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Q. What is the Indian Health procedure for HIV screening in pregnancy?

A. Our goal is to maximize our care by using ‘opt out’ HIV screening.
In Indian Health we follow the PHS, CDC, ACOG, and Institute of Medicine (see Resources below) recommended ‘opt out’ system that minimizes barriers to universal screening for HIV in pregnancy. 

‘Opt out’ screening includes elements of prenatal education for our patients that universal HIV screening significantly decreases perinatal HIV transmission. By screening, we may save her infant’s life and improve her own maternal health status. We should further inform all pregnant patients that they will be screened for HIV, unless the patient otherwise declines HIV screening.

Initial HIV screening should occur during in the initial prenatal education and intake process. Subsequent screening should be repeated in high risk groups and upon admission to labor and delivery, if screening has not occurred previously. (see Rapid Testing below). 

Our goal is the highest attainable health status for our AI/AN patients.  If an Indian Health service facility resides in a state that has additional screening requirements, then those requirements should be considered. (see below)

Here is a document that summarizes the salient issues of this following discussion

Prenatal HIV Screen and Consent Procedures, IHS

http://www.ihs.gov/misc/links_gateway/download.cfm?doc_id=9808&app_dir_id=4&doc_file=HIV_Consent_Procedures-revised.pdf
Q. Does it have to be a separate specific consent in writing during pregnancy?

No, staff does not need a specific separate signed informed consent for HIV screening in pregnancy, e.g., the written consent can be part of a ‘bundled consent’. This written consent may be handled differently in pregnancy compared to the non-pregnant state in some facilities. 

From the 2001 Revised CDC guidelines…

"….Information regarding consent may be presented separately from or combined with other consent procedures for health services (e.g., as part of a package of tests or care for certain conditions). However, if consent for HIV testing is combined with consent for other tests or procedures, the inclusion of HIV testing should be specifically discussed with the client. For a discussion of HIV testing in pregnant women, consult the guidelines for HIV screening of pregnant women"http://www.cdc.gov/mmwr/preview/mmwrhtml/rr5019a1.htm
IHS uses the IOM, ACOG and CDC as best practice benchmarks and Chapter 13 of the IHS Manual does not require an additional separate written IHS consent for HIV screening in pregnancy. 

Those benchmarks call for ‘opt out testing’. The basic idea with ‘opt out’ testing is to remove barriers to what constitutes life saving therapy for fetuses, e.g., the 076 Protocol significantly reduces infant mortality. 

The specifics of ‘opt out’ testing require that the patient be informed about HIV and its consequences, plus that the patient will be universally screened unless she specifically opts out, or declines screening. There is no longer a need to complete the two sided IHS-509, 8/93, HIV Screening form out on each patient.

Most centers that have successfully implemented ‘opt out’ have done so by informing the patient in her initial prenatal teaching session about HIV (and that she will be screened as a course of her routine care) along with the standard compliment of important prenatal teaching content.
Q. Isn’t there a requirement for a separate 2 sided written form (IHS-509, 8/93) that must be signed for the IHS, plus another 2 sided form that must be signed State …and that the patient must have mandatory one on one counseling with a Certified Counselor?”

A. Actually no, that degree of detail is not required by Chapter 13. See below

The CDC Revised Recommendations for HIV Screening of Pregnant Women state….

“The resulting guidelines are presented in this document. They differ from the 1995 guidelines in that they 

· emphasize HIV testing as a routine part of prenatal care and strengthen the recommendation that all pregnant women be tested for HIV, 

· recommend simplifying the testing process so that pretest counseling is not a barrier to testing, 

· increase the flexibility of the consent process to allow for various types of informed consent, 

· recommend that providers explore and address reasons for refusal of testing, and 

· emphasize HIV testing and treatment at the time of labor and delivery for women who have not received prenatal testing and chemoprophylaxis.” 
http://www.cdc.gov/mmwr/preview/mmwrhtml/rr5019a2.htm
CDC further states….

“HIV testing should be voluntary and free of coercion. Informed consent before HIV testing is essential. Information regarding consent can be presented orally or in writing and should use language the client understands. Accepting or refusing testing must not have detrimental consequences to the quality of prenatal care offered. Documentation of informed consent should be in writing, preferably with the client's signature. State or local laws and regulations governing HIV testing should be followed. HIV testing should be presented universally as part of routine services to pregnant women, and confidential informed consent should be maintained”

So ….

…if your initial prenatal teaching covers basic the HIV education, as outlined by CDC, ACOG, and the IOM

and 

…..your staff tells your patients that you intend to screen them unless they choose to ‘opt out’, then the patient’s initial acceptance of routine care at your facility will meet the best practice recommendations for written consent. Many times this signature is obtained by the registration clerk in admitting, or in alternate health resources, etc… so it does not need to be repeated in prenatal clinic…or slow down prenatal clinic…or act as a barrier to clinical HIV screening in any way, either real or perceived.

Many centers in Indian Country have successfully used this system since the Revised CDC guidelines 2001. Often the rate of HIV initial screening at those facilities is very high (95%+), plus staff can screen other patients upon arrival in L/D at delivery, if not previously screened, or if they are high risk.

Does that mean the registration clerks have to be HIV Counselors, too?

No, the registration clerks, or the secretary in admissions, will obtain the standard signature from patients to receive ‘routine care’ at our facility, but they are not the staff who provides the prenatal education. The prenatal education is provided by the staff nurses, midwives, other providers, and health education dept staff. The staff can mention that universal ‘opt out’ HIV screening in pregnancy has part of routine care in the US since 2001. 

Do some States have separate consent requirements?

Yes, this may be important if you use the State lab for free HIV tests, so check your local state laws.  If you utilize a separate Reference lab, it may not be an issue at all.  

I suggest that you specifically ask the person closest to this issue in your local state agency. Some providers have found that the current status at their local state agency may be different than the ‘conventional wisdom’ at their facility, which may be based on outdated information. 
Resources
Prenatal and Perinatal Human Immunodeficiency Virus Testing: Expanded Recommendations ACOG Committee Opinion Number 304, November 2004 
ABSTRACT: Early identification and treatment of all pregnant women with human immunodeficiency virus (HIV) is the best way to prevent neonatal disease. Pregnant women universally should be tested for HIV infection with patient notification as part of the routine battery of prenatal blood tests unless they decline the test (ie, opt-out approach). Repeat testing in the third trimester and rapid HIV testing at labor and delivery are additional strategies to further reduce the rate of perinatal HIV transmission. 
  
The Committee on Obstetric Practice makes the following recommendations : 
-follow an opt-out prenatal HIV testing approach where legally possible 
-repeat offer of HIV testing in the third trimester to women 
-in areas with high HIV prevalence, 
-women known to be at high risk for HIV infection 
-women who declined testing earlier in pregnancy 
-as allowed by state laws and regulations 
-use conventional HIV testing for women who are candidates for third-trimester testing 
-use rapid HIV testing in labor for women with undocumented HIV status 
-if a rapid HIV test result is positive, initiate antiretroviral prophylaxis (with consent) without waiting for the results of the confirmatory test. 

Prenatal and perinatal human immunodeficiency virus testing: expanded recommendations. ACOG Committee Opinion No. 304. American College of Obstetricians and Gynecologists. Obstet Gynecol 2004;104:1119–24
  
Non-ACOG Members 
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=pubmed&dopt=Abstract&list_uids=15516421 
ACOG Members 
http://www.acog.org/publications/committee_opinions/co304.cfm 
Fundamentals of Testing and Prevention Counseling with the OraQuick Rapid HIV Test 
Rapid HIV tests can play an important role in HIV prevention activities. This page includes descriptions of the rapid HIV tests approved by the Food and Drug Administration, how the tests can be implemented in different settings, and research on the effectiveness and possible uses of the tests. http://www.cdc.gov/hiv/rapid_testing/
ACOG: HIV Tests Urged for All Pregnant Women:  Ob-Gyns Launch Campaign for Universal HIV Screening

Non-ACOG members
http://www.acog.org/from_home/publications/press_releases/nr05-23-00-2.cfm
ACOG members
http://www.acog.org/publications/policy_statements/sop9905.htm
Revised Guidelines for HIV Counseling, Testing, and Referral

Technical Expert Panel Review of CDC HIV Counseling, Testing, and Referral Guidelines

http://www.cdc.gov/mmwr/preview/mmwrhtml/rr5019a1.htm
Public Health Service Recommendations 

The following revised recommendations for HIV screening of pregnant women are based on scientific and clinical advances in preventing perinatally acquired HIV and caring for HIV-infected women, recommendations from IOM, consultations with specialists in the field, and public opinion. They reflect the need for universal HIV testing of all pregnant women and simplification of the pretest process so that operational procedures do not impede women from benefitting from proven measures to prevent perinatal transmission and from other advances in the care and treatment of HIV disease. Although universal testing is recommended, testing should remain a voluntary decision by the pregnant woman. 
Screening for HIV in Pregnant Women and Their Infants 

· PHS recommends that all pregnant women in the United States be tested for HIV infection. All health-care providers should recommend HIV testing to all of their pregnant patients, pointing out the substantial benefit of knowledge of HIV status for the health of women and their infants. HIV screening should be a routine part of prenatal care for all women. 

· HIV testing should be voluntary and free of coercion. Informed consent before HIV testing is essential. Information regarding consent can be presented orally or in writing and should use language the client understands. Accepting or refusing testing must not have detrimental consequences to the quality of prenatal care offered. Documentation of informed consent should be in writing, preferably with the client's signature. State or local laws and regulations governing HIV testing should be followed. HIV testing should be presented universally as part of routine services to pregnant women, and confidential informed consent should be maintained (see Revised Guidelines for HIV Counseling, Testing, and Referral). 

· Although HIV testing is recommended, women should be allowed to refuse testing. Women should not be tested without their knowledge. Women who refuse testing should not be coerced into testing, denied care for themselves or their infants, or threatened with loss of custody of their infants or other negative consequences. Discussing and addressing reasons for refusal (e.g., lack of awareness of risk or fear of the disease, partner violence, potential stigma, or discrimination) could promote health education and trust-building and allow some women to accept testing at a later date. Women who refuse testing because of a previous history of a negative HIV test should be informed of the importance of retesting during pregnancy. All logistical reasons for not testing (e.g., scheduling) should be addressed as well. Health-care providers should remember that some women who initially refuse testing might accept at a later date, particularly if their concerns are discussed. Some women who refuse confidential testing might be willing to obtain anonymous testing. However, they should be informed that if they choose anonymous testing, no documentation of the results will be recorded in the medical chart, and their providers might have to retest them, potentially delaying provision of antiretoviral drugs for therapy or perinatal prophylaxis. Some women will continue to refuse testing, and their decisions should be respected. 

· Before HIV testing, health-care providers should provide the following minimum information. Although a face-to-face counseling session is ideal, other methods can be used (e.g., brochure, pamphlet, or video) if they are culturally and linguistically appropriate. 

· HIV is the virus that causes AIDS. HIV is spread through unprotected sexual contact and injection-drug use. Approximately 25% of HIV-infected pregnant women who are not treated during pregnancy can transmit HIV to their infants during pregnancy, during labor and delivery, or through breast-feeding. 

· A woman might be at risk for HIV infection and not know it, even if she has had only one sex partner. 

· Effective interventions (e.g., highly active combination antiretrovirals) for HIV-infected pregnant women can protect their infants from acquiring HIV and can prolong the survival and improve the health of these mothers and their children. 

· For these reasons, HIV testing is recommended for all pregnant women. 

· Services are available to help women reduce their risk for HIV and to provide medical care and other assistance to those who are infected. 

· Women who decline testing will not be denied care for themselves or their infants. 

· Health-care providers should perform HIV testing in consenting women as early as possible during pregnancy to promote informed and timely therapeutic decisions. Retesting in the third trimester, preferably before 36 weeks of gestation, is recommended for women known to be at high risk for acquiring HIV (e.g., those who have a history of sexually transmitted diseases [STDs], who exchange sex for money or drugs, who have multiple sex partners during pregnancy, who use illicit drugs, who have sex partner[s] known to be HIV-positive or at high risk, and who have signs and symptoms of seroconversion). Routine universal retesting in the third trimester may be considered in health-care facilities with high HIV seroprevalence among women of childbearing age. Retesting for syphilis during the third trimester and again at delivery also is recommended for pregnant women at high risk (83). Some states mandate syphilis screening at delivery for all pregnant women. 

· Women admitted for labor and delivery with unknown or undocumented HIV status should be assessed promptly for HIV infection to allow for timely prophylactic treatment. Expedited testing by either rapid return of results from standard testing or use of rapid testing (with confirmation by a second licensed test when available) is recommended for these women. The goal is to identify HIV-infected women or their infants as soon as possible because the efficacy of prophylactic therapy is greatest if given during or as soon after exposure as possible (i.e., within 12 hours of birth). Informed consent is essential for women tested prenatally, and women in labor with unknown status should be allowed to refuse testing without undue consequences. After delivery, standard confirmatory testing should be done for women with positive rapid test results. 

· Some women might not a) receive testing during labor and delivery, b) choose to be tested for HIV, or c) retain custody of their infants. If the mother has not been tested for HIV, she should be informed that knowing her infant's infection status has benefits for the infant's health and that HIV testing is recommended for her infant. Providers should ensure that the mother understands that a positive HIV antibody test for her infant indicates infection in herself. For infants whose HIV infection status is unknown and who are in foster care, the person legally authorized to provide consent should be informed that HIV testing is recommended for infants whose biological mothers have not been tested. Testing should be performed in accordance with the policies of the organization legally responsible for the child and with prevailing legal requirements for HIV testing of children. 

· Regulations, laws, and policies regarding HIV screening of pregnant women and infants are not standardized throughout all states and U.S. territories. Health-care providers should be familiar with and adhere to state/local laws, regulations, and policies concerning HIV screening of pregnant women and infants. 

HHS AIDSinfo

http://www.aidsinfo.nih.gov/
Alaska Natives have a disproportionately high percentage of HIV
http://www.ihs.gov/MedicalPrograms/MCH/M/prog01.cfm#percentHIV
HIV Testing Among Pregnant Women

http://www.ihs.gov/MedicalPrograms/MCH/M/PR01.cfm#HIVTestingAmongPregnant
HIV increasing in women

http://www.ihs.gov/MedicalPrograms/MCH/W/Whhiv.asp#HIVincreasing
IHS Women’s Health HIV web page

http://www.ihs.gov/MedicalPrograms/MCH/W/WHhiv.asp
Chapter 13: MCH – Indian Health Manual, current volume

http://www.ihs.gov/PublicInfo/Publications/IHSManual/Part3/pt3chapt13/pt3chpt13.htm
