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Table 2. Renal Function Categories Based on eGFR
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The purpose of this study is to characterize the effect of varying degrees of renal impairment 
on the PK, safety and tolerability of PF-07081532. PF-07081532 is an oral GLP-1R agonist 
that is currently being investigated as a chronic therapy to improve glycemic control in adult 
participants with T2DM. CKD occurs in 20-40% of patients with diabetes and may be 
present at the time of diagnosis of T2DM. 
 

Objectives Endpoints 

Primary:  Primary: 

• To compare the PK of PF-07081532 following administration 
of a single oral dose in adult participants with T2DM and 
varying degrees of renal impairment relative to age- and body 
weight-matched participants with T2DM, without renal 
impairment. 

• Plasma: Cmax, AUCinf, AUClast*, fu, Cmax,u, 
AUCinf,u and AUClast,u*, as data permit. 

Secondary:  Secondary: 

• To evaluate the safety and tolerability of a single oral dose of 
PF-07081532 when administered to adult participants with 
T2DM and varying degrees of renal impairment relative to 
age- and body weight-matched participants with T2DM, 
without renal impairment.

• Assessment of treatment emergent AEs, clinical 
laboratory abnormalities, vital signs, ECG 
parameters. 

Tertiary/Exploratory: Tertiary/Exploratory: 

• To compare additional plasma PK parameters of PF-07081532 
following administration of a single oral dose in adult 
participants with T2DM and varying degrees of renal 
impairment relative to age- and body weight-matched 
participants with T2DM, without renal impairment.

• Plasma: CL/F, CLu/F, Vz/F, Vz,u/F, Tmax and t1/2 
as data permit. 
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Participant Analysis Set Description 
Enrolled  “Enrolled” means a participant’s, or their legally authorized 

representative’s, agreement to participate in a clinical study 
following completion of the informed consent process and 
assignment to study intervention. A participant will be 
considered enrolled if the informed consent is not withdrawn 
prior to participating in any study activity after screening. 
Potential participants who are screened for the purpose of 
determining eligibility for the study, but do not participate in 
the study, are not considered enrolled, unless otherwise 
specified by the protocol.  

Safety analysis set All participants assigned to study intervention and who take at 
least 1 dose of study intervention.  
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provide estimates of the ratio of adjusted geometric means (Test/Reference) and 90% CI for 
the ratios.  

 

Linear regression may be used to characterize the potential relationship between 
appropriate PK parameters (eg, CL/F, CLU/F and CLr) for PF-07081532 and renal function 
(eGFR). GFR

Estimates of the statistical slope and intercept, 
together with their precision (90% CI), and the coefficient of 

 will be obtained from the model.
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conducted using eGFR values determined with the 2021 CKD-EPI Scr only, the Cockcroft-
Gault or the MDRD formulas as described in  . 

Any clinical laboratory, ECG, BP, and pulse rate abnormalities of potential clinical concern 
will be described. 
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