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Request for Proposals for Use of Data and/or Specimens Collected in 

IMPAACT 2028, Long-Term Clinical, Immunologic, and Virologic Profiles of 

Children who Received Early Treatment for HIV 
 

IMPAACT 2028 was designed to characterize the long-term clinical, immunologic, and virologic profiles 

of children who received early treatment for perinatally-acquired HIV (NCT05154513; protocol 

accessible at https://www.impaactnetwork.org/studies/impaact2028).  

 

Per protocol, data and specimens collected in IMPAACT 2028 will be used for research related to HIV 
remission or cure via a proposal-based process. A solicitation for proposals is now open, with applications 
due by 21 August 2026.  
 

Background 

IMPAACT 2028 participants were recruited from among the children who took part in five prior early and 

very early treatment studies: IMPAACT P1115, IMPAACT 2008, CHER, LEOPARD, and TIES. 

Enrollment began in February 2022 and was completed in April 2025. Follow-up was expected to 

continue through November 2027. However, due to funding uncertainties, the duration of follow-up was 

truncated, and final visits were conducted in July 2025. Among 162 participants, the duration of follow-

up ranged from less than six to 42 months. Study data and specimens were collected per protocol Section 

5 and the Schedule of Evaluations (SoE) in protocol Appendix I, which is provided below. Tables 

presenting key participant characteristics and available specimens are also provided below.  

 

Questions related to the SoE and laboratory test results that are currently available for research use may 

be submitted to the email address provided on page 2. HIV-1 RNA results, HIV-antibody results, and CD4 

and CD8 cell counts and percentages are generally available consistent with the SoE. HIV-1 DNA results 

are available from the study entry visit but not from any follow-up visits.  

  

Investigator Eligibility 

Proposals may be submitted by IMPAACT affiliated or non-affiliated investigators. However, due to the 

current National Institutes of Health foreign subaward policy, proposals can only be accepted from 

investigators at US-based institutions or at international institutions that currently receive DAIDS funding 

for IMPAACT, either through an active Clinical Trials Unit or a Type 3 Supplement. Questions regarding 

eligibility should be submitted to the email address provided on page 2 prior to development and 

submission of a proposal. 

 

Proposals from early career investigators, investigators based at IMPAACT 2028 study sites, and 

IMPAACT 2028 protocol team members will be prioritized. An early career investigator is defined as an 

investigator who is within 10 years of completion of training (from terminal degree or residency training). 

Early career investigators are encouraged to identify and collaborate with a mentor regarding the 

proposed work.  

 

Proposals may include requests for statistical support from the IMPAACT Statistical and Data 

Management Center; this support need not be included in the proposed budget.  

 

Proposals will be reviewed for scientific merit as well as feasibility of completion of the proposed work 

by 30 November 2027 and submission of results for presentation or publication within one year thereafter.   

https://www.impaactnetwork.org/studies/impaact2028
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Funding and Timing Considerations 

Individual award amounts may range from $75,000 to $150,000 inclusive of both direct and indirect 

costs, with 1-3 proposals expected to be funded. Proposals are due by 21 August 2026. Funding 

agreements will be executed as early as 30 September 2026. Any balance remaining at 30 November 2026 

will be re-issued in Grant Year 21 for the period 1 December 2026 to 30 November 2027. Agreements to 

international institutions will only be issued after JHU receives the NIH Type 3 Supplement Notice of 

Award. 

 

Applicants should carefully consider that material transfer agreements (MTAs) are generally expected to 

be required for release of specimens. Institutional review board/ethics committee (IRB/EC) review and 

approval is typically required at the applicant’s institution; IMPAACT 2028 site IRB/EC review and 

approval may also be required. Proposals for research outside of the scope permitted by the IMPAACT 

2028 informed consent forms cannot be considered. Applicants are strongly encouraged to contact the 

email address provided below early in their proposal development process to identify MTA and IRB/EC 

requirements from sites that collected specimens of interest. 

 

Awards made based on this request for proposals cannot support prospective data collection; only use of 

previously-collected data and specimens will be permitted.  

 

Email address for more information related to this request for proposals: IMPAACTops@fhi360.org 
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IMPAACT 2028 Schedule of Evaluations 
 

 
Screening and Entry 

Day 0 
Semi-Annual Follow-Up 

Q24 weeks 

ADMINISTRATIVE, REGULATORY, AND CLINICAL EVALUATIONS 

Assess expected availability for study participation 

for eligibility determination 
X  

Review parent study records and available medical 

records for eligibility determination 
X  

Collect baseline medical and medications history 

 
X  

Collect interval medical and medications history 

 
 X 

Collect feeding history1  X [X] 

Perform physical examination 

 
X X 

LABORATORY EVALUATIONS   

HIV-1 RNA PCR2 

(quantitative, performed locally) 
3 mL 3 mL 

HIV-1 DNA ddPCR2 

(performed centrally) 
3 mL 3 mL 

CD4+ and CD8+ cell counts and percentages3 

(performed locally) 
1-2 mL 1-2 mL 

HIV-1 antibody2 

(performed centrally) 
1.5 mL 1.5 mL  

Q48 only 

Plasma and PBMC storage (stored locally)2   

‒ Less than 5 kg 5 mL 5 mL 

‒ 5 to less than 10 kg 7 mL 7 mL 

‒ 10 to less than 15 kg 12 mL 12 mL 

‒ 15 kg or greater 17 mL 17 mL 

Serum storage 

(stored locally) 
3 mL 3 mL 

ARV resistance testing if clinically indicated2 

(performed locally, regionally, or centrally) 
3 mL 3 mL 

If child is three years of age, nasal and rectal swab 

storage (stored locally)4 

[X]4 [X]4 
 

Total Blood Volume  19.5-32.5 mL 18.0-32.5 mL 

1Collect for all participants at Screening and Entry Visit. Collect at Semi-Annual Follow-up Visit(s) only if 

needed to record date of last exposure to formula and/or date of last exposure to breast milk if applicable.  

2To maximize specimen yields, whenever possible, blood volumes collected for HIV-1 RNA PCR, HIV-1 

DNA ddPCR, HIV-1 antibody, and/or ARV resistance testing should be processed for PBMC storage; all 

residual plasma should also be stored. Refer to the LPC for detailed guidance on specimen collection, 

processing, and storage. 
3At sites where a complete blood count with white blood cell differential is needed to obtain CD4+ and 

CD8+ cell counts and percentages, up to 2 mL of blood may be collected; otherwise, 1 mL should be 

collected. 
4One nasopharyngeal swab and one rectal swab should be collected from each participant once he or she has 

reached three years of age. For participants who are three years of age or older at study entry, the swabs should 

be collected at study entry. Otherwise, the swabs should be collected at the first follow-up visit occurring after 

the participant has reached three years of age. 
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IMPAACT 2028 Participant Characteristics at Study Entry 

 

Characteristic Statistic/Category 

Total 

N=162 

Calendar Year of Birth 2005 19 (12%) 

2006 44 (27%) 

2007 7 (4%) 

2013 2 (1%) 

2015 5 (3%) 

2016 20 (12%) 

2017 11 (7%) 

2018 16 (10%) 

2019 33 (20%) 

2020 1 (<1%) 

2021 

 

4 (2%) 

Sex at Birth Female 90 (56%) 

Male 

 

72 (44%) 

Country Botswana 5 (3%) 

Brazil 

Kenya 

2 (1%) 

9 (6%) 

Malawi 33 (20%) 

South Africa 86 (53%) 

Uganda 6 (4%) 

Tanzania 2 (1%) 

United States of America 

Zimbabwe 

 

8 (5%) 

11 (7%) 

Parent Study IMPAACT 2008 45 (28%) 

CHER 70 (43%) 

LEOPARD 10 (6%) 

IMPAACT P1115 30 (19%) 

TIES 

 

7 (4%) 

Age at IMPAACT 2028 Entry (years) Median (Q1, Q3) 7.0 (4.0, 17.0) 

0-<5 44 (27%) 

5-<10 48 (30%) 

15+ 

 

70 (43%) 

Type of ARV Regimen at IMPAACT 2028 Entry INSTI-based 142 (88%) 

PI-based 14 (9%) 

NNRTI-based 2 (1%) 

Off ART 

 

 

 

 

 

4 (2%) 
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Characteristic Statistic/Category 

Total 

N=162 

Closest HIV-1 RNA on/prior to  

IMPAACT 2028 Entry (copies/mL) 

<LL (TND) 107 (66%) 

<LL (Target Detected) 11 (7%) 

<200 12 (7%) 

200-<1000 10 (6%) 

1000-<10,000 12 (7%) 

10,000-<100,000 8 (5%) 

100,000-<1,000,000 

 

2 (1%) 

Closest CD4 Count on/prior to IMPAACT 2028 Entry 
(cells/mm3) 

 

Median (Q1, Q3) 992 (737, 1426) 

Closest CD4% on/prior to IMPAACT 2028 Entry Median (Q1, Q3) 

 

35.1 (30.4, 39.8) 

WHO Stage on/prior to IMPAACT 2028 Entry Stage 1 105 (65%) 

Stage 2 4 (2%) 

Stage 3 32 (20%) 

Stage 4 

 

21 (13%) 

Tanner Stage at IMPAACT 2028 Entry 1 91 (56%) 

2 1 (<1%) 

3 8 (5%) 

4 20 (12%) 

5 42 (26%) 

 

 
 

IMPAACT 2028 Stored Specimens 

 

Number of Participants with Specimens Stored at Each Study Visit Week 
Specimen  
Type 

Entry 
(N=162) 

Week 24 
(N=157) 

Week 48 
(N=151) 

Week 72 
(N=129) 

Week 96 
(N=95) 

Week 120 
(N=18) 

Week 144 
(N=4) 

Week 168 
(N=3) 

Plasma  162  133 146 98 76 15 3 1 

Serum 157  133 124 96 56 12 3 1 

PBMCs 159 134 124 97 55 15 3 1 

NP swab 122 

Rectal swab 94 

 
 

Number of Specimen Aliquots Stored at Each Study Visit Week 

Specimen 
Type Entry Week 24 Week 48 Week 72 Week 96 Week 120 Week 144 Week 168 

Plasma 1950 1675 1577 1508 992 239 46 46 

Serum 431 407 385 346 229 52 11 9 

PBMCs 1098 996 955 876 579 118 27 20 
Additional aliquots may be available from visits that took place between the scheduled visits shown above. 


