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Study Design and Methods

SSAT062 is designed to evaluate the pharmacokinetics (PK) of EFV 400 mg in the presence of RIF and 
INH treatment for HIV co-infection with tuberculosis (TB). Providing the evidence needed to 
recommend EFV 400 mg instead of EFV 600 mg in combination with TDF/3TC or FTC as preferred 
�rst-line antiretroviral regimens for HIV in countries where TB co-infections are common. Despite the 
anticipation that EFV may be eventually replaced by DTG in many LICs, a market for EFV is expected 
to continue for select populations and in certain country contexts in the short- to medium-term. A 
lower dose API could therefore o�er signi�cant savings.  Finally, MICs may not be able to realize the 
full potential of DTG savings due to drug patents, making lower dose EFV the most cost-e�ective 
option. 

SSAT062 is a sequential 2 stage phase 1 study in males and females 18 years or older with a CD4 count > 100 cell/mm3. Stage 1 
was 98/99 (± 1) days of treatment and took place in the UK, and stage 2 in Uganda was 28 (± 7) days.

SSAT062 is funded by USAID, through PEPFAR, and is being implemented by St. Stephen’s AIDS Trust. SSAT062 received ethics and regulatory approvals from the United Kingdom 
Medicines and Health Products Regulatory Agency and is overseen by the Na�onal Ins�tutes of Health (NIH) Mul�na�onal Data and Safety Monitoring Board, and a Scien�fic Advisory 
Commi�ee (SAC).

The SSAT062 SAC — in collabora�on with the AIDS Clinical Trials Group, USAID, and NIH — have ac�vely coordinated efforts to provide the PK evidence needed to support EFV 400 mg 
in TB co-infected pa�ents a�er the ENCORE1 trial previously demonstrated EFV 400 mg was noninferior to EFV 600 mg. Mylan has independently funded a PK trial of EFV 400 mg in 
pregnant women (SSAT063). Together these PK studies are the final pieces needed for EFV 400 mg to be recommended in the preferred first-line an�retroviral regimen. 
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� �  � � � � 
 �PK evaluation in 25 HIV-positive participants without TB infection on 
established EFV 600 mg-based ART switched to EFV 400 mg plus RIF and INH for 
12 weeks (2 weeks after reduced EFV dose).

� �  � � �� 
 �PK evaluation in 10 participants with HIV and TB co-infection on estab-
lished EFV 600 mg-based antiretroviral treatment switched to EFV 400 mg plus 
RIF and INH for 28 weeks (2 weeks after reduced EFV dose).

Primary Outcome:  Evaluate the steady-state PK of EFV 400 mg once daily during co-administration with RIF and INH.

Secondary Outcomes:  Assess the safety and tolerability of regimen; investigate association between genetic polymorphisms                  
in drug disposition genes and drug exposure.
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Study Complete

• EFV 400 mg concentrations were adequate in maintaining virologic 
suppression during co-administration with TB treatment

• EFV 400 mg co-administered with RIF/INH in TB/HIV+ patients          
were associated with limited changes in EFV 400 mg exposure; plasma 
concentrations were maintained above the minimum threshold

• EFV 400 mg can be co-administered with anti-TB treatment in 
patients infected with TB and HIV

Key Findings Include 

Next Steps
• Work with WHO to update the treatment guidelines to remove the 
reference to lack of data around EFV 400 mg use in HIV/TB co-infect-
ed individuals

• Insert reassurance that EFV 400 mg can be co-administered with 
INH and a RIF-containing anti-TB regimen

Study Link: https://doi.org/10.1093/cid/ciy491
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