
Hospital to Homes Outcome Trial Study Protocol  1 
 2 
Funding:  Patient-Centered Outcomes Research Institute 3 
 4 
Oversight:  Cincinnati Children’s Hospital Medical Center Institutional Review Board approved 5 
(2014-0582) 6 
 7 
Study Description:  Previous work has identified barriers to successful transitions that are most 8 
meaningful to patients and families. Investigators used these learnings to iteratively adapt an 9 
existing nurse home visit program to address these barriers, and have been studying the 10 
effectiveness of the redesigned nurse home visit in a randomized control trial  11 
 12 
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 14 
Design: Study Type: Interventional 15 
  Primary Purpose: Health Services Research 16 
  Phase: N/A 17 
  Interventional Study Model: Parallel Assignment 18 
  Number of Arms: 2 19 
  Masking: Investigator 20 
  Allocation: Randomized 21 
  Enrollment: 966 22 
 23 
Arms and Interventions 24 
Arms Assigned Interventions 
Experimental 
Nurse Phone 
Call  
Families in this 
arm will receive 
a phone call 
within 96 hours 
of discharge. 

Nurse Phone Call:  
We will complete a single center, parallel, randomized, standard-of-care-
controlled prospective study to determine the efficacy of a one-time nurse 
phone call, an intervention adapted from those studied in other 
populations (i.e., adults, high-risk infants), in improving pediatric patient 
transitions from hospital to home 

Active 
Comparator: 
Control:  This 
arm will receive 
standard of 
care. 

Control patients will be randomized to receive standard-of-care at 
discharge. This care at our institution includes pediatric hospitalist to PCP 
(primary care physician) verbal and written communication prior to 
discharge, written documentation for the family regarding prescribed 
medication regimen, recommended follow-up with outpatient PCP and 
relevant consultant(s), and delivery of prescribed medications from the 
hospital pharmacy to the patient's bedside. 

 25 
Outcome Measures 26 
Primary outcome 27 

1.  Reutilization 28 



Description: Reutilization is measuring the occurrence of unplanned rehospitalization, ED 29 
(emergency department) or urgent care visit within 30-days post-discharge. The dependent 30 
variable will be a dichotomized indicator of any occurrence of unplanned rehospitalization, ED 31 
or urgent care visit within 30-days post-discharge. Differences in this outcome between 32 
intervention and control groups will be evaluated using logistic regression with the stratification 33 
variables (neighborhood poverty and state) 34 
 35 
Time Frame: 30 days post-discharge 36 
 37 
Other Pre-specified/Secondary Outcomes 38 

2. Post-Discharge Coping Scale 39 
 40 

Description: Post-Discharge Difficulty Coping Scale (Weiss, et. al): measured at post-discharge 41 
phone call. The PDCDS uses an 11 point scaling format (0-10). Higher scores represent greater 42 
coping difficulty. Differences between intervention and control groups on this outcome at 14-43 
day post-discharge are evaluated using a linear regression model with the stratification 44 
variables (census tract poverty and state of residence). 45 
 46 
Time Frame: 14 days post-discharge 47 
 48 

3. Number of Days Until Normalcy 49 
 50 
Description: Number of days until normalcy: measured at post discharge phone call. Parents 51 
asked to recall the number of days it took to "return to a 'normal' routine" including the return 52 
to work and school (with option of not yet be back to normal). 53 
 54 
Time Frame: 14 days post-discharge 55 
 56 

4. Red Flags Remembered 57 
 58 
Description: This was measured at the 14 day post-discharge phone call survey. Parents were 59 
asked to recall "any red flags or warning signs" to indicate the "child's condition was getting 60 
worse." The number of red flags recalled could range from 0-10 depending on the template 61 
used. The template was a home visit guideline for nurses to use that was specific to the child's 62 
illness. For example, if the child had bronchiolitis the nurse would use the template 63 
"bronchiolitis/croup/pneumonia" to guide them through the visit. 64 
 65 
Time Frame: 14 days post-discharge 66 
 67 

5. 30-day Unplanned Readmission 68 
 69 
Description: Occurrence(s) of an unplanned readmission within 30 days post-discharge. 70 
 71 
Time Frame: 30 days 72 



6. 30- day ED Visit 73 
 74 
Description: Occurence(s) of an ED visit within 30 days post-discharge 75 
 76 
Time Frame: 30 days 77 
 78 

7. 14-day Healthcare Reutilization 79 
 80 
Description: Occurrence(s) of 14-day unplanned healthcare utilization. defined by unplanned 81 
readmission, ED (emergency department), or urgent care visit within 14 days or parent report 82 
of an unplanned visit to one of these places. Parent report is collected at the 14 day follow-up 83 
phone call. 84 
 85 
Time Frame: 14 days post-discharge 86 
 87 
Eligibility 88 
 Age:  0-18 years 89 
 Sex:  All 90 
 Inclusion Criteria:   91 

 Patient is under 18 years of age 92 
 Patient is admitted to Cincinnati Children's Hospital Medical Center to hospital 93 

medicine, community pediatrics, or adolescent medicine. 94 
 Exclusion Criteria:   95 

a.  Patient to be discharged someplace other than home (e.g., residential facility, 96 
psychiatric facility)  97 

b. Patient’s home residence is outside the home nursing service area 98 
c. Patient is eligible for “traditional” home nursing services 99 
d. Caregiver is non-English speaking 100 

 101 
Analysis 102 
Analysis plan to be finalized and signed by the Principal Investigator prior to the unblinding of 103 
the investigator team. 104 
 105 
REASONS FOR UPDATES 106 
Not applicable 107 
 108 
























