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Purpose of This Guidance 
The questions and answers below are presented as guidance for clinicians in New York State who provide medical care for 
newborns and infants with perinatal HIV exposure. With 2 exceptions, the New York State Department of Health AIDS 
Institute (NYSDOH AI) supports the U.S. Department of Health and Human Services (DHHS) recommendations for Diagnosis of 
HIV Infection in Infants and Children[DHHS 2023]. However, the NYSDOH AI strongly advises clinicians to 1) perform at-birth 
testing of all exposed infants, regardless of the assessed risk of HIV acquisition (DHHS recommends birth testing for high-risk 
exposures only); and 2) recognize fewer than 3 prenatal care visits as a criterion for high-risk exposure (DHHS considers 0 
prenatal care visits high risk).   

The goals of this guidance are to:   

• Increase New York State clinicians’ awareness of the rationale for, benefits of, and best practices for at-birth HIV testing of 
all infants with perinatal exposure, while reinforcing DHHS recommendations in general 

• Reinforce the procedure for confirmatory testing following a positive HIV test result 
• Highlight the New York State criteria for high-risk perinatal HIV exposure 
• Clarify the post-birth serial HIV testing schedule based on exposure risk and method of infant feeding 
• Encourage New York State clinicians to use the free-of-charge pediatric HIV testing services at the Wadsworth Center and 

to seek consultation with an experienced HIV clinician through the Clinical Education Initiative (CEI) Line: 1-866-637-2342, 
option 2 (available 24/7) 

Rationale: Perinatal HIV transmission continues. In New York State there were 20 perinatal HIV transmissions detected 
between 2010 and 2020; these infants were among the 4,599 born to 4,501 unique individuals diagnosed with HIV before or 
at the time of delivery. Approximately 70% (n=3,219) of the infants perinatally exposed to HIV received their first nucleic acid 
test (NAT) within 0 to 2 days after birth, 9% within 3 to 4 days after birth, and 14% more than 4 days after birth. HIV 
transmission was detected from specimens collected within 0 to 2 days after birth in 10 of 20 (53%) infants in whom HIV 
transmission was detected[NYSDOH 2022]. 

Antiretroviral therapy (ART) initiated as close to the time of birth as possible reduces the risk of HIV acquisition in perinatally 
exposed infants; the benefit of ART for newborns decreases when initiation is delayed[Fiscus, et al. 1999; Wade, et al. 1998]. 
Therefore, experts recommend initiating ART as promptly as possible after delivery and preferably within 6 hours of birth; see 
DHHS > Antiretroviral Management of Newborns With Perinatal HIV Exposure or HIV Infection. 

https://clinicalinfo.hiv.gov/en/guidelines/pediatric-arv/diagnosis-hiv-infection-infants-and-children
https://clinicalinfo.hiv.gov/en/guidelines/pediatric-arv/diagnosis-hiv-infection-infants-and-children
https://protect2.fireeye.com/v1/url?k=b1c34f4e-ed4277b5-b1c1b67b-000babd9f8b3-8157a3f5fc3f8263&q=1&e=2a0c7c5c-310e-4310-adc7-c2632dd96553&u=https%3A%2F%2Fwww.wadsworth.org%2Fprograms%2Fid%2Fbloodborne-viruses%2Fclinical-testing%2Fpediatric-hiv
https://clinicalinfo.hiv.gov/en/guidelines/perinatal/antiretroviral-management-newborns-perinatal-hiv-exposure-or-hiv-infection?view=full
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HIV Testing at Birth 
Q: When should clinicians perform the first HIV NAT in an infant perinatally exposed to HIV? 

A: The DHHS recommends HIV testing at birth in infants with high-risk exposures and testing at 14 to 21 days after birth in 
infants with low-risk exposures. Risk refers to the risk that an infant will acquire HIV and is based on maternal factors 
explained below (see Box 1, below). 

The NYSDOH AI strongly advocates for at-birth HIV testing for all infants perinatally exposed to HIV, regardless of the 
exposure risk. 

Q: Why does the NYSDOH AI advocate testing at birth if an infant’s risk of HIV acquisition is low?   

A: Birth testing provides an opportunity for timely HIV diagnosis in exposed infants.   

Among the benefits of at-birth HIV testing is the immediate activation of New York State surveillance activities that ensure an 
infant’s linkage to care and address obstacles to follow-up, such as 1) infant/family relocation within and outside of New York 
State; 2) infant name change(s); 3) infant involvement with foster care and/or adoption services; and 4) factors, whether 
anticipated or unexpected, that impede a family’s ability to access care. 

The NYSDOH AI asserts that facilitating timely HIV diagnosis and linkage to care are crucial for infants perinatally exposed to 
HIV and for their families or guardians. 

Q: Is there an optimal time for collecting an infant’s specimen for HIV testing at birth? 

A: Ideally, the specimen should be collected within 6 hours, before antiretroviral (ARV) prophylaxis is initiated; if it is 
impossible to obtain a specimen before ARV prophylaxis is initiated, the newborn’s specimen may be obtained for up to 48 
hours after delivery. 

The ideal sequence is to collect a specimen for HIV testing as soon as possible after birth, then initiate ARV prophylaxis. Early 
neonatal initiation of ARV prophylaxis is associated with a decline in HIV-1-infected cells and low or undetectable levels of 
HIV-1 RNA and DNA, which may delay HIV diagnosis. 

The NYSDOH AI endorses the DHHS recommendation that ARV prophylaxis for exposed infants should be initiated as soon as 
possible after delivery, ideally within 6 hours of birth. Initiation of ARV prophylaxis should not be delayed by specimen 
collection and HIV testing.   

Q: If a positive HIV NAT result is obtained at birth or at any time after, what is the procedure for confirming an HIV 
diagnosis in an exposed infant? 

A: The procedure for confirmatory testing if an infant’s HIV nucleic acid test (NAT) result is positive at any age is to obtain a 
new specimen as quickly as possible and perform an HIV NAT using the new specimen. If a second positive HIV NAT result is 
obtained, no additional testing is required and a definitive diagnosis of HIV infection may be made. 

Risk of Infant HIV Acquisition 
Q: If HIV testing is performed in all exposed infants at birth in New York State, is it still important to assess an infant’s risk 
of HIV acquisition as high or low? 

A: Yes. The number of serial HIV tests performed after the first test at birth is determined based on the infant’s risk of HIV 
acquisition. Infants at high risk are recommended to receive additional tests at critical timepoints. 

Q: How are “low risk” and “high risk” defined with regard to an exposed infant’s risk of HIV acquisition? 

A: The risk of an infant’s perinatal exposure to HIV is based on maternal factors and refers to the risk that the infant will 
acquire HIV as a result of the exposure. 

Per the DHHS, infants are at low risk of HIV acquisition if born to mothers who received and were adherent to ART during 
pregnancy and who sustained an HIV RNA level (viral load) <50 copies/mL. The NYSDOH AI agrees with this definition. 

Per the DHHS, infants are at high risk of HIV acquisition if born to mothers who meet any of the following criteria: 

• No antepartum ARVs or only intrapartum ARVs   
• ART initiated late in pregnancy (e.g., after week 20)   

https://clinicalinfo.hiv.gov/en/guidelines/perinatal/antiretroviral-management-newborns-perinatal-hiv-exposure-or-hiv-infection?view=full


NYSDOH AIDS INSTITUTE GUIDANCE: QUESTIONS, ANSWERS, AND BEST PRACTICES FOR MEDICAL MANAGEMENT OF 
PERINATAL HIV EXPOSURE IN NEW YORK STATE 

OCTOBER 11, 2023 4 

• Acute HIV diagnosis during pregnancy or labor   
• HIV viral load ≥50 copies/mL close to the time of delivery (includes those who did not achieve viral suppression while 

taking ART) 
• Fewer than 3 prenatal care visits per NYSDOH AI (0 prenatal care visits per DHHS) 

Box 1: DHHS and NYSDOH AI Criteria for Low and High Risk of HIV Acquisition From Perinatal Exposure 

Low Risk High Risk 

Per DHHS and NYSDOH AI: Infants at 
low risk of acquiring HIV from 
perinatal exposure are those born to 
mothers who: 
• Received ART during pregnancy, 

and 
• Had sustained viral suppression 

(usually defined as HIV RNA <50 
copies/mL), and 

• Were adherent to their ART 
regimen 

Per DHHS and NYSDOH AI: Infants at high risk of acquiring HIV from perinatal 
exposure are those born to mothers who: 
• Received no antepartum ARVs or only intrapartum ARVs or 
• Initiated ART late in pregnancy (during the late second or third trimester) or 
• Were diagnosed with acute HIV during pregnancy or while in labor or 
• Had a detectable viral load (HIV RNA >50 copies/mL) close to the time of 

delivery, including those who received ART but did not achieve sustained viral 
suppression or 

Per DHHS: Did not receive prenatal care 
Per NYSDOH AI: Had <3 prenatal care visits 

Abbreviations: ART, antiretroviral therapy; ARV, antiretroviral medication; DHHS, U.S. Department of Health and Human Services. 

Recommendations for ARV Initiation in HIV-Exposed Infants 
Q: Does the NYSDOH AI have a guideline on ARV initiation in infants perinatally exposed to HIV?   

A: The NYSDOH AI endorses the DHHS recommendations in Antiretroviral Management of Newborns With Perinatal HIV 
Exposure or HIV Infection for all clinicians managing the care of infants diagnosed with or perinatally exposed to HIV. 

Q: Is expert consultation required for infant ARV initiation? 

A: Expert consultation is not required but is encouraged. When consultation would be helpful, New York State clinicians can 
consult with an HIV expert regarding maternal or fetal HIV exposure by calling the CEI Line: 1-866-637-2342, option 2 
(available 24/7). 

Expert Consultation 
Q: Under what circumstances should a clinician consult with an expert in managing the medical care of an HIV-exposed 
infant? 

A: Consultation with an experienced HIV care provider is especially helpful when there are maternal factors that may increase 
the risk of transmission. Such factors include but are not limited to: 

• Primary or acute HIV during pregnancy 
• Inconsistent adherence to ART 
• HIV viral load ≥50 copies/mL 

• Nonadherence to prenatal visits 
• Undocumented HIV viral load within 4 weeks before delivery or undocumented HIV status at time of delivery 
• Preliminary positive HIV test result during labor or shortly after delivery 
• Intrapartum HIV prophylaxis not administered when indicated 
• Diagnosis of acute or primary HIV infection in the breast/chest-feeding parent 
• Expert consultation is also advised when considering: 
• Administration of ARVs in addition to or instead of zidovudine for infant HIV prophylaxis 
• Early discontinuation of infant HIV prophylaxis 
• Indications for opportunistic infection prophylaxis in an infant diagnosed with HIV 

https://clinicalinfo.hiv.gov/en/guidelines/perinatal/management-infants-arv-hiv-exposure-infection#:%7E:text=All%20newborns%20with%20perinatal%20exposure,the%20level%20of%20transmission%20risk.
https://clinicalinfo.hiv.gov/en/guidelines/perinatal/management-infants-arv-hiv-exposure-infection#:%7E:text=All%20newborns%20with%20perinatal%20exposure,the%20level%20of%20transmission%20risk.
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CEI Line: New York State clinicians can consult an HIV expert 24/7 regarding maternal or fetal HIV exposure by calling the CEI 
Line: 1-866-637-2342, option 2.   

National Perinatal Hotline: Clinicians outside of New York State can call the National Perinatal HIV Hotline 24/7: 1-888-448-
8765. 

Serial HIV Testing Schedule After the At-Birth Test 
Q: Is there a set schedule for additional (serial) HIV testing in exposed infants after they are tested at birth?   

A: Yes. Box 2, below, specifies the serial HIV testing schedule recommended by the DHHS for infants perinatally exposed to 
HIV and for infants with ongoing exposure to HIV through breast milk from a parent with HIV. 

Box 2: New York State Age Intervals for HIV Nucleic Acid Testing in Infants With Perinatal and Ongoing HIV Exposure 

Ages for HIV NAT with low-risk 
exposure [a]: 
• Birth [b,c] 
• 14 to 21 days 
• 1 to 2 months [d] 
• 4 to 6 months 

Ages for HIV NAT with high-risk 
exposure [e]: 
• Birth [b,c] 
• 14 to 21 days 
• 1 to 2 months [d] 
• 2 to 3 months 
• 4 to 6 months 

HIV NAT schedule for ongoing 
exposure through breast milk: 
• Follow HIV NAT schedule for high-

risk exposure AND perform the 
following additional testing:   
‒ HIV NAT every 3 months for the 

duration of exposure   
‒ HIV NAT at 4 to 6 weeks, 3 

months, and 6 months after the 
last exposure to breast milk 

Abbreviations: ART, antiretroviral therapy; ARV, antiretroviral medication; NAT, nucleic acid test; PCP, Pneumocystis jiroveci pneumonia 
(previously P. carinii pneumonia). 
Notes:   
a. Infants with low-risk HIV exposure are those born to mothers who received and were adherent to ART during pregnancy and had 

sustained viral suppression (usually defined as HIV RNA <50 copies/mL).   
b. Obtain the specimen for HIV testing before antiretroviral medications are initiated whenever possible and without delaying ARV 

initiation. 
c. At-birth HIV testing of all exposed infants activates critical NYSDOH surveillance activities that ensure linkage to care after hospital 

discharge, regardless of an infant’s relocation within or outside of New York State, name change, entry into the foster care or 
adoption system, and any other factors that may impede a family’s access to care. 

d. Clinicians should initiate PCP prophylaxis at 6 weeks of age for all HIV-exposed infants unless HIV diagnostic testing definitively or 
presumptively excludes HIV infection; if HIV diagnostic testing results are negative by 5 weeks of age, PCP prophylaxis is not 
necessary. 

e. Infants with high-risk exposure are those born to mothers who had <3 prenatal care visits, or acute HIV diagnosed during pregnancy 
or labor, or late ART initiation (e.g., after week 20 of pregnancy), or no antepartum ARVs or intrapartum ARVs only, or an HIV viral 
load ≥50 copies/mL close to the time of delivery. 

Q: Can ARV use affect the results of an infant’s HIV test? 

A: Results of plasma HIV RNA nucleic acid tests (NATs) or plasma HIV RNA/DNA NATs can be affected by ARVs administered to 
newborns as prophylaxis or presumptive HIV therapy[DHHS 2023; Patel, et al. 2020; Mazanderani, et al. 2018; Veldsman, et 
al. 2018; Uprety, et al. 2015]. In New York State, a case of perinatal HIV transmission was identified through HIV NAT at 4 
months of age following 3 prior negative NAT results (at birth, 2 weeks of age, and 4 weeks of age). The newborn was at high 
risk of perinatal HIV infection and received a 3-drug ARV regimen for presumptive HIV therapy, which was discontinued at 6 
weeks of age. The infant was not exposed to HIV through breast milk, and there was no other postnatal HIV exposure risk. For 
this reason, the NYSDOH AI strongly advises adhering to the DHHS-recommended additional diagnostic HIV NAT, to be 
performed at 2 to 3 months of age after the time most 6-week multiagent ARV preventive regimens have been completed. 

https://clinicalinfo.hiv.gov/en/guidelines/perinatal/management-infants-diagnosis-hiv-infection-children?view=full#table-13
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Q: Is additional HIV testing required for infants with ongoing exposure through breast milk from a parent who has HIV? 

A: Yes. The DHHS recommends and the NYSDOH AI agrees that with ongoing exposure through breast milk from a parent with 
HIV, infants should be tested for HIV every 3 months for the duration of exposure. HIV testing is also recommended at 3 
times after the last exposure to breast milk: 4 to 6 weeks, 3 months, and 6 months. 

Coordination between the pediatric care provider and the maternal HIV care provider is critical. Maternal viral load 
monitoring is recommended every 1 to 2 months during breastfeeding. Additional infant virologic testing, including an 
immediate NAT, is indicated if maternal viral load becomes detectable during breastfeeding. For additional testing 
recommendations for infants exposed to breast milk in the setting of detectable maternal viral load, refer to DHHS > 
Recommendations for the Use of Antiretroviral Drugs During Pregnancy and Interventions to Reduce Perinatal HIV 
Transmission in the United States. 

Congenital Syphilis, cCMV, and PCP Prophylaxis 
Q: Is congenital syphilis a concern for infants with perinatal HIV exposure? 

A: Yes. Concomitant sexually transmitted infections (STIs), including syphilis, are common in individuals with HIV. 
Comprehensive STI screening to identify disease is critical because coinfection increases the risk of adverse perinatal and 
neonatal outcomes, including likely higher rates of in utero transmission. Infants born to individuals with HIV and concurrent 
STIs require prompt evaluation to exclude the possibility of transmission of additional infectious agents[Adachi(a), et al. 
2018]. 

No data exist to suggest that infants with congenital syphilis born to individuals with HIV and syphilis require evaluation, 
therapy, or follow-up for syphilis different than what is recommended for all infants with syphilis. The NYSDOH AI 
recommends that clinicians obtain serologic screening for syphilis for pregnant patients with HIV at the first prenatal visit, 
during the third trimester (28 to 32 weeks of gestation), and at delivery. See the NYSDOH AI guideline HIV Testing During 
Pregnancy, at Delivery, and Postpartum and the interim NYSDOH guidance regarding amendments to Public Health Law and 
prenatal syphilis screening. 

Q: What are the recommendations for care in infants with congenital syphilis? 

A: Treatment for congenital syphilis in infants is determined based on maternal history of syphilis infection and treatment, 
and current laboratory and physical examination results. All infants diagnosed with congenital syphilis should be physically 
and serologically monitored closely in the months following birth. 

Clinicians should refer to the current Centers for Disease Control and Prevention Sexually Transmitted Infections Treatment 
Guidelines for the evaluation and treatment of neonates with congenital syphilis that is confirmed or highly probable, 
possible, less likely, or unlikely. New York State clinicians may contact the Clinical Education Initiative Sexual Health Center of 
Excellence to access expert medical consultation on diagnosis, treatment, and management of STD infections at 866-637-
2342.   

Q: Is cCMV a concern for infants perinatally exposed to HIV? 

A: Yes. HIV-exposed infants may be at higher risk for acquiring cCMV during pregnancy. Infants with HIV infection, particularly 
those who acquired HIV in utero, are at greatest risk for cCMV. Screening for cCMV is an important component of a 
comprehensive evaluation needed for HIV-exposed infants, particularly those born to individuals not on ART during 
pregnancy[Adachi(b), et al. 2018]. 

Screening and early diagnosis of cCMV is the New York State standard of care to promote early intervention, monitoring, and 
medical care that optimizes hearing and developmental outcomes[American Academy of Pediatrics 2018; Marsico and 
Kimberlin 2017; Rawlinson, et al. 2017]. 

For clinical recommendations, see DHHS > Initial Postnatal Management of the Neonate Exposed to HIV. cCMV is the most 
common intrauterine infection and the leading nongenetic cause of sensorineural hearing loss in children in the United 
States[Grosse, et al. 2017]. One in every 200 infants is born with cCMV infection, and approximately 20% of these infants will 
develop long-term health problems such as hearing or vision loss, intellectual disability, seizures, or developmental delay[NYS 
Senate 2018]. 

https://clinicalinfo.hiv.gov/en/guidelines/perinatal/management-infants-diagnosis-hiv-infection-children?view=full
https://clinicalinfo.hiv.gov/en/guidelines/perinatal/management-infants-diagnosis-hiv-infection-children?view=full
https://clinicalinfo.hiv.gov/en/guidelines/perinatal/management-infants-diagnosis-hiv-infection-children?view=full
https://www.hivguidelines.org/guideline/hiv-testing-pregnancy/?mycollection=hiv-testing-acute-infection
https://www.hivguidelines.org/guideline/hiv-testing-pregnancy/?mycollection=hiv-testing-acute-infection
https://www.health.ny.gov/diseases/communicable/std/docs/syphilis_guidance.pdf
https://www.health.ny.gov/diseases/communicable/std/docs/syphilis_guidance.pdf
https://www.hivguidelines.org/archived-federal-guidelines/
https://www.hivguidelines.org/archived-federal-guidelines/
https://ceitraining.org/
https://clinicalinfo.hiv.gov/en/guidelines/perinatal/initial-postnatal-management-neonate-exposed-hiv?view=full


NYSDOH AIDS INSTITUTE GUIDANCE: QUESTIONS, ANSWERS, AND BEST PRACTICES FOR MEDICAL MANAGEMENT OF 
PERINATAL HIV EXPOSURE IN NEW YORK STATE 

OCTOBER 11, 2023 7 

NEW YORK STATE LAW 

• Institutions caring for infants 28 days of age or younger must administer a urine polymerase chain reaction test for 
cCMV, or a diagnostically equivalent test, to any such infant who is identified as or suspected of having a hearing 
impairment, unless the parent of the infant objects. See New York State Senate Bill S2816 for more information. 

Q: Is any prophylaxis against HIV-related opportunistic infections recommended for perinatally exposed infants? 

A: Yes. Clinicians should initiate prophylaxis for Pneumocystis jiroveci pneumonia (previously P. carinii pneumonia; PCP) at 6 
weeks of age for all HIV-exposed infants unless HIV diagnostic testing definitively or presumptively excludes HIV infection; if 
HIV diagnostic testing results are negative by 5 weeks of age, PCP prophylaxis is not necessary. See DHHS > Initial Postnatal 
Management of the Neonate Exposed to HIV. 

Initial Postnatal Management 
Q: What are the NYSDOH AI good practices for managing discharge and initial postnatal care of infants perinatally exposed 
to HIV? 

A: NYSDOH AI good practices include:   

• Continuing to educate parents or guardians about safe infant feeding options (including avoiding use of premasticated 
food), medical follow-up, antiretroviral medication (ARV) administration, and available support services 

• Scheduling maternal and pediatric appointments prior to discharge 
• Informing parents or guardians of the rationale for serial HIV testing, the testing schedule recommended for their infant, 

how to access HIV testing at the recommended times, and how results will be interpreted and communicated   
• Ensuring that parents or guardians are aware of the symptoms of acute HIV infection and how and when to access care if 

any of those symptoms occur in their infant 
• Providing ARV medications (not just prescriptions) to the parent or guardian who accompanies an infant upon hospital 

discharge. Ideally, any necessary tools, such as an oral syringe, should be provided as well. 
• Ensuring that the parents or guardians know how and when to obtain and administer the infant’s ARV medications and 

potential adverse effects 

Q: When should clinicians discuss infant feeding with a parent who has HIV? 

A: The NYSDOH AI and the DHHS strongly encourage clinicians to engage pregnant patients with HIV in shared decision-
making about infant feeding: 

• As early as possible in pregnancy and throughout pregnancy 
• After delivery 
• Before hospital discharge 
• At each postnatal visit. Assess the patient’s feeding practices, identify barriers, and provide supports for the appropriate 

implementation of the patient’s chosen method, including replacement feeding or formula feeding. See DHHS > Infant 
Feeding for Individuals With HIV in the United States. 
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Supplement: Guideline Development and Recommendation 
Ratings 

Table S1: Guideline Development: New York State Department of Health AIDS Institute Clinical Guidelines Program 

Developer New York State Department of Health AIDS Institute (NYSDOH AI) Clinical Guidelines Program 

Funding source NYSDOH AI 

Program manager Clinical Guidelines Program, Johns Hopkins University School of Medicine, Division of Infectious 
Diseases. See Program Leadership and Staff. 

Mission To produce and disseminate evidence-based, state-of-the-art clinical practice guidelines that 
establish uniform standards of care for practitioners who provide prevention or treatment of HIV, 
viral hepatitis, other sexually transmitted infections, and substance use disorders for adults 
throughout New York State in the wide array of settings in which those services are delivered. 

Expert committees The NYSDOH AI Medical Director invites and appoints committees of clinical and public health 
experts from throughout New York State to ensure that the guidelines are practical, immediately 
applicable, and meet the needs of care providers and stakeholders in all major regions of New 
York State, all relevant clinical practice settings, key New York State agencies, and community 
service organizations. 

Committee structure • Leadership: AI-appointed chair, vice chair(s), chair emeritus, clinical specialist(s), JHU 
Guidelines Program Director, AI Medical Director, AI Clinical Consultant, AVAC community 
advisor 

• Contributing members 
• Guideline writing groups: Lead author, coauthors if applicable, and all committee leaders 

Disclosure and 
management of 
conflicts of interest 

• Annual disclosure of financial relationships with commercial entities for the 12 months prior 
and upcoming is required of all individuals who work with the guidelines program, and includes 
disclosure for partners or spouses and primary professional affiliation. 

• The NYSDOH AI assesses all reported financial relationships to determine the potential for 
undue influence on guideline recommendations and, when indicated, denies participation in 
the program or formulates a plan to manage potential conflicts. Disclosures are listed for each 
committee member. 

Evidence collection 
and review 

• Literature search and review strategy is defined by the guideline lead author based on the 
defined scope of a new guideline or update. 

• A comprehensive literature search and review is conducted for a new guideline or an extensive 
update using PubMed, other pertinent databases of peer-reviewed literature, and relevant 
conference abstracts to establish the evidence base for guideline recommendations. 

• A targeted search and review to identify recently published evidence is conducted for 
guidelines published within the previous 3 years. 

• Title, abstract, and article reviews are performed by the lead author. The JHU editorial team 
collates evidence and creates and maintains an evidence table for each guideline. 

Recommendation 
development 

• The lead author drafts recommendations to address the defined scope of the guideline based 
on available published data. 

• Writing group members review the draft recommendations and evidence and deliberate to 
revise, refine, and reach consensus on all recommendations. 

• When published data are not available, support for a recommendation may be based on the 
committee’s expert opinion. 

• The writing group assigns a 2-part rating to each recommendation to indicate the strength of 
the recommendation and quality of the supporting evidence. The group reviews the evidence, 
deliberates, and may revise recommendations when required to reach consensus. 

http://www.hivguidelines.org/
https://www.hivguidelines.org/about/#tab_1
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Table S1: Guideline Development: New York State Department of Health AIDS Institute Clinical Guidelines Program 

Review and approval 
process 

• Following writing group approval, draft guidelines are reviewed by all contributors, program 
liaisons, and a volunteer reviewer from the AI Community Advisory Committee. 

• Recommendations must be approved by two-thirds of the full committee. If necessary to 
achieve consensus, the full committee is invited to deliberate, review the evidence, and revise 
recommendations. 

• Final approval by the committee chair and the NYSDOH AI Medical Director is required for 
publication. 

External reviews • External review of each guideline is invited at the developer’s discretion. 
• External reviewers recognized for their experience and expertise review guidelines for 

accuracy, balance, clarity, and practicality and provide feedback. 

Update process • JHU editorial staff ensure that each guideline is reviewed and determined to be current upon 
the 3-year anniversary of publication; guidelines that provide clinical recommendations in 
rapidly changing areas of practice may be reviewed annually. Published literature is surveilled 
to identify new evidence that may prompt changes to existing recommendations or 
development of new recommendations. 

• If changes in the standard of care, newly published studies, new drug approval, new drug-
related warning, or a public health emergency indicate the need for immediate change to 
published guidelines, committee leadership will make recommendations and immediate 
updates and will invite full committee review as indicated. 

Table S2: Recommendation Ratings and Definitions 

Strength Quality of Evidence 

A: Strong 
B: Moderate 
C: Optional 

1 Based on published results of at least 1 randomized clinical trial with clinical outcomes or 
validated laboratory endpoints. 

* Based on either a self-evident conclusion; conclusive, published, in vitro data; or well-
established practice that cannot be tested because ethics would preclude a clinical trial. 

2 Based on published results of at least 1 well-designed, nonrandomized clinical trial or 
observational cohort study with long-term clinical outcomes. 

2† Extrapolated from published results of well-designed studies (including nonrandomized clinical 
trials) conducted in populations other than those specifically addressed by a recommendation. 
The source(s) of the extrapolated evidence and the rationale for the extrapolation are provided 
in the guideline text. One example would be results of studies conducted predominantly in a 
subpopulation (e.g., one gender) that the committee determines to be generalizable to the 
population under consideration in the guideline. 

3 Based on committee expert opinion, with rationale provided in the guideline text. 
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