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2 Introduction, Background Information and Scientific Rationale 

2.1 Background Information and Relevant Literature 
 

2.2 Rationale 
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2.3 Potential Risks & Benefits 
 

2.3.1 Known Potential Risks 
 



2.3.2 Known Potential Benefits 



3 Objectives and Purpose 

3.1 Primary Objective 
primary efficacy objective 

primary engagement objective 

3.2 Secondary Objectives 
secondary efficacy objectives 

ancillary efficacy objectives 

4 Study Design and Endpoints 

4.1 Description of Study Design 

4.2 Study Endpoints 
 

4.2.1 Primary Study Endpoints 
 

. 



4.2.2 Secondary Study Endpoints 
 

Goal attainment

Participant reported health status 

Change in ADLs 

Hospital readmission 

Death 



4.2.3 Exploratory Endpoints 
 

(systolic BP, change in frailty status, traditional CR attendance, change in depressive 
symptoms) 

5 Study Enrollment and Withdrawal 

5.1 Inclusion Criteria 

2. or 

5.2 Exclusion Criteria 



5.3 Vulnerable Subjects 

5.4 Strategies for Recruitment and Retention 
 



5.4.1 Use of Epic Information for Recruitment Purposes 
 



5.5 Duration of Study Participation 
 

5.6 Total Number of Participants and Sites 
 

mailto:research-contact-optout@nyumc.org


5.7 Participant Withdrawal or Termination 
 

5.7.1 Reasons for Withdrawal or Termination 
 

5.7.2 Handling of Participant Withdrawals or Termination 

5.7.3 Premature Termination or Suspension of Study 
 

o

6 Behavioral/Social Intervention 

6.1 Study Behavioral or Social Intervention(s) Description 
 



6.1.1 Administration of Intervention 
 

. 

. 



6.1.2 Procedures for Training Interventionalists and Monitoring Intervention Fidelity 
 

J Public Health Dent 

-

-

-

-

-

6.1.3 Assessment of Subject Compliance with Study Intervention 

Receipt of traditional CR

https://health.gov/paguidelines/second-edition/pdf/Physical_Activity_Guidelines_2nd_edition.pdf


Engagement with mHealth-CR

Use of Fitbit

7 Study Procedures and Schedule 

7.1 Study Procedures/Evaluations 
 

7.1.1 Study Specific Procedures 
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Chart Abstraction will be performed by the research coordinator. 

o

o
o

o

o
o

Research Coordinator Assessment. 

o
o
o
o
o

o
o
o

Research Nurse Assessment. 



Randomization

Baseline exercise therapist assessment (intervention arm only). 

Exercise Program 

o F



o I



o T
o T

Usual care arm

3-month ambulatory assessment (all participants). 

7.1.2 Standard of Care Study Procedures 

7.2 Study Schedule 
 

7.2.1 Screening 

Screening Day -5 to Day -1



7.2.2 Enrollment/Baseline 
 

Enrollment/Baseline Visit (Visit 1, Day 1) 

o

o

o
o
o
o
o
o

o
o
o
o
o
o



7.2.3 Intermediate Visits 
 

7.2.3.1 Home activities (Day 2-89) 
 

o
o
o
o

7.2.4 Final Study Visit 
 

3- month Ambulatory Visit (Visit 2, Day 90 +30 days) 

7.2.5 Withdrawal/Early Termination Visit 

7.2.6 Unscheduled Visit 

8 Assessment of Safety 

8.1 Specification of Safety Parameters 
 

8.1.1 Definition of Adverse Events (AE) 
 

adverse event 



8.1.2 Definition of Serious Adverse Events (SAE) 
 

Serious Adverse Event 
serious adverse event 

non-serious 
adverse events

8.1.3 Definition of Unanticipated Problems (UP) 
 

Unanticipated Problems Involving Risk to Subjects or Others 

8.2 Classification of an Adverse Event 
 

8.2.1 Severity of Event 
 

Mild 
Moderate 

Severe 



8.2.2 Relationship to Study Intervention 
 

Definitely Related 

Probably Related 

Possibly Related 

Unlikely to be related 

Not Related 

8.2.3 Expectedness 
 

8.3 Time Period and Frequency for Event Assessment and Follow-Up 
 



8.4 Reporting Procedures – Notifying the IRB 
 

8.4.1 Adverse Event Reporting 

8.4.2 Serious Adverse Event Reporting 
 

8.4.3 Unanticipated Problem Reporting 
 





8.4.4 Reporting of Pregnancy 

8.5 Reporting Procedures – Notifying the Study Sponsor 
 

8.6 Reporting Procedures – Participating Investigators 
 

8.7 Study Halting Rules 
 



8.8 Safety Oversight 
 

8.8.1 Events/Data to be Reviewed by DSMB 

8.8.2 Pre-Specified Stopping Rules 

o



8.8.3 Dissemination of Decision by DSMB 

9 Clinical Monitoring 
 

10 Statistical Considerations 

10.1 Statistical and Analytical Plans (SAP) 

10.2 Statistical Hypotheses 
 

Primary Endpoints 
 



Secondary Endpoints 
 

10.3 Analysis Datasets 

10.4 Description of Statistical Methods 
 

10.4.1 General Approach 

10.4.2 Analysis of the Primary Efficacy Endpoint(s) 
 

6MWD 

Engagement 



10.4.3 Analysis of the Secondary Endpoint(s) 

Goal attainment 

 

10.4.4 Safety Analyses 
 



10.4.5 Adherence and Retention Analyses 
 



10.4.6 Baseline Descriptive Statistics 

10.4.7 Planned Interim Analysis 
 

10.4.7.1 Safety Review 

10.4.7.2 Efficacy Review 

10.4.8 Additional Sub-Group Analyses 

10.4.9 Multiple Comparison/Multiplicity 

10.4.10 Tabulation of Individual Response Data 

10.4.11 Exploratory Analyses 



 

  
 

 

10.5 Sample Size 
 





Outcome Endpoint definition Effect size Estimated s.d. Power 

10.6 Measures to Minimize Bias 
 

10.6.1 Enrollment/Randomization/Masking Procedures 
 

Randomization. 

Missing data. 

Masking. 



10.6.2 Evaluation of Success of Blinding 
 

10.6.3 Breaking the Study Blind/Participant Code 

11 Source Documents and Access to Source Data/Documents 
 

12 Quality Assurance and Quality Control 
 



13 Ethics/Protection of Human Subjects 

13.1 Ethical Standard 
 

13.2 Institutional Review Board 
 

13.3 Informed Consent Process 
 

13.3.1 Consent/Assent and Other Informational Documents Provided to Participants 
 

13.3.2 Consent Procedures and Documentation 



13.4 Participant and Data Confidentiality 
 



13.4.2 Research Use of Stored Human Samples, Specimens, or Data 
 

o

14 Data Handling and Record Keeping 

14.1 Data Collection and Management Responsibilities 
 



14.2 Study Records Retention 
 

14.3 Protocol Deviations 
 

14.4 Publication and Data Sharing Policy 
 



15 Study Finances 

15.1 Funding Source 

15.2 Costs to the Participant 

15.3 Participant Reimbursements or Payments 

16 Study Administration 

16.1 Study Leadership 
 



17 Conflict of Interest Policy 
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