Protocol for Identification/Treatment of HIV Positive Women in the Office Setting

________________________________________________________________________

Purpose:  To outline the identification of HIV and treatment for HIV infected patients during the prenatal period.

Supportive Data:  The CDC estimates that 40,000 new human immunodeficiency virus infections still occur in the United States each year.  This includes 300 infants infected via vertical transmission.  If pregnant women are identified as HIV positive and treated with antiretroviral medications and subsequently their infants are also treated, the transmission rate falls from 25% to 2% or less.

California Assembly Bill 1676, chaptered in 2003, went into effect January 2004.  This bill amended the Health and Safety code to add HIV testing to the state mandated prenatal lab tests (currently Hepatitis B and Rh).  The goal is to conduct definitive HIV testing in the prenatal period and to develop treatment options and delivery plans to ensure the least amount of vertical transmission to the fetus.  Since the intent of the bill is prenatal identification, HIV testing, if originally refused by the patient, should be re-offered each trimester.  If HIV testing was not completed because the patient refused, or the patient did not have prenatal care, the hospital will also offer testing.  Intrapartum testing will usually be accomplished using a rapid HIV test, which is not as reliable as the tests used in the prenatal period, but allows treatment to occur prior to delivery or in the early newborn period.
In 1998, the Institute of Medicine concluded that testing should be offered as part of the standard battery of prenatal tests, regardless of risk factors or community prevalence rates.  This is based on the statistic that 40% of mothers of HIV positive infants were unaware of their status at delivery.

The CDC is recommending the Opt-Out approach for offering HIV testing.  Opt-out approach means notifying the patient that testing is occurring, unless she declines.  This strategy is associated with greater testing rates than the Opt-In approach.  

Policy:

1. Use Opt-out approach offer HIV testing as part of routine prenatal care.  

2. Obtain patient signature on the consent for HIV testing.

3. Offer HIV education regarding safer sex, and importance of HIV status identification to prevent perinatal transmission, and HIV testing process.

4. Schedule appointment to discuss test results prior to 12-14 week gestation, if possible.

5. Ensure written communication of test results and plan of care to delivery hospital.

6. Refer HIV positive patients to Perinatologist or HIV specialist.

7. Develop plan of care including Intrapartum care (antiretroviral medication and mode of delivery).  

8. Offer list of community resources.

Protocol: 

1. During the first prenatal appointment, discuss the importance of knowing HIV status for maternal treatment and to reduce perinatal transmission. Inform the patient that HIV testing is now a part of routine prenatal lab testing.  Provide the patient with a copy of the California Perinatal HIV Testing Information and Consent form in her spoken language (provided in 11 languages by the CA Office of AIDS at www.dhs.ca.gov/ps/ooa/Resources/oaforms.htm).  The patient must decline, rather than agree to the test (opt- out of the testing). 
a. If patient accepts the testing:

i. Obtain patient written acceptance on the state form. ( This can be done by any prenatal care provider, not just a physician)

ii. Order HIV testing with an FDA licensed enzyme immunoassay (EIA) followed by confirmatory testing of repeatedly reactive EIAs with an FDA-licensed supplemental test (Western blot)

iii. Schedule follow up appointment to discuss test results prior to 12-14 week gestation, if possible.
b. If patient declines testing:

i. Re-offer test each trimester.
ii. Inform patient that if HIV unknown at time of admission to the hospital, the L&D staff will offer the rapid HIV test, which is not as accurate as the tests done prenatally.

iii. Inform the patient that their decision will not affect their care.

2. If HIV status is already known to be positive or HIV test results are found to be positive, assess:

a. Degree of immunodeficiency with CD4+/percentage.
b. History of prior antiretroviral therapy (ARV)

c. Viral load (HIV-RNA)

d. Gestational age

      3.  Refer to chart for treatment recommendations:

	For all pregnant women (antepartum)
	1st Trimester ARV naïve women
	1st trimester , women receiving ARV therapy

	Dose regimens:

· ZVD 100mg po 5x daily, start after 14 weeks gestation 

acceptable alternatives

· ZDV 200mg po TID or

· ZVD 300mg po BID
	· Evaluate woman’s need for ARV therapy

· Counsel woman on risk/benefits of starting ARV during this time

· Consider delaying ARV until 12 weeks gestation
	· Evaluate and counsel same as column to the left

· If decision is to temporarily stop ARV therapy, stop all drugs together and restart them together after the 1st trimester to avoid inducing viral resistance to the drugs

· If pregnancy identified after the 1st trimester, continue therapy


Adapted from Guidelines for Use of HIV Antiretroviral Therapy in Pregnancy, Francois-Xaivier Bagnoud Center, University of Medicine and Dentistry of New Jersey, Feb., 2004

4. Develop plan of care for L&D including/attaching the plan to the prenatal records and send it to the delivering hospital per the normal process.

a. Discuss vaginal versus cesarean delivery based on viral load, medication regimen at time of delivery, and timing of labor.

5. Coordinate care of HIV positive patient with Perinatologist, HIV specialist, Pediatrician, and Pediatric HIV specialist.
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