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1. SUMMARY OF REVISIONS 

Date Section Change Details 

11/02/2020 

All 
Corrected references to section numbers and changed virtual ESC 
simulation training to virtual site champion training 

5, 9.1 
Renamed biweekly webinars to biweekly implementation coaching 
sessions 

7.1.6 Clarified onsite training tracking process 

9.4 
Corrected appendix reference. Updated and clarified 
implementation process evaluation 

10.2 
Added that sites will complete the IRR assessment with an infant 
with NOWS 

10.2.2 Added instructions for the IRR assessment process 

Appendix G Renamed to clarify when process is used 

Appendix J 
Added to provide links to cases and IRR for use during 
implementation phase of intervention period 

05/11/2021 

2.2 Minor updates to care team and inpatient clinical team definitions 

5.2 Moved summary table to this section 

5.3.2 

Clarified qualifications for gold-star rater 
 
Clarified number of site champions per site 

5.3.3.1 Updated amount of time preparatory work will take 

5.3.4 
Updated and clarified the 3-Day Virtual Site Champion Training 
Agenda 

5.4.3.3 

Streamlined the “Encouraged” part of the preparatory modules 
summary table 
 
Updated amount of time it will take to complete these modules and 
Video Case 1 

5.4.3.4 Added remediation subsection 

5.4.3 Added when site no longer need to send weekly training reports 

5.4.4.2 
Updated amount of time it will take to complete the preparatory 
modules 

6.1 
Clarified milestones for clinically implementing the ESC Care 
approach 

6.3 Updated and defined types of meetings and when they will occur 

7.1 

Added when IRR assessments will need to be conducted and 
number of gold-star raters and nurses who need to complete the 
IRR assessments  
 
Added that sites can complete IRR assessment with written or video 
cases or with a NOWS infant 
 
Added the number of gold-star raters and nurses who need to 
complete the IRR each period 

7.2 
Clarified process for completing the Implementation Process 
Evaluation Form 

Appendix C Moved pharmacological treatment algorithms to Appendix C 
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Updated contact information, clarified process, new algorithm 
examples 

Appendix H Moved Implementation Guide to this appendix 

Appendix I Updated and simplified process for ensuring fidelity of IRR scores 

Appendix J 
Moved ESC Implementation Process Evaluation Form to this 
appendix 

07/15/2021 
5.4 Added information from Site Champion Training slides 

Appendix K Added 

10/29/2021 

5.1, 5.3.1, 5.4.2, 5.4.3, 
5.4.8 

Clarified text 

5.3.4.2 
Changed interrater reliability tool (IRR) testing to gold-star rater 
testing  

5.4.4 
Deleted table; added list of all training resources and link to Onsite 
Training Packet that contains all training resources 

5.4.5.4 Changed formal IRR testing to formal ESC testing 

5.4.6 
Added REDCap link to upload weekly training reports 
Changed IRR testing to ESC assessments on Written Cases 5-7 

5.5 Deleted subsection 

7.1.1 & 7.1.2 
Specified the cases that must be used for IRRs 
Clarified process 

7.2 & 7.2.1 
Added section detailing process for completing the ESC Process 
Evaluation Form 

Section 8 
Added section with instructions on how to enter a deviation into 
REDCap 

Appendix I 

Specified cases that must be used for IRRs and IRRs completed on 
paper at the site 
Updated instructions for completing IRRs 
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2. ABBREVIATIONS AND DEFINITION OF TERMS 

2.1 Abbreviations 

DCC Data Coordinating Center 

DCOC Data Coordinating and Operations Center 

DCYF Division for Children, Youth, and Families 

EMR Electronic Medical Record 

ESC Eat Sleep Console 

IRR Inter-rater reliability 

ISPCTN IDeA States Pediatric Clinical Trials Network 

NAS Neonatal Abstinence Syndrome 

NOW Neonatal Opioid Withdrawal 

NOWS Neonatal Opioid Withdrawal Syndrome 

NPI Non-Pharm Care Interventions 

PI Principal Investigator 

REDCap Research Electronic Data Capture 

2.2 Definitions 
Analysis team- The team(s) of individuals from the DCC who will provide detailed examination and statistical analysis of 
the primary and secondary outcomes and endpoints of the study. 

Clinical monitoring team- Site monitors and support staff that will assist sites in the conduct of the trial and will monitor 
compliance with the study protocol.  

Care team- Inpatient clinical team and the primary caregiver(s) of each infant participating in the study. 

Inpatient clinical team: A multidisciplinary team of health care professionals who provide clinical care for infants with 
NOWS at each participating site including nurses, physicians, social workers, etc. This group will routinely assess infants 
with NOWS with the sites’ assigned care approach and will work together to determine the need for both non-
pharmacologic and pharmacologic treatment for affected infants. Also referred to as “clinical team.” 

ESC care approach - A care approach that emphasizes parental involvement, simplifies the assessment of infants with 
NOWS using the ESC Care Tool and focuses interventions on non-pharmacologic therapies. 

ESC Care Tool – A function-based assessment and management tool for evaluating the withdrawal severity and guiding 
management of infants with NOWS based on an infant’s ability to eat, sleep, and be consoled. 

ESC faculty – The group of individuals who will lead the site champions in virtual training and provide support for 
implementation of the ESC care approach at the sites.  

ESC inter-rater reliability (IRR) tool – A six-item assessment completed by individuals training/trained to use the ESC 
Care Tool to ensure consistency across assessors.  

Gold-star raters – Site champions and other individuals who have consistently achieved 100% reliability on written 
and/or video assessment cases (6/6 items on the ESC IRR tool). 

Implementation phase – Occurs during the transition period and begins once a site is cleared to clinically use the ESC 
care approach. Data collection will not begin until the site moves into the first ESC intervention period.  

Primary caregivers – Infant’s parent, grandparent, or guardian.  
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Protocol study team- The group of individuals who designed the study protocol and who will assist sites in answering 
protocol questions. Also referred to as “study team.” 

Site champions - A core group from each site, which may include clinical nurses, nurse educators, advanced practice 
providers, and physicians, that the ESC faculty will train in the use of the ESC care approach. Site champions will become 
gold-star raters and will train all other clinical team members who assess infants with NOWS at their site. Site champions 
will also facilitate implementation of the ESC care approach at their site. 

Site research team- The research team at each participating site. This includes the site principal investigator (PI), co-
investigators, research coordinators, and other members of the local research team, which may include, but are not 
limited to, research nurse/manager, data coordinator/manager, research assistant, regulatory coordinator/manager, 
developmental specialist(s), and interns/students.  

Training platform – ISPCTN research portal where training materials are housed. 

Transition period – The study period when ESC training and clinical implementation of the ESC care approach will occur.  
Site champions, trained just prior to the transition period, will train their site in ESC Care Tool use and ready the site 
for/support the site through implementation of the ESC care approach.  
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3. ESC INTERVENTION TRAINING AND IMPLEMENTATION MANUAL  

This manual will provide a detailed overview of the ESC intervention training (online preparatory modules, virtual site 
champion training, onsite ESC Care Tool training, and just-in-time training) and ESC care approach implementation. For 
details specific to the ESC study protocol and protocol training, please refer to the ESC study protocol, manual of 
operations, and other supporting documents.  

4. COVID-19 RELATED CHANGES 

Due to COVID-19, ESC intervention training will include virtual training of site champions and increased site 
implementation support from ESC faculty. All training materials will be available on the training platform (you must be 
logged on to the training platform for this link to work).  

4.1 Key Training and Implementation Contacts 

Name Email Role 

Leslie Young **** Lead Study Investigator 

Jessica Snowden **** Operational Principal Investigator 

Kathy Edwards **** ESC Project Lead 

DeAnn Hubberd **** ESC Training Project Lead 

 

5. ESC INTERVENTION TRAINING  

5.1 Overview 

Approximately 2 weeks before entering their designated transition period (see section 5.3), site champions will complete 
detailed training covering the use of the ESC Care Tool in a clinical setting. Onsite training will occur soon after the site 
enters the transition period. ESC intervention training includes online preparatory modules, virtual site champion 
training, onsite training, coaching sessions, and just-in-time training. Figure 1 below provides a more detailed overview 
of planned ESC training activities throughout the duration of the study. 

 

Figure 1. ESC Study Periods 
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5.2 ESC Intervention Training Matrix 

The ESC intervention-training matrix (Figure 2, below) outlines the training requirements for individuals in various 
research and clinical roles at the site.  

Please note that the ESC Care Tool and associated training materials cannot be shared outside the clinical 
trial/participating centers without special permission from one of the ESC Tool developers.  

Training Requirements 
Site Champions 

(section 5.3) 
Nurses 

(sections 5.4.3) 

 
Other Providers: 

Physicians, PA/NP, 
Fellows, etc. 

(section 5.4.4) 
Residents 

(section 5.4.4) 

Site Principal 
Investigator 

(section 5.4.4) 
Coordinator 

(section 5.4.4) 

Online preparatory modules X* X X R X X 

Virtual site champion 
simulation training  

X    
  

Onsite ESC training  
X 

Group session 
(local) 

 
 

  

Video and/or written 
cases (online)** 

 
X 

Group session 
(local) 

R1 R1 R1  

Just-in-time training† X X     

X=required; R=recommended; *Completed before virtual site champion training; 1One Case; †Completed as needed and/or as desired; 
**Component of onsite ESC training 

Figure 2. ESC Training Matrix 

 

5.3 Virtual Site Champion Training 
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5.3.1 Goal  
The goal of virtual site champion training is to provide site champions with intensive training about using the ESC Care 
Tool (Appendix A) in a clinical setting, certify site champions as gold-star raters, as well as facilitate on-site training and 
implementation of the ESC care approach. To become a gold-star rater, site champions must achieve and maintain 100% 
IRR on 3 cases using the ESC IRR tool (Appendix B).  
 

Who attends See section 5.3.2 

What (content)  Simulated patient experiences to apply ESC Care Tool 

 Assessment of inter-rater reliability 

 Implementing the ESC care approach at your site 

 Trauma-informed care and communication 

When In the weeks immediately preceding the sites entry into the transition period.  

 

5.3.2 Who Attends  
Each site should have 6 site champions. There will be approximately 18 to 24 site champions (representing 3 to 4 sites) 
at each virtual site champion training. Most participating sites have two units providing care for infants with NOWS. 
Ideally, for these sites, 3 site champions (see definition in section 2.2) from each of the two units will attend. However, if 
3 units provide care for NOWS, it is acceptable to send 2 participants per unit. Listed below are the minimum 
recommendations for potential ESC site champions. 

 one nurse leader/nurse educator 

 one infant provider (MD/PA/NNP) who can provide support for transition/implementation in all care 
environments involved  

 one bedside nurse from each care unit 

Additional members can include (but are not limited to)  

 Nurse educator  

 Clinical nurse specialist 

 Clinical quality improvement specialist for newborn care 

 Additional bedside nurses and infant providers 

 

5.3.3 Preparation for Virtual Site Champion Training 

5.3.3.1 Online Preparatory Work 
To optimize the training experience for all participants, it is essential that site champions complete the written case, 
preparatory modules, and video case outlined below before the virtual site champion training. The virtual site champion 
training does not impart the basics of the ESC Care Tool or the ESC care approach. The study team and ESC faculty 
expect that site champions will come to the virtual site champion training with the general baseline knowledge of the 
ESC Care Tool and ESC care approach that the written case, modules, and video case provide. Preparation before the 
virtual site champion training will allow sites to optimize their training experience and minimize the need for additional 
training.      

Please note that the ESC Care Tool and associated training materials cannot be shared outside the clinical 
trial/participating centers without special permission from one of the ESC Tool developers.  
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What (content)  Required 

o Written Case 1 baseline IRR assessment 

o Modules 

 Using the ESC Care Tool in Care of Opioid-exposed 
Newborns Presenter: Dr. Kate MacMillan 

 Trauma Informed Care: Providing Compassionate 
Evidence-Informed Care for Infants and Families 
Presenter: Dr. Lenora Marcellus 

 General Care of the Infant with Neonatal Opioid 
Withdrawal Syndrome 
Presenter: Dr. Elisha Wachman  

o Video Case 1 

o Written Case 1 post IRR assessment  

 Encouraged 

o Development of the ESC Care Tool for Care of Opioid-exposed 
Newborns 
Presenter: Dr. Bonny Whalen 

When  Before virtual site champion training; during the transition period 

 Time ~2.5 hours 

Where  REDCap and training platform  

How  Can be completed independently or as a group, as site guidelines allow 

 Examples:  

As part of a weekly meeting with modules completed sequentially  

As one long group meeting   

As a grand round 

 

5.3.4 3-Day Virtual Site Champion Training Agenda  

5.3.4.1 DAY ONE (approximately 3 hours contact time) 

 Faculty & Hospital Team Intros, 3-Day Training Overview, & Goal Setting    

 Written Case 1 Group IRR Results & Brief Review of ESC Care Tool  

 Use of the ESC Care Tool with Written Cases 2-4 and Group IRR  

 Overview of Day 2 and Q&A  

5.3.4.2 DAY TWO (approximately 4 hours contact time) 

 Day 1 Self-Reflections & Brief Review of ESC Simulation Cases/Facilitated Sessions (Optional)  

 Simulation Cases and Facilitated Session: Solution-Focused Dialogue & Compassionate Care  
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o Hospital teams will rotate through 3 ESC simulation cases (with each site champion serving once as a 
direct in-room assessor and twice as an indirect assessor) and a facilitated session about solution-
focused dialogue and compassionate care for families of opioid-exposed newborns. 

 Simulation Case Debriefing 

 Group Discussion of Simulation Case Experience with Trauma-Informed Lens 

 Review Homework and Gold-Star Rater Testing 

o Homework: Written Cases 5-7 gold-star rater testing  

5.3.4.3 DAY THREE (approximately 3 hours contact time) 

 Day 3 Overview and Goals  

 Written Cases 5-7: Review Results 

 Video Case 5: Group Review & IRR 

 Rooming-In & Parental Presence Challenges: Brainstorming Solutions  

 Training Resources & Documentation 

 Brainstorming First Steps with ESC Faculty Coaches 

 Wrap Up/Evaluation 

5.3.5 Virtual Site Champion Training Tracking 
The DCOC will track completion of the preparatory modules and virtual site champion training. At the end of virtual site 
champion training, site champions will receive a training sign-off sheet showing training completion. Site champions will 
also receive continuing education credit for virtual site champion training.  

5.4 Onsite Clinical Team Training 
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5.4.2 Preparing for Onsite Training 
The ESC study team allows flexibility in onsite training approaches, if sites meet the minimum online training 
requirements. Listed below are some things to consider when preparing for onsite training.  

1. Will your site meet in person, remotely (i.e., via Zoom), or a hybrid approach? In the COVID era, many sites hold 
trainings remotely or use a hybrid approach by holding some of the training remotely and then meeting in small 
groups to discuss cases and outcomes.  

2. How will trainees access the preparatory work? Some sites ask trainees to access the preparatory modules and 
Video Case 1 via the training platform, and some sites house the modules and Video Case 1 on their learning 
management system. Both approaches are fine, and the DCOC can assist your site with the logistics of either 
approach.  

3. How will trainees complete Written Case 1? Sites have used different approaches for this. Some use the site’s 
REDCap system to send Written Case 1 as a survey, others ask trainees to complete Written Case 1 on paper or 
via the site’s learning management system.    

4. How have other sites approached training that have been successful for them? 

5.4.3 General Approach to Onsite Training 
 Gold-star raters will customize the order of video and written cases and can develop their site-specific training 

plan with the support of the ESC faculty. The study team recommends that sites maintain a record of training 
activities and have this available for the study team and site monitoring.   

 During onsite training, sites will use a paper version of the ESC IRR tool or ESC Care Tool. Gold- star raters will 
use Written Cases 5-7 to assess the nurses’ ability to accurately evaluate NOWS babies using the ESC Care Tool. 
Sites will maintain the completed ESC Care Tool or ESC IRR tool with study records for monitoring visits. See 
section 5.4.6 for how clearances and ESC assessment scores are tracked and reported.    

 The protocol study team requests that nurses who do not attain ≥80% on each written case (Written Cases 5-7) 
complete supplementary remediation. Nurses hired after the initial site training will complete the educational 
modules and ESC just-in-time training inclusive of co-assessing cases with gold-star raters using the ESC IRR tool 
or ESC Care Tool to demonstrate ≥80%. 

 If a nurse achieves 100% on each written case (Written Cases 5-7), the site research team can consider him/her 
a gold-star rater and may ask the nurse to function in this capacity. Site staffing levels will determine the number 
of gold-star raters at a site, with the goal of having one gold-star rater available on each shift.  

 

5.4.4 Training Resources 
All training resources listed below can be accessed in the Onsite Training Packet  

1. ESC Care Tool and associated training materials license 
2. ESC Care Tool 
3. ESC IRR Tool 
4. Video Lectures (i.e., Preparatory Modules)  

 Mp4 files available for use at site (e.g., with learning management system) or can access via ISPCTN research 
portal/training portal. Most sites have found it easiest to download the mp4 files and use them at their site.  

a. Using the ESC Care Tool in Care of Opioid-exposed Newborns 
Presenter: Dr. Kate MacMillan 

b. Trauma Informed Care: Providing Compassionate Evidence-Informed Care for Infants and Families 
Presenter: Dr. Lenora Marcellus 
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c. General Care of the Infant with Neonatal Opioid Withdrawal Syndrome  
Presenter: Dr. Elisha Wachman 

d. Development of the ESC Care Tool for Care of Opioid-exposed Newborns 
Presenter: Dr. Bonny Whalen 

5. Written Cases 

a. Case 1 with teaching script and REDCap zip file 

b. Cases 2-4 with algorithms, teaching scripts, and REDCap zip file 

c. Cases 5-7 with algorithms and REDCap zip files 

d. Case 8 with algorithm, teaching script, and REDCap zip files 

6. Video Cases 1-5 

 Mp4 files available for use at site (e.g., with learning management system) or can access via ISPCTN research 
portal/training portal. Most sites have found it easiest to download the mp4 files and use them at their site.  

7. General ESC decision making algorithm  

8. Handouts from 3-Day Site Champion Training Folder 

9. Foundational components and reading/resource list for implementing the ESC care approach  

5.4.5 Nurses 

5.4.5.1 Goal  
The goal of onsite nurse training is to provide the training necessary for nurses to assess and manage infants with NOWS 
using the ESC Care Tool. Please note that the ESC Care Tool and associated training materials cannot be shared outside 
the clinical trial/participating centers without special permission from one of the ESC Tool developers.  

5.4.5.2 Who Attends 
Nurses who provide care for infants with NOWS and assess the severity of their withdrawal to facilitate clinical 
management.    

5.4.5.3 Preparatory Modules 
To optimize the training experience for all participants, it is essential that nurses watch the preparatory modules before 
training. The modules provide a general knowledge of the ESC Care Tool and ESC care approach, and nurses are 
expected to come to training with this knowledge. Onsite training plans will be discussed during the site champion 
training. See section 5.4.5.4 for onsite training outlines.  

Who  Clinical and research staff affected by ESC training 

Where  Online via the training platform or site learning management system 

What (content)  Required 

o Using the ESC Care Tool in Care of Opioid-exposed Newborns 
Presenter: Dr. Kate MacMillan (~55 minutes) 
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o Trauma Informed Care: Providing Compassionate Evidence-Informed 
Care for Infants and Families 
Presenter: Dr. Lenora Marcellus (~22 minutes) 

 

  

o General Care of the Infant with Neonatal Opioid Withdrawal 
Syndrome  
Presenter: Dr. Elisha Wachman (~22 minutes) 

 

  

 Encouraged 

o Development of the ESC Care Tool for Care of Opioid-exposed 
Newborns 
Presenter: Dr. Bonny Whalen 

When  During the transition period (before site training) 

How  Can be completed independently or as a group, as site guidelines allow 

 Examples:  

As part of a weekly meeting with modules completed sequentially  

As one long group meeting  

As part of a trainee lecture series 

As a grand round  

 

5.4.5.4 Minimum Onsite Training Requirements 
The target audience is bedside staff performing ESC assessments. The minimum training requirements are listed below. 
Site can include additional training materials, as desired.  

Case 1 (approximately 1 hour) 
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● Written Case 1: baseline assessment (5-10 minutes) 

● Video Case 1 (approx. 30 minutes) 

● Written Case 1: post- training assessment (5-10 minutes) 

 
Review Cases (approximately 1 hour) 

● Written Cases 2-4 with training model individualized to site (1 
hour) 

e.g., group review/IRR/debriefing or one-on-one IRR with gold-
star rater and debriefing 

 
Formal ESC Testing using Written Cases 5-7 (30 minutes - 1 hour) 

● Must complete within one week of onsite training 

● Nurses must score ≥80% on each of the 3 written cases (i.e., Written Cases 5-7) prior to being cleared for 
bedside use of ESC Care Tool 

Remediation 
If nurses do not achieve ≥80% on Written Cases 5-7, the site can give them a remediation case that has the same 
learning points as the missed case and/or provide education specific to the missed teaching points to ensure the concept 
is understood. If nurses score ≥80% on the remediation case, they can be cleared for bedside use of the ESC Care Tool. 
Review of missed concepts is an important part of this process.  

Note: If nurses score 100% on 2 cases of the 3 cases (5-7) and score 100% on a remediation case, these nurses can be 
gold-star raters.  

5.4.6 Onsite Training Tracking 
Each Thursday, a site research team member will upload the following information to REDCap. Sites can stop sending 
weekly training reports once they are cleared for clinical implementation of the ESC care approach. 

1. Who completed the following activities 

a. online preparatory modules 

b. ESC intervention training 

c. ESC assessments on Written Cases 5-7 

i. Keep score results at the site for review during audits/site visits 

ii. Individual scores do not need to be submitted in the weekly report, only note if the person 
passed/failed or is a gold-star rater  

The DCOC will use this information to track site training, formal ESC assessments, and gold-star rater clearance. The 
DCOC will also track modules that trainees complete independently on the training platform. For modules completed by 
a group, sites will track the individuals present to document their participation.  

Sample Weekly Training Report 

Clinical Team 
Member 

Modules 
Complete? 

ESC Intervention 
Training Complete? 

Formal ESC Assessment 
Pass/Remediate? Gold Star Rater? 

Sharon Stoolman Yes Yes   

Jay Snow Yes Yes Remediate  

Lisa Sziecowski Yes Yes Pass Yes 

Rusty McCulloh     
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5.4.7 Other Providers, Residents, Site PI, and Research Coordinators 

5.4.7.1 Goal 
The goal of training for other providers and residents who participate in the management (but not assessment) of 
infants with NOWS with the fundamentals of the ESC care approach appropriate for their clinical role. This will allow a 
cohesive clinical-team approach for management of infants with NOWS.   

The goal of training for the site PI and research coordinators is to provide an overview of the ESC training content.  

5.4.7.2 Who Attends 
Clinical team members who participate in the management of infants with NOWS, site PIs, and research coordinators. 
Physicians, physician assistants, nurse practitioners, fellows, residents, site PIs, and research coordinators should 
complete modules 1-3, listed below. Module 4 is optional but recommended.     

It is also recommended that all members of the clinical team who participate in the management of infants with NOWS, 
site PIs, and research coordinators complete one of the video and/or written case examples to better understand how 
the tool is operationalized.  

What (content) 1. General Care of the Infant with Neonatal Opioid Withdrawal Syndrome                                                      
Presenter: Dr. Elisha Wachman 

2. Trauma Informed Care: Providing Compassionate Evidence-Informed 
Care for Infants and Families 
Presenter: Dr. Lenora Marcellus 

3. Using the ESC Care Tool in Care of Opioid-exposed Newborns                                         
Presenter: Dr. Kate MacMillan   

4. Development of the ESC Care Tool for Care of Opioid-exposed Newborns                   
Presenter: Dr. Bonny Whalen* 

When  During the transition period, before clinical implementation of ESC 

 Module time ~1.75 hours 

Where  Online via the training platform or site training platform 

How  Can be completed independently or as a group, as site specific guidelines 

allow 

* This module is optional 

 

5.4.7.3 Tracking  
See section 5.4.6 

5.4.8 Just-in-time Training 
The goals of just-in-time training is to offer additional resources to gold-star raters who do not maintain 100% on IRRs 
and nurses who do not maintain ≥80% IRRs  (Section 7) and to offer these team members the opportunity to regain the 
required score. Other goals are to offer training resources for nurses hired after the initial onsite training and for nurses 
who may not have used the ESC care approach for some time.  

Who  

 

 Clinical team members who do not score ≥80% on IRRs, as 
noted in the protocol 

 Gold-star raters who do not score 100% IRRs, as noted in 
the protocol 
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 Clinical team members who did not receive initial site ESC 
training* 

 Clinical team members who have not recently cared for an 
infant with NOWS and desire a refresher 

Where 
 Online via the ISPCTN training platform or site learning 

management system 

How 

 Customized to site and individual, examples include: 

Plan 1: Review video cases 2-4 with ESC IRR tool exercises 
(Written Case 5-7 or Written Case 8) 

Plan 2: Review video cases 2-4 with Gold Star Rater, 
identify specific items with lower agreement and develop 
targeted coaching 

Plan 3: Role play written case teaching scripts with direct 
feedback/targeted coaching from Gold Star Rater for items 
of lower agreement 

Plan 4: Co-assess cases with Gold Star Raters using the ESC 
IRR tool or ESC Care Tool until able to demonstrate 100% 
(Gold Star Raters) or 80% (Bedside Nurses) agreement 

* These individuals should also watch the ESC Care Tool online module and are encouraged to watch 
the other online modules in addition to completing the just-in-time training 

 

6. ESC IMPLEMENTATION  

 

 

6.1 Preparing for ESC Implementation 

The study team advises sites to clinically implementing the ESC care approach during the Transition Period, so that sites 
can “practice” the ESC care approach before the first ESC period, when data collection will restart. A study team 
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member will clear sites for clinical implementation of the ESC care approach. Sites must meet the clinical readiness 
threshold and algorithm requirement before a study team member can clear a site for clinical implementation (see 
details below).  

6.1.1  Clinical Readiness 
A site can clinically implement the ESC care approach when it has trained and cleared enough nurses for independent 
use of the ESC care tool to consistently implement the ESC care approach. To clear nurses for independent use of the 
ESC Care Tool, nurses must score ≥80% reliability on the IRR tool or ESC Care Tool for 3 written cases (see section 
5.4.5.4).  

6.1.2  Algorithm 
A site must submit its ESC treatment algorithm that shows how the site revised its pharmacological treatment algorithm 
to an ESC treatment algorithm. A study PI must approve the ESC treatment algorithm before the study team can clear 
the site to clinically implement the ESC care approach. See Appendix C for algorithm conversion samples.    

6.1.3 Electronic Medical Record/Documentation 
The study does not require sites to include the ESC Care Tool in its electronic medical record (EMR). If a site does not 
include the ESC Care Tool in its EMR, the site should implement a documentation process during the transition period. 

6.1.3.1 Epic EMR Tip Sheet 
Please see Appendix D for the EPIC tip sheet. 

For questions regarding the ESC Care Tool EMR build in Epic, please contact the Epic analysts ****. When emailing ****, 
please be sure to copy Leslie Young.  The subject line should indicate that you are part of the ACT NOW ESC study.  

6.1.3.2 Cerner EMR Tip Sheet 
Please see Appendix E for Cerner tip sheet. 

6.2 ESC Implementation Tool Kit 

The following items will be available to nurses and clinical team members for implementation of the ESC care approach.  

 ESC Care Tool 

 ESC IRR  

 Parent education brochure. The parent education brochure (Appendix F) is a tool sites can use when 
collaborating with the primary caregivers in the care of their infants. It is designed to help primary caregivers 
learn the best ways to care for their infants. 

 Newborn care diary. The clinical team will encourage the primary caregiver(s) to record their infant’s feedings 
(timing and duration, and/or volume), sleeping (quality and quantity), and ability to be consoled, in the Newborn 
Care Diary (Appendix G). The clinical team should encourage parents/primary caregivers to document ESC 
behaviors in the newborn care dairy through the infant’s first 7 days of life (or until the time of discharge). Many 
families will benefit from continuing to use the Newborn Care Diary beyond this point.   

 Implementation Guide. Sites can use the implementation guide (Appendix H) as a quick guide to ensure that 
they have all steps in place to successfully implement the ESC care approach.  

6.3 ESC Implementation Optimization 

The ESC faculty and ESC training team will host meetings that will support sites in the current ESC phase and prepare 
sites for the next ESC phase. These meetings are described below.  

Pre-implementation Site Meeting. Meeting with individual sites and study PIs to discuss questions/concerns about 
training and implementation.  

Group Coaching Sessions. Coaching session with all site champions in a block and ESC faculty. Occurs approximately 
once every 4 weeks until the Transition Period ends. These sessions will cover common problems and solutions for site 
training, remediation, and ESC care approach implementation.  
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Post-ESC Intervention Period Meeting. Group meeting with all site champions in a block and ESC faculty to ask 
questions/discuss problems about ESC implementation. Occurs once approximately 3-4 weeks after site enters first ESC 
Intervention Period.  

Site Coaching Sessions. Will occur as needed with individual sites and the site’s ESC faculty coach, which the DCOC will 
assign during the 3-day virtual site champion training.  

ESC Intervention Education Meetings. Once sites move into the first ESC Intervention Period, site champions and others 
needed to optimize ESC implementation at the site should attend monthly educational meetings. Listed below are 
sample discussion topics for these meetings.  

1. Providing Comprehensive & Compassionate Care for Opioid-Exposed Newborns and their Families through 
Prenatal Education & Outreach  

2. Short-term and Long-term Effects of Ploy-substance Exposure and Caring for Newborns when Moms are Actively 
Using Substances 

3. Benefits of Parental Presence/Rooming-In and When Need for Safe Sleep and Parent/Caregiver Self-Care 
Conflicts with Goals for Rooming-in  

4. Benefits of Breastfeeding for Opioid-exposed Newborn & Brainstorming (Breast) Feeding Challenges  

5. When Staff and Parents Conflict on Infant Care Recommendations  

6. Planning for Safe & Successful Transitions to Home 

6.3.1 Sample Meeting Schedule 

Monday Tuesday Wednesday Thursday Friday 

01 02 03 04 05 

Block 4: Pre-implementation site meeting-----------------------------------------------------> 

08 09 10 11 12 

  

 

Block 2: Group Coaching 
Session 

    

15 16 17 18 19 

  
Block 4: 3-Day Virtual Site Champion Training 

  

22 23 24 25 26 

   Block 1: ESC Intervention 
Education Meeting 

    

29 30 31 01 02 

  

  

Block 2: Post ESC 
Intervention Pd. Call (last 

individual call) 

    

 

7. MAINTENANCE OF FIDELITY 
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7.1 ESC Inter-rater Reliability (IRR) 

7.1.1 During Implementation Phase of Transition Period 
If there are more than 4 weeks between a site clinically implementing the ESC care approach and the first ESC 
Intervention Period, the site will evaluate 3 gold-star raters and 10 nurses, using the IRR tool with Written Case 5 or 
Video Case 2 in REDCap (see Appendix I for instructions). Each selected gold-star rater and nurse will complete 1 IRR 
assessment. 

If a gold-star rater does not maintain 100% reliability or if nurses do not maintain ≥80% reliability, he or she will utilize 

just-in-time training (see section 5.4.8). When staffing allows, care team members who have consistently scored less 
than 80% reliability should not be assigned to care for infants with NOWS until improved reliability is demonstrated 
through the just-in-time training process. 

Each site will report completion of the required IRR assessments during the transition period (if clinical 
implementation occurs greater than 4 weeks from the first ESC Intervention Period) to their study manager. If a site 
does not complete the required IRR assessments, the site must submit a protocol deviation form and the site will 
make a note to file on why they were unable to meet this requirement. 

7.1.2 During ESC Intervention Periods 
During the ESC intervention periods, sites will evaluate 3 gold-star raters and 10 nurses. Each selected gold-star rater 
and nurse will complete 1 IRR assessment. Sites may complete the IRR assessment with Written Case 5 or Video Case 2. 
For each assessment round during each period, sites will attempt to include gold-star raters and nurses who have not 

previously completed a reliability assessment. If a site does not complete the required IRR assessments, the site must 
submit a protocol deviation form and the site will make a note to file on why they were unable to meet this 
requirement. The protocol study team anticipates that each gold-star rater and nurse will maintain 100% and ≥80% 
reliability in scoring, respectively. If gold-star raters or nurses fail to maintain 100% or ≥80% reliability, the site will utilize 
just-in-time training (section 5.4.8) until these gold-star raters and nurses achieve 100% and ≥80% reliability, 
respectively.  See Appendix I for instructions. 
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7.2 ESC Implementation Process Evaluation 

7.2.1 During ESC Intervention Periods 
Once a site is cleared to implement the ESC care approach and enters into the ESC Intervention Periods, the site will 

evaluate 1 nurse per ESC Intervention Period, using the ESC Implementation Process Evaluation Form in Appendix J. Sites 

will complete the evaluation with an infant and caregiver. Sites will complete this form on paper and retain at the site. 

Coordinators and PIs at each site will report the completion of the Implementation and Process Evaluation form once 

during each study period to their study manager. Communication between coordinators and gold-star raters at each site 

will be key to ensure the implementation of the ESC Care Approach is evaluated. 

8. ENTERING SITE-LEVEL DEVIATIONS IN REDCAP 

To enter a site-level protocol deviation, such as IRR and implementation process deviations, please follow the steps 
below. 

1.  Log into ACT NOW REDCap and click on “My projects” on the top of the page. 

 

                         

                         Figure 8.1 My Projects tab 

 

2. Select the appropriate project – “ACT NOW ESC Site-Level Deviations(Only for sites currently implementing 
ESC).” Note that all users with access to the ACT NOW ESC Production project should also have access to this 
project. 

                         

                   Figure 8.2  Project for ESC  Site-Level Deviations 

 

3. To enter a site-level deviation, select “Add/Edit Records” from the menu bar on the left-hand side. 
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                                                 Figure 8.3 Add/Edit Records 

4. Click on the green button “Add new record.” The system will auto-generate a record ID sequentially for your site 
and will take you directly to the “Site Deviation Form.” 

                
              Figure 8.4 Creating a new record 
 

5. Enter all information pertaining to the deviations into sections A, B, and C. Make sure to enter answers for all 
required questions.  

 

 

            Figure 8.5 Data entry in the form  
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5. Once the form has been completed, select “Complete” and click “Save & Exit Form.”  

                   
              Figure 8.6 Form completion  
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APPENDIX A: ESC CARE TOOL AND DEFINITIONS 
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APPENDIX B: ESC IRR TOOL 
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APPENDIX C: CONVERSION OF PHARMACOLOGICAL TREATMENT ALGORITHMS 

Appendix C provides examples of algorithm conversions, from Finnegan-based pharmacologic treatment algorithms (left) to ESC-based algorithms (right). These 
are examples ONLY. Once your site has converted your pharmacologic treatment algorithm for use with ESC, please submit your algorithm to Leslie Young, Kathy 
Edwards and DeAnn Hubberd for general review. If your site needs assistance converting your treatment algorithm, please email Leslie Young, Kathy Edwards, or 
DeAnn Hubberd 

Morphine 
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Methadone 
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Buprenorphine 
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APPENDIX D: ESC CARE TOOL EPIC TIP SHEET 

ESC EPIC Flowsheet Example 

Example of the ESC flowsheet from an end-user’s perspective. Additional information is available on the training portal. 
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APPENDIX E: ESC CARE TOOL CERNER TIP SHEET 

ESC Cerner Flowsheet Example 

Example of the ESC flowsheet from an end-user’s perspective. Additional information is available on the training portal.  
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PENDIX F: PARENT EDUCATION BROCHURE 
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APPENDIX G: NEWBORN CARE DIARY SAMPLE PAGES 
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APPENDIX H: IMPLEMENTATION GUIDE 

Establish Team 

 Include key stakeholders: consider inviting nurse managers, nurse educators, nurse champions, outpatient and 
inpatient provider champions, parent representative, home visiting, recovery or other community supports, etc. 

 Schedule regular meetings to plan and implement ESC Care Tool and ESC care approach. 

 Review “Potential Challenges and Possible Solutions”.  

 Plan for standardized documentation (paper vs EMR flowsheets and Smart Phrases). 

 Create timeline for education and implementation. 

Education Plan 

 Participants Goals Methods 

Provider OB 

Pediatrics 

Family Medicine 

Treatment Specialists 

Inpatient Providers 
Outpatient Providers 

Establish provider buy-in 

Familiarize providers with ESC Care Tool 

Share timeline 

Share educational resources 

Discuss concerns 

Answer questions 

Email introduction 

Live education (grand 
rounds, trainee 
education, lunch-and-
learns, etc.) 

 

Staff Nurses  

Pharmacists 

Transport teams 

Providers 

Establish staff buy-in 

Teach staff to use ESC Care Tool with >80% 
interrater reliability 

Share implementation timeline and 
educational resources 

Discuss concerns and answer questions 

Live education 

(offer multiple sessions 
near change of shift at 
varying times to capture 
all staff) 

 

Parents Parents 

Other family 

Friends 

Parents understand and expect ESC 
approach 

Parents plan for presence in the hospital 
and respite supports 

 

Update prenatal 
messaging 

Educate prenatal 
providers 

Share standard parent 
education pamphlet  

 

Enhance Staff Support 

 Create ESC Resource Binder and make available in a common space or via intranet.  

 Establish gold-star rater team and schedule at least one gold-star rater on each shift if possible. 

 Debrief and review cases regularly with implementation team and bedside staff. 

 Maintain Independent Study Tool for ongoing staff training.  
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APPENDIX I: ENSURING FIDELITY OF IRR SCORES 

Please use Video Case 2 or Written Case 5 (links below) to complete the IRRs. These cases will function like Written 
Cases 5-8 that were completed during the 3-day Site Champion Training. Sites may also complete IRRs using the paper 
ESC Care Tool or IRR Tool and Written Case 5. If a site chooses to complete IRRs on paper, please upload the completed 
IRRs here: ****    

Video and Written Cases 

1. Select 10 nurses and 3 gold-star raters to assess and provide them one of the case links below. Nurses and gold-

star raters can complete one of the two cases, either Video Case 2 or Written Case 5. 

a. Video Case 2: **** 

b. Written Case 5: **** 

 

2. The link will open to this screen. Complete the questions. If you need to save and return to the survey later, 

scroll to the bottom of the screen and click “Save & Return Later” (see screen shot on next page).  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  

 

If desired, you can download a Word 
version of the case with a blank ESC Care 
Tool.  
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3. Once you complete the questions and are ready to submit your answers, click “Yes” by “Are you ready to score 

your full ESC Care Tool.”  

 

 

4. When you click “Submit”, you will be taken to this screen where you will find your IRR score for the case. 

5. For written cases, you may download the case rating-key and algorithm. 

6. For all cases, download your survey responses and record the IRR score on the response sheet.  

7. Submit the response sheet with the recorded IRR score to the research coordinator or the person responsible 
for collecting completed IRRs.  

8. Keep responses and scores at site for monitoring/auditing visits. 

  

IRR score 

Download responses. Your score 
will not print with this download. 
Please record your IRR score on the 
response sheet. 
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Completing IRR on Paper 

If completing IRRs on paper, please use Written Case 5 and complete the following steps.  

1. Score the case using the Written Case 5 Rating Key  

2. Document the score on the paper case form 

3. Confirm the following is on the form for the person completing the case 

a. first and last name  

b. Role – gold-star rater or nurse 

c. Date case completed 

d. Site name 

1. Upload paper IRRs here: **** 
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APPENDIX J: ESC IMPLEMENTATION PROCESS EVALUATION FORM 
 

 

         ACT NOW ESC Protocol 
                                                                               Implementation Process Evaluation                                                 09/03/2020 

                        

ACT NOW           Page 1 of 1                      Completed by: _______ 

IMPLEMENTATION PROCESS EVALUATION FORM 

Team Member being evaluated: ______________________ 

Gold Star Rater: ___________________________ 

Date of Evaluation: __ __/__ __ __/__ __ __ __ 
                                       DD        MON           YYYYY                                                                  

Instructions:  The Gold Star Rater will evaluate the team member listed above for ESC Care Tool implementation.  

Note: This evaluation should be performed during an ESC assessment that the parent/caregiver is present for. 

EVALUATION CRITERIA  Gold Star Rater 

The nurse reviewed ESC behaviors with the parent/caregiver(s) since the last 
assessment using the Newborn Care Diary? or via conversation? 

Yes       No       N/A* 

The nurse reviewed signs of withdrawal with the parent/caregiver(s) since the last 
assessment using the Newborn Care Diary? or via conversation? 

Yes       No       N/A* 

If during this assessment the infant had ‘Yes’ for any ESC item or ‘3’ for ‘Consoling 
Support Needed’ a ‘Formal Parent/Caregiver Huddle’ was performed.  

Yes       No        

If the infant had ‘Yes’ for any ESC item or ‘3’ for ‘Consoling Support Needed’ on the 
previous assessment and the infant continued to have a ‘Yes’ for any of the ESC item or 
‘3’ for ‘Consoling Support Needed’ (or other significant concerns were present) on the 
current assessment, a ‘Full Care Team Huddle’ was performed. 

Yes       No        

 

NPIs were maximized to fullest extent possible in infant’s clinical setting Yes       No       N/A* 

Rooming-In Yes       No       N/A* 

Parent/caregiver presence Yes       No       N/A* 

Skin-to-skin contact Yes       No       N/A* 

Holding by parent/caregiver/cuddler Yes       No       N/A* 

Safe & effective swaddling Yes       No       N/A* 

Optimal feeding  Yes       No       N/A* 

Non-nutritive sucking Yes       No       N/A* 

Quiet, low light environment Yes       No       N/A* 

Rhythmic movement Yes       No       N/A* 

Additional help/support in the room Yes       No       N/A* 

Limiting # of visitors and duration of visit(s) Yes       No       N/A* 

Clustering care Yes       No       N/A* 

Safe sleep/fall prevention Yes       No       N/A* 

Parent/caregiver self-care & rest Yes       No       N/A* 

 

*Not Applicable/Attainable.  

 

_____________________________________________    __ __/__ __ __/__ __ __ __ 

Printed Name of Gold Star Rater       Date 

_____________________________________________    __ __/__ __ __/__ __ __ __ 

Signature of Gold Star Rater        Date 
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APPENDIX K: ESC TRIAL SCHEDULE  

The figure below is an overall snapshot of study dates and blocks. See the next page for a table of study dates by block.   

 


