook in North Carolina that the certified nurse midwives
were less likely than the other two groups of providers to provide routine testing during
prenatal care.

The reference to “ACOG chairpersons” throughout the report should be changed to
“ACOG Section/District chairpersons.” Page 10, paragraph 1, line 1, change to
“chairperson that heads each State Section or Distriet.”

Page 2--You may wish to cite the AAP/ACOG HIV policy statement, Joint Statement on
Human Immunodeficiency Virus Scresning™ (May 1999) in paragraph 1 on page 2.

Page 3 — HIV testing at Labor and Delivery. This section makes it sound like rapid
testing is casily available at all sites. According to information from the survey of ob-
gyns that was undertaken for this report as well as reports that we have received from ob-
gyns, this is definitely not the case, particularly in smaller community hospitals and rural
arcas. The significance of this barrier should not be underemphasized since it is one that
CDC and FDA have some ability to influence by irying to expedite the development,
approval and deployment of true rapid tests.

Page 4 — The MCHB cooperative Agreement with ACOG had as a focus over the last two
years improving HIV counseling and testing for pregnant women. We were able to work
directly in two states (NC and CT) and with the Association of Maternal and Child health
Programs in seven additional states (contact Frances Varella at AMCHP for additional
information). However, the MCHRB has requested that ACOG focus this cooperative
agreement on women's health rather than perinatal heath issues in the coming year.
Without additional funding, it will be difficult to repeat the successes that both the
mndividual state projeets and the joint AMCHP projects have attained.

Page 5 - Tt would be helpful to list the years of each of the programs and projects
described in this section. It is important to be clear about which were one-time projects
and which are on-going activities.
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40.

The Survey of Childbearing Women's primary objective was to determine the prevalence of HIV infection
among women delivering live infants in the United States and to provide information about the
demographics, location, and seropreval ence trends of this population over time. The survey was based on
anonymous HIV testing of leftover blood specimens collected on filter paper for routine newborn metabolic
screening and on existing public health programsin all areas conducting the survey. The survey was

halted in 1995 after debate as to whether the testing should be unblinded in order to locate and treat
newborns and their mothers determined to have HIV.

The entire ACOG membership database contains 42,943 records. For the purposes of our sample selection a
subset of Fellows, Junior Fellows in Practice, Junior Fellow Residents, Junior Fellow Resident/CREOG and
Fellow Senior status was created. Also removed from the overall database were ACOG members whose
prior mailings were returned due to abad postal address, those members indicating that they never wish to
receive mailings from ACOG and those members that indicated that they did not want their name published.
This created a sampling frame of 32,161 obstetricians and gynecologists.
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Centers for Disease Control and Prevention. (2000). HIV/AIDS Surveillance Report, 12 (2), Table 1, Table 2,
Figure5.
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estimates and then rounding the sum. All estimates are extrapolated from the CDC data. We adjusted
CDC's high and low estimates by +/- 10 percent and rounded up and down to the nearest 10. This
presentation of estimated, rounded ranges of HIV -infected newborns is consistent with CDC'’ s presentation
of thedata. See Appendix D.

Using data from medical record reviews includes an inherent assumption that the earliest HIV testing date
for the mother found in the medical recordsisin fact the earliest test. However, this might not be the case.
The mother may have had testing out-of-state, anonymously or had testing at another facility. Also,
physicians may simply not have indicated on the records that and HIV test was recommended or
conducted.

Centers for Disease Control and Prevention. (2001). Morbidity and Mortality Weekly Report, 50
(No. RR-6), 23.
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report refers to as “routinely” offering testing to women in labor with unknown status are those who
indicated “always’ to this question. It is noted, however, that some of the obstetricians who checked
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“always’ also identified one or more barriers that have ever prevented them from offering an HIV test
during labor. We have interpreted this discrepancy by designating those who both checked “aways’ and
indicated barriers as “routinely” offering testing but being subject to occasional exceptions to this standard
practice.

41, Thereis still an argument for testing under these circumstances. First, the obstetrician may have time to
suggest that the mother not breast-feed, a recommended preventive measure. Also, if the mother is HIV-
infected, the CDC recommends initiating prophylactic treatment for the infant to protect against PCP, the
most common cause of death for perinatally-infected babies.
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Japanese, Khmer, Korean, Portugese, Russian, Vietnamese and Y upik.
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