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Purpose

To define procedures for the care, counseling, support and referral for HIV-exposed and/or infected-infants of MTN-016 participants.

Scope

This procedure applies to all staff involved in the care, counseling, support and referral for HIV-exposed and/or infected-infants of MTN-016 participants. 

Responsibilities

[MTN-016 staff members delegated by the Investigator of Record] are responsible for understanding and following this SOP when providing care, counseling, support and referral for HIV-exposed and/or infected-infants of MTN-016 participants
[MTN-016 Study Coordinator or designee] is responsible for ensuring that all pertinent staff are trained in accordance with this SOP and for day-to-day oversight of MTN-016 staff regarding this SOP. 
MTN-016 Investigator of Record has ultimate responsibility for ensuring that all applicable MTN-016 staff members follow this SOP.  

Introduction
1.0 Parent(s)* of potential MTN-016 study infants must provide written informed consent for infant participation before any protocol-specified procedures are completed (see MTN-016 SOP XXX for Obtaining Informed Consent).  
2.0 Additional consent should be obtained for HIV testing of HIV-exposed infants, and further resistance testing if infants are HIV-infected.  No blood may be drawn on infants prior to obtaining an informed consent for that testing from the infant’s parent(s) (see MTN-016 SOP XXX for Obtaining Informed Consent).  
3.0 If the mother is known to be HIV positive, she has the option to test her infant while enrolled in MTN-016 for HIV status and possible resistance, for up to 6 weeks from cessation of breast feeding. Maternal diagnosis will ideally be based upon documented HIV testing through the parent protocol. However, because some women may be diagnosed outside of any related clinical trial, MTN-016 staff may presume that an infant is HIV-exposed based on maternal report alone.
4.0 HIV infection status will be assessed or confirmed per the MTN-016 HIV testing algorithm (see Attachment 1) using DNA/RNA PCR.
5.0 Prior to any infant HIV test obtained during the study, the parent(s) will receive pre-test counseling. The parent(s) will be required to return to the clinic for their infant’s HIV test results.  The parent(s) will be notified of an HIV DNA/RNA positive test result by a clinician, nurse, or other skilled staff in a confidential manner in the form of post test counseling and will receive referral for care per site SOP.  
Procedures
1.0 Pre-test counseling: 
The parent(s) of the infant participating in the MTN-016 Study will undergo HIV pre-test counseling. [Insert responsible staff, procedures, and documentation for pre-test counseling for infant HIV testing; refer to site SOPs for general HIV counseling procedures] 
[The following is example text, edit as needed for your site:]
The counselor will establish understanding of HIV through questioning and discussion including:

· How HIV is transmitted from an HIV-infected mother to her baby: during pregnancy, at the time of labor and delivery or through breast milk exposure
· How HIV affects the body

· The difference between HIV and AIDS

· The difference between testing an adult for HIV and an infant:
· Because of the presence of maternal antibodies in the infant for up to 12 to 15 months, standard antibody testing cannot be done (all HIV-exposed infants will be “positive” on antibody tests)

· Instead, to confirm HIV status in an infant, must look for the virus itself (HIV DNA/RNA PCR), rather than the body’s reaction to the virus (HIV antibody).

· That more than one test may be required to confirm/clarify the infant’s HIV status. An initial positive HIV DNA test will be confirmed by a separate HIV RNA test
· Screening for HIV in an infant should continue until exposure to HIV has stopped.  For an infant who is not breastfeeding, an infant may be confirmed as HIV-uninfected if all tests conducted through 6 weeks are negative.  For an HIV-exposed infant who has begun breastfeeding, testing should continue until 6 weeks after the last exposure to breast milk.

· Inform the parent(s) of the confidential nature of HIV/AIDS diagnosis of their infant. 
· Assess and establish the HIV/AIDS knowledge and lifestyle of HIV infected mother, e.g. risk reduction counseling. Assess levels of risk through open-ended questions on sexual and life history.
The counselor will document this session [insert where site will document infant pre-test HIV counseling sessions, i.e. chart notes, site-specific counseling forms, etc.]

2.0 Timeframe for Results [Insert amount of time anticipated to receive test results, and responsibilities for rescheduling participant to receive infant test results.] 
3.0 Post-test counseling [Insert procedures, responsibilities and documentation for post test counseling]
3.1 Providing HIV-Negative Test Results 
3.1.1 Infants with no further HIV Exposure [Insert procedures]
3.1.2 Infants with continued HIV Exposure [Insert procedures.  See Attachment 2: Flow Chart for Testing HIV Exposed Infant within MTN-016]
3.2 Providing HIV-Positive Test Results [Insert procedures]
The counselor will document this session [insert where site will document infant post-test HIV counseling sessions, i.e. chart notes, site-specific counseling forms, etc.]

4.0 Referrals for HIV-exposed and HIV-infected infants [Insert procedures, responsibilities and documentation for referring or providing and ensuring that HIV-exposed and HIV-infected infants will be linked to clinical care, counseling, support, and prevention services]
5.0 Follow-up [Insert procedure,responsibilities and documentation for follow-up with parent(s) of an infant who has not completed testing to confirm HIV status and does not return for a study visit or to ensure that follow up care has been obtained]
List of Abbreviations and Acronyms

MTN

Microbicide Trial Network

SOP

Standard Operating Procedure

SSP

Study-Specific Procedures
[Insert additional as applicable]

Attachments

Attachment 1:  Algorithm for Infant HIV Testing
Attachment 2: 
Flow Chart for Testing HIV Exposed Infant within MTN-016

[Insert additional as applicable]
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*For convenience, the word “Parent(s)” is used throughout this document, but includes legal guardians as well.


