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Outline

1. Overview of the COPE-AKI Consortium (20 min)
2. Clinical Center Application Process (20 min)
3. Q&A (20 min)
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Protocol Synopsis
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Study Description
• Phase III, randomized, pragmatic, parallel-arm trial comparing a 

multimodal intervention to usual care on hospital-free days through 
90 days of study follow up. 

• Primary hypothesis: 
Øpatients randomized to the intervention will have more hospital-free days 

through 90 days (primary) compared to those randomized to usual care. 
• Secondary hypotheses will investigate the impact of the intervention 

on: 
Ørates of hospital readmission
Ømajor adverse kidney events
Øpatient-reported outcomes, such as global- and AKI-specific health reported 

quality of life
Ø…many other secondary outcomes
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Study Population and Setting

• N= 2145 participants (anticipated) 
Ørandomized 1:1 to the intervention or usual care
Østratified by clinical site and presence of chronic kidney disease 

(defined by eGFR < 60)
Øaccounts for 30% attrition at 90d

• Adults hospitalized with persistent stage 2 or 3 AKI (defined as 
meeting Stage 2+ AKI for 2 consecutive days with serum 
creatinine concentration measurements >12 hours apart) 
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Study Population - Recruitment
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Primary and Key Secondary 
Endpoints

Primary Outcome
• Hospital-free days through day 90 defined as days alive and out of hospital between day of discharge from index hospitalization and 

post-hospital discharge day 90.
Key Secondary Outcomes
• MAKE-180 composite outcome of:

Ø death within 180 days of index hospital discharge;
Ø need for dialysis at 180 days after index hospital discharge; or
Ø serum creatinine >2x baseline at 180 days after index hospital discharge

• MAKE-90 and MAKE-365 will be defined similarly 
• Rates of recurrent AKI readmission at 180 days (also assessed at 90, and 365 days )
Key Secondary PROs (assessed at 30, 90, 180, and 365 days)
• Global HRQoL – assessed with 10-item PROMIS measure
• AKI-specific HRQoL – assessed with 6-item CKD-QoL
• Interaction with providers – assessed with 5-item PEPPI and 8-item CSQ
• Social support – assessed with 4-item emotional support and 4 item instrumental support PROMIS measures
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Tertiary/Exploratory Endpoints
Clinical Outcomes
• Hospital readmission rates (30-, 90-, 180-, and 365-day)
• Urine albumin to creatinine ratio (90-, 180-, and 365-day)
• Composite outcome of death or first rehospitalization
• Survival (90-, 180-, and 365-day)
• Need for dialysis (90-, 180-, and 365-day)
• MAKE-90 eGFR (and -180, -365) composite outcome of:

Ø death prior to day 90 (scored as eGFR=0) 
Ø dialysis dependence at day 90 (scored as eGFR = 10); or
Ø eGFR at day 90 

• Alternative MAKE-90 (and -180, -365) composite outcome of:
Ø death within 90 days of index hospital discharge;
Ø need for dialysis at 90 days after index hospital discharge; or
Ø serum creatinine >2x baseline at 90 days after index hospital discharge (using pre-enrollment SCr)

• eGFR (90-, 180-, and 365-day)
• CKD Stage (90-, 180-, and 365-day)
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Tertiary/Exploratory Endpoints
PRO Outcomes

• Impact of AKI – assessed with 3 items from UPitt pilot study
• AKI-related symptoms – assessed with 10 items from UPitt pilot study
• Functional status – assessed with 4-item physical and 4-item cognitive PROMIS measures
• Psychosocial status – assessed with 4-item depressive affect and 4-item anxiety PROMIS measures
• AKI knowledge – assessed with 15-item objective knowledge and 5-item perceived knowledge scales from adapted KiKs
• Self-efficacy – assessed with 4-item symptom management and 4-item medications management PROMIS measures
• Healthcare utilization – assessed with 16-item Health Services Utilization Scale
• Frailty – assessed with the 16-item RAI-C
• Social determinants of health – assessed with 6 selected/modified items from the ACH Health-Related Social Needs 

Screening Tool
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Tertiary/Exploratory Endpoints
Process of Care Measures

• Completion of virtual visit with nurse navigator/clinical pharmacist within 7 days (Intervention Only)
• Completion of PCP or nephrologist visit within 30 days, 90 days, 6 months, 12 months
• Blood pressure control at 90 days, 6 months, 12 months
• Medication use at 30 days, 90 days, 6 months, 12 months

Ø Diuretics
Ø RAS blockade
Ø SGLT2i

Safety Endpoints
• Rate of adverse drug events through 12 months
• Rate of medication errors through 12 months
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Study Assessments
Assessment Enrollment

(Prior to Hospital 
Discharge)

Day 30
(±7 days)

Day 90
(±14 days)

Month 6
(±14 days)

Month 12
(±14 days)

Demographic and Clinical Data
Demographics X
Brief Confusion Assessment Method 
(bCAM) 

X

Vital Signs (weight, height, BP, HR) X X X X
Presence of edema X X X X
Medication List (e.g. dose; OTC; 
supplements)

X X X X X

Vital status X X X X
Hospital admissions X X X X
Assessment of visits with PCP X X X X
Assessment of visits with nephrologist X X X X
Dialysis Dependence X X X X

Laboratory Testing
BMP (glucose, calcium, sodium, potassium, 
bicarbonate, chloride, blood urea nitrogen, 
creatinine)

X X X X

Cystatin C X X X X
Urine panel (albumin, creatinine, protein) X X X X
Serum for banking X X X X
Urine for banking X X X X

Patient Reported Outcomes X X X X X
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Study Arms

• A multimodal process-of-care intervention that includes:
1. study physician oversight and follow up care recommendations at the 

time of hospital discharge
2. involvement of a nurse navigator to provide kidney-disease related 

education, coordinate care, and assess symptoms
3. pharmacist-led medication reconciliation and review. 

• Participants in the usual care arm will be provided information 
about their kidney disease, nephrotoxins to be avoided, and the 
importance of follow up with a physician will be emphasized.  
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Usual Care

• Participants will receive 
written info regarding:
Øtheir kidney disease
Ønephrotoxins to be 

avoided
Øimportance of and need 

for follow up with physician 
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Intervention

• Participants will receive 
written info regarding:
Øtheir kidney disease
Ønephrotoxins to be 

avoided
Øimportance of and need 

for follow up with physician 

• Multimodal process-of-
care intervention including: 
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Nephrologist Nurse navigator Pharmacist



Intervention
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Intervention (cont’d)
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Enrollment Update
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Target = 10/week

Current N = 1447 (99% of 
target)
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Application Process
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Application Portal

• URL = https://cope-aki.pitt.edu/application/Applicant
• Support = email DCWEB@pitt.edu
• Any questions (big or small)

• email Susan Copelli (SJU1@pitt.edu) or Kaleab Abebe (kza3@pitt.edu)
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Application Components

1. Applicant/Institution Info
2. Summary/Abstract (1pg)
3. Research Strategy (3pgs)
4. Budget 
5. NIH Biosketch
6. Letters of Support (optional)
7. PI Attestation
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Creating an Account
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Creating an Account
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Starting an Application
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Starting an Application
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Starting an Application
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Starting an Application
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Submitting an Application
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Submitting an Application
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Withdrawing an Application



Research Strategy

• CC applications must:
1.  demonstrate evidence of expertise and experience in the conduct of 

clinical trials in AKI
2.  demonstrate evidence of having and being able to recruit Hispanic 

patients that meet the inclusion/exclusion criteria of the study.
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Research Strategy

• Key aspects to highlight:
Ø Experience of the team in clinical trials
Ø Plans for coordination of biosamples with the central lab and the 

SDRC
Ø Track record of working collaboratively in multi-institution 

consortiums/studies
• Include:

Ø Recruitment plans (including use of EHR to support)
Ø Plan to delivery multimodal intervention in a bilingual fashion
Ø Readiness of the investigative team (PI, Co-I, SC, NN, Pharm)
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Budget

• $1.4m in total costs allocated for 2 years
• Applicants should ensure they budget for the following:

Ø Investigator effort (PI, Co-I)
Ø Study Coordinator
Ø Nurse Navigator
Ø Study Pharmacist
Ø Study participant costs (e.g. participant reimbursements; sample 

collection, processing and storage; etc.) 
Ø Travel for Annual Steering Cmte Meeting (typically at ASN)
Ø Participant Advisory Committee honorarium
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Anticipated Timeline

ØApplications close Sept 18, 2026
ØApplications will be reviewed on a rolling basis with PI 

notification by Oct 2, 2026.
ØClinical Center onboarding (e.g. regulatory, training, IRB) to 

occur in October and November
ØEnrollment expected to commence before Dec 1, 2026
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Questions
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