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INTRODUCTION STATISTICAL ANALYSIS AND ENDPOINTS RESULTS: EFFICACY RESULTS: SAFETY

* Despite recent advances in the treatment of chronic kidney disease (CKD) * Participants who received at least one rilparencel injection made up the * In Group 1, treatment with rilparencel was associated with a difference in » 87rilparencelinjections in 49 participants were performed during the study
due to diabetes mellitus (DM), many treated patients continue to lose modified Intent-To-Treat (mITT) efficacy and the safety set populations. annual change in kidney function of 4.57 ml/min (95% CI, 1.95to 7.18; _ .
kidney function and progress to late Stage 3 or Stage 4 CKD. « The primary efficacy endpoint was change in eGFR slope from the pre- P<0.001) (Figure 3, Panel A) * Primary Safety Endpoint:
injection period to the period after the last injection as analyzed b : ; : : * 33% (n=16) experienced an injection-related adverse event; 1 adverse
« Celltherapy has emerged as an investigational option to treat patients who using a linear mixed model. * InGroup2, treatment with rllpfarencel was assgmated with a difference in event was serious (subcapsular renal hematoma) ’
have failed standard-of-care. Uniquely, cell therapy may be able to address « Secondary endpoints included time from first injection to the following: a) annual change in kidney function of 1.70 mU/min (95% Cl, -0.24 to 3.63; P
multiple maladaptive processes simultaneously.’ 240% reduction in eGFR, sustained for 30 days, b) eGFR <15 mL/min/1.73 pP=0.085) (Figure 3, Panel B) * 12% (n=6) experienced a product-related adverse event; none were
m?2, sustained for 30 days, c) 230% and 30 mg/g increase in UACR sustained classified as serious
*  We hypothesized that treatment of patients with DM and advanced CKD for 90 days, and d) renal or cardiovascular death. Figure 3: eGFR slope in the Pre-Injection Period and the Period after the Last
with rilparencel, an autologous cell therapy, would be safe and well * The primary safety endpoint was the percentage of participants with Injection for Group 1 (Panel A) and Group 2 (Panel B). Dotted and solid lines * Secondary Safety Endpoint:
tolerated, and would preserve kidney function. procedure- and investigational product-related treatment-emergent represent the regression line of eGFR change over time (slope) using a linear o . L
adverse events (TEAEs). A secondary safety end point was the percentage of mixed effects model. Shaded areas represent the 95% confidence intervals. * No participants experienced an injection or product-related death
participants with procedure-related death.
METHODS A - STUDY LIMITATIONS
STUDY PARTICIPANT DISPOSITION
104 104 . .
«  REGEN-007 (ClinicalTrials.gov NCT05018416) was a Phase 2, multicenter, g \\ g Hlstorlca} control data were us'ed to ca.lcu'late' the pre—treatment eGFR
. . . . . . . . . — S ] ~ P slope. This may lead to collection and indication bias. Ideally, a parallel
randomized, open-label trial of rilparencel in persons with CKD and DM. Figure 2: Subject Disposition (n=77) 8g 5 ~ SE S~ __ i
Failed Screening S ~ arm, sham-control would serve as the comparison group.
—> (n=24) N ~ 55, ™~
* Key inclusion criteria included age 30-80 years, eGFR 20-50 mL/min/1.73 m?, Randomized £ \.\ g° \.\ . oGER decline after stud ticipant ment have i dqf
Type 1 or 2 DM, UACR 30-5,000 mg/g, hemoglobin >10 g/dL, and HbA1c <10%. | o L © Scling atter study participant enrotiment may have improved for
croup2 reasons unrelated to the cell therapy - due to either a Hawthorne effect
) Not analyzed » P ot analvee i . . .
« Key exclusion criteria included history of kidney transplant, recent acute Yﬁé‘ﬁf‘f’ﬁ?ﬁ{%g;rﬁrﬁéﬁléd’ ﬁ 0% ; : ; s % 1 ; T ; and/or co-interventions with newer therapeutic agents.
kidney injury, known bleeding disorder, and participants otherwise judged b Received at least one Received at least one Time fyears) Time tyoars) ) ) ) .
. yin| y. . . g P . P J g. y B '§Je°"°"d°j2';ljpafe"°e‘  The study size was relatively small with few clinical events. Subgroup
the interventional radiologist to be a poor candidate for percutaneous kidney Treatment U Treatment . . .
H H H H discontinuation discontinuation analySGS ShOUld be Intel’pl’eted W|th ca utIOI’l.
biopsy or rilparencel injection. Started anticoagulant (n=1) Voluntary withdrawal (n=1)
cOmpu_gted dosing with Complgted dosing with Withdrawal due to AE (n=2)
. . . _ fataksieg e « The study was conducted in the United States at 5 clinical study sites and
* Eligible participants were randomized 1:1 to one of two Groups. Group 1 Study discontinuation .. . . . ) . L
. ! . ) : _after treatment Table 2: The number of participants in each Group who experienced a secondary enrolled principally White male participants, thereby limiting the
received two rilparencel injections percutaneously into the kidney cortex, Kidney transplant (n=1) . . . . S .
e _ , Cardiovascular death (n=2) Analvzed for prima Analuscd toron outcome is shown in Table 2. The number of events was insufficient to generate generalizability of the findings.
three months apart, one injection in each kidney. Group 2 received one endpoint R T : : : :
C . i i ) o (n=24) (n=25) Kaplan-Meier estimates of median event-free times for each outcome.
injection and a second only if a re-dosing trigger was met within 15 months
after the first injection. Participants were followed up to 18 months after their SUMMARY AND CONCLUSIONS
last injection (Figure 1). BASELINE CHARACTERISTICS Secondary Outcome G:?tg’

Table 1: Demographics and Baseline Characteristics

40% or greater reduction in eGFR from baseline 4 (17%) 2 (8%) * In Group 1, administration of 2 rilparencel injections delivered 3 months
g m Neso) apart was associated with a clinically meaningful and statistically
(N=24) (N=49) eGFR < 15 ml/min/1.73m? and/or chronic dialysis and/or kidney transplantation 4 (17%) 4 (16%) . ifi 1 . . h . f CKD h .
R e e (D) 62(11) 58 (11) 60 (11) significant slowing in the progression o (as measured by change in
15t8 2nd Age category, n (%) Renal or cardiovascular death 2 (8%) 0 eGFR slope).
e . ; <65 years 13 (54) 16 (64) 29 (59)
. Injections EOS Type 1 or Type 2 diabetes and CKD A . . . . .
Group1 ... zolpsy I I | | | | | | * Subjects 30-80 years of age >65years 11(46) 9(36) 20 (41) Increase from baseline in UACR of > 30% and > 30 mg/g (sustained for 90 days) 6 (25%) 12 (48%) ® In GI‘OUp 2, treatment with ri lpa rencel was not associated with slowi ng N
« eGFR 220 and <50 mL/min/1.73m?2 . . .« . . . .
Pre-Injection Period ¢+ o+ o+ o+ o . UAGR30-5000 mglg Sex, n (%) the progression of CKD (p=0.085); given fewer injections of rilparencel in
ncludesal istorica oGFvaluss o oo Vil e i) Al Group 2 (versus Group 1), this response suggests an overall dose-
Soreening Viitaswell a the on-study e . Female 833 2 i) response effect.
ontre "y e Race, n (% . . . . . . . .
first liparencel Injactlon. Group2 > | l l l l l l Sustained 30-Day: a"eB[“:) - 416 512 Figure 4: Difference in eGFR slope in the Pre-Injection Period and the Period
4 «  Decline in eGFR of 220% from ac . . . . .
e oaseline, andior Whit 22 (02 )1 (a0 43 (68 after the Last Injection for Group 1 (Panel A) and Group 2 (Panel B), by selected * Despite small sample sizes, treatment efficacy was observed across
g8 * Increase of 230% and 230 mg/g in M ( ) ( ) ( ) H H H H mOSt SUng’OUpS.
L] =3Months I UACR from baseline Ethnicity, n (%) baseline characteristics (post-hoc analysis).
* =FolLow—.up\-/isitAfter ond Hi q Lati 0 1(4 1(2 L. A . A A L.
LastInjection Rilparencel ISPanic or =atine - e & A. - S » Administration of rilparencel was safe. A minority of participants
Injecti N Group 1 (N=24) P p (%)
njection EOS ot Hispanic or Latino 24 (100) 24 (96) 48 (98) o (95% Cly i i
7 ———— B L i , s 60 o) reported non-serious product-associated adverse events.
R R ' I Jages A
Typet 3019) 852 12 KD Stege eSrr Gl . Nt Evaliable 2.8 « Ultimately, results from the ongoing, placebo-controlled phase 3 trial will
Type 2 21 (88) 17 (68) 38 (78) CKD gtagéf eGFR G4 | o : 56 (1i51 lGil's) 13(54) . . .
Body Mass Index (kg/m?) Albummuﬂggteggr; EGFR G5 J— ) Not Bvaluable D13 determine whether rilparencel represents a new treatment option for
Albuminuria Category: UACR A2 | I 9.5 (3.2, 15.8) 7(29) . . h d d CKD d T 2 D M
Mean (SD) 33.6(6.3) 31.6(5.5) 32.6 (6.0) Abuminuria Calegont UACR A3 | ——e——— 02 (23,28 14(%8) patients with advance and Type .
RILPARENCEL eGFR, mL/min/1.73 m? Z;EEﬁ'UEZZ%‘?YE‘;i 1 : | zi_rZéEis;g:g) 1&;(‘3233; (ClinicalTrials.gov, NCT05099770).
-1 Usage: No - e . .3, 8.
Mean (SD) 30.9 (8.24) 34.1(12.08) 32.5(10.40) “umger o; :njectiongf One - : Not E\(/aluable) 1 (( 4 ))
umber of Injections: Two | A 4.4(1.6,7.1) 23(96)
UACR (mg/g) Overall -| | { l—rﬁ—i : : : 4.6(1.9,7.2) 24 (100)
Median (IQR) 792.0 (71.0 to 1954.5) 229.0 (77.0 to 780.0) 421.0 (77.0 to 1546.0) 4 o ¢ ® 2 1°

* Kidney cells were obtained via a standard percutaneous kidney biopsy using HbAC, (%) ° Grow 2042 Slope Difence. Novof Pariiparis 00 REFERENCES
CT or ultrasound image-guidance. Mean (SD) 7-2(1.3) 7-8{1-4) 7-5(1.3) ' R — ;

Type 1 Diabetes T 1.4 (-1.8, 4.6) 8(32)
ACEi or ARBs Usage, n (%) S e e ‘ S Eaebe, KAWL . L . .
Yes 18.(75) 21 (84) 39.(80) EEKBDE?ZESEE ggGEERgEE; '}_._| mg:;(z_g:q:g:g) 15;(%03) 1. Patel HA, Wang J, Zinn CJ, et al. Fortifying the Diabetic Kidney Disease Treatment
* Aftertransport to ProKidney’s manufacturing facility, enzymatic digestion of No 6(25) 416) 1020) CKD Stage: eGFR G4 - e o k0.2 4.) 62 Armamentarium: Multitarget Senotherapeutic and Regenerative Strategies. JAm Soc Nephrol.
. . . . Albuminuria Category: UACR A1 ! Not Evaluable 1(4) May 7 2025'36(8):1 655-1658.
- uminuria Category: — e . .9, 3. ’
the biopsy sample was followed by ex-vivo cell expansion using standard GLP-1 RA Usage, n (%) Albuminuria é Z;E%%gﬁg%g: | : | g; g_é_% §§ 1855 3323;
cell culture techniques. Epithelial renal cells were selected by density- Yes 8 (33) 11 (44) 19 (39) Z‘E,%T%LLZ%:‘-‘}:YE‘} ' i e gg({ggfg-gf ]g(ggg); 2. Stavas J, Gerber D, Coca SG, et al. Novel Renal Autologous Cell Therapy for Type 2 Diabetes
gradient centrifugation and formulated to produce rilparencel?. No 16 (67) 14 (56) 30 (61) NumperorpsgeNo e 02¢23.27) 1(5e) Mellitus Chronic Diabetic Kidney Disease: Clinical Trial Design. Am J Nephrol. 2022;53(1):50-58.
. Number of Injections: Two | e 0.6 (-3.1,1.9) 15 (60 )
SGLT2i Usage, n (%) Overall - e ‘ ‘ ‘ 1.7 (-0.2, 3.6) 25(100)
» Dose of rilparencel was 3x106 cells/g of estimated kidney weight. e olE2) 5E7 B * ° ¢ ’ = e POSTER CONTACT
No 14 (58) 17 (68) 31(63)
. i . ) . . MRA/nsMRA . . .
Rilparencel was injected percutaneously into the kidney cortex with CT Vos pye= o T « Dr. Borut Cizman | borut.cizman@prokidney.com

image guidance. No 20 (83) 24.(96) 44 (90)

ACEi, angiotensin-converting enzyme inhibitor; ARB, angiotensin |l receptor blocker; eGFR, estimated glomerular filtration rate; GLP-1 RA, glucagon-like peptide 1 receptor agonist;
nsMRA, non-steroidal mineralocorticoid receptor antagonist; SGLT2i, sodium glucose co-transporter 2 inhibitor; UACR, urine-albumin/creatinine ratio.
Notes: eGFR was calculated using the 2009 Chronic Kidney Disease Epidemiology Collaboration equation; Race and ethnicity was self-reported by participants.
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