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Abstract 

PURPOSE: The purpose of this feasibility study was to explore the use of a nurse-centered 

intervention, the Critical Caring Program, with family members of critically ill adults. The 

intervention was a series of therapeutic conversations with a family member, beginning in the 

ICU and following patient discharge from the ICU.  

FRAMEWORK: The Family Adjustment and Adaptation Response Model (Patterson, 1988) 

provided the conceptual framework; the intervention was adapted from the Calgary Family 

Assessment and Intervention Model.  

DESIGN:  A randomized, controlled design with two groups (usual care and intervention) was 

used to assess the feasibility of the intervention. A convenience sample of 19 adult family 

members were recruited from an 18-bed ICU from October 2021–January 2022. 

RESULTS: 151 family members were screened for participation; 40 who were eligible and 19 

were enrolled. Overall retention was 58% for the intervention group; 62% for the usual care 

group. Outcomes revealed no statistically significant differences between groups or changes 

within groups. The nurses viewed the training and conversations as positive but identified 

incorporating the visits into routine practice as challenging.  

CONCLUSION: The Calgary Family Intervention Model is a useful model for addressing 

families’ need for communication and support. Additional research is needed on incorporating 

therapeutic conversations into critical care nursing practice. 

 

Key Words: Calgary Family Assessment Model/Calgary Family Intervention Model, Critical 

Illness, Family Nursing, Patterson’s Family Adjustment and Adaptation Model, Post-Intensive 

Care Syndrome, Therapeutic Conversations 
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Five million patients are admitted to intensive care units each year, at a cost of 108 

billion dollar annually (Halpern n.d.).  Beyond the obvious financial costs of an intensive care 

admission, there is significant burden to the patient and family members. An evolving body of 

literature is demonstrating the long-term impact of critical illness on both the patient and the 

family (Needham et al., 2012). Critical illness of a loved one often places the family member in 

an unfamiliar environment where they need to make treatment and end-of-life decisions. This 

experience can result in significant psychological sequalae for families including anxiety, 

depression, complicated grief, and posttraumatic stress disorder (PTSD) (Azoulay et al., 2005; 

Kentish-Barnes et al., 2015; Pochard et al., 2005). The prevalence of these mental health 

conditions in family members is reported to last from admission to 6 months and beyond (Table 

1). 

Anxiety and Depression 

 Family members of ICU patients experience anxiety and depression independent of 

patient survival, with in-hospital prevalence as high as 73.4% for anxiety and 35.3% for 

depression (Pochard et al., 2005). In Pochard et al.’s study (n=544) anxiety was associated with 

patient illness severity (1.017, CI 95% 1.002 -1.032, p = .02), patient age (0.984, CI 95% 0.971- 

0.997, p = .01) and spousal relationship (2.085, CI 95% 1.259-3.453, p=.004). Depression was 

associated with illness severity (1.015, CI 1.003-1.028, p=0.015), patient death in the ICU 

(2.092, CI95% 1.184-3.699, p=.011), and patient age (0.981, CI 95% 0.968 – 0.994, .004) 

(Pochard et al., 2005). Depression in family members may persist beyond hospitalization, with 

Cameron et al. (2016) reporting the existence of clinical symptoms of depression to be as high as 

43% at 12 months in family members of patients who had received 7 or more days of mechanical 

ventilation in the ICU.  While, symptoms decreased for most family members, 16% reported 
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experiencing persistent symptoms (Cameron, et al., 2016).  In this study (N=280), for caregivers, 

more depressive symptoms was associated with being a younger family member (-1.43, -2.51 - -

.35, < 0.01), having less social support (-2.46, -3.24 - -1.67, p<0.001), and less perceived control 

over life  (-4.04, -4.83 - -3.25, p<0.001) (Cameron et al., 2016).  Anxiety and depression in 

family members following critical illness is multidimensional, with both patients and family 

member characteristics contributing to risk. In addition to anxiety and depression, family 

members may also experience Posttraumatic Stress Disorder (PTSD) which will be described 

next. 

Posttraumatic Stress Disorder 

PTSD is a set of symptoms in 4 categories related to a traumatic event (Kirkpatrick & 

Heller 2014). The 4 categories are intrusion/re-experiencing symptoms, avoidance, negative 

cognition and mood, and hyper-arousal. Unlike acute stress disorder, in which symptoms last less 

than a month, PTSD persists longer (Kirkpatrick & Heller 2014). The ICU experience can be a 

traumatic experience for family members and there is a growing body of evidence on the 

prevalence of PTSD in families following critical illness (Table 1).  In a sample of 284 family 

members surveyed 90 days after ICU discharge or death of a relative, Azoulay et al. (2005) 

reported that greater than one-third of family members experienced PTSD.  

Azouly et al. (2005), demonstrated using multivariate regression that families (N = 284) 

who perceive information in the ICU as inadequate have a higher PTSD score (+5.53, SD 1.47,  

p=0.0002), and family members that participated in everyday decisions ( +5.86, SD 1.64 

p=0.0004) had higher scores using the Impact of Events Scale. However, Anderson et al. (2008) 

in a study with 50 family members did not find an association between PICS-F and decision-

making style (n.r.).  
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 The identification and treatment of psychological distress in family members is important 

as they may serve as caregivers for individuals recovering from critical illness (Johnson et al., 

2019; Van Pelt et al. 2006). Developing effective interventions could reduce morbidity in family 

members, and possibly facilitate the recovery of the individual experiencing critical illness. 

The purpose of this family-related feasibility study is to explore the use of a nurse-

centered intervention, called the Critical Caring Program, with family members of critically ill 

adults. This study will be guided by the Family Adjustment and Adaptation Response Model 

(Patterson, 1988). The Critical Caring Program is an adaptation of the Calgary Family 

Assessment and Intervention Model (Shanjani & Snell, 2019).  The Critical Caring Program will 

integrate therapeutic conversations and family education in an attempt to reduce PTSD and 

improve mental well-being among family members following critical illness of a relative. The 

specific aims are to: 

Aim 1: Describe  the feasibility of using the Critical Caring Visits intervention with family 

members of loved ones in the ICU (including recruitment, enrollment, randomization, 

intervention fidelity, and data collection process).  

Aim 2: Evaluate the preliminary efficacy of the intervention to  influence appraisal of health, 

self-efficacy, PTSD, mood, and anxiety. This aim will help determine standard deviations and 

within-person correlations for the outcomes. 

Aim 3: Explore family members’ and Nurse Interventionists’ qualitative experiences with the 

Critical Caring Program. This aim will help with adapting study procedures for the future-

powered study. 

Post Intensive Care Syndrome in Families 
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The term postintensive care syndrome was developed during a conference of critical care 

stake holders to represent the physical, cognitive, and mental health consequences of critical 

illness (Needham et al., 2012). The concept was extended to families and termed Postintensive 

Care Syndrome -Families (PICS-F). PICS-F represents the mental health consequences of having 

a family member in an intensive care unit. This syndrome includes anxiety/acute stress disorder, 

depression, PTSD and complicated grief (Needham et al., 2012).  Family members may also 

experience one disorder or a combination of the symptoms of PICS-F. In one study 72.3% of 

family members had severe anxiety and 40% had severe depression 90 days after discharge or 

death (Azoulay et al., 2005). Families have also reported a high burden of other physical and 

emotional symptoms including tiredness, sadness, being scared and poor appetite (McAdam et 

al. 2010).  The symptoms of PICS-F decrease over time for many individuals, but for some may 

still be present at one year (Cameron et al., 2016). Table 1 displays the prevalence of these 

disorders in selected studies on family members and caregivers of critically-ill adults over time. 

 Several studies have examined the risk factors and patient characteristics, associated with 

PICS-F. Risk factors include being of younger age (Cameron et al., 2016; McAdam et al., 2010), 

being female (McAdam et al., 2010), and having less social support and less sense of control 

over one’s life (Cameron et al., 2016). In a small sample of 50 participants, Anderson et al. 

(2008), found a significant relationship between family member age and anxiety and depression 

at 1 month (46 y. vs. 57 y., SD= 12,  p = .02), but this difference disappeared by 6 months (n.r.). 

PTSD screening during hospital admission positively predicts PTSD at 3 and 6 months (75% and 

80% sensitivity; 92% specificity at 3 months and 95% specificity at 6 months (Choi et al., 2018) 

signaling a benefit to screening. Caregivers who reported increased caregiver strain had higher 
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rates of anxiety (r2= 0.8477, p <.001), depression (X2, n.r., p < .001), and symptoms associated 

with PTSD  ( n.r., p =.03 (McPeake et al., 2016).  

 The literature to date on PIC-F provides insight into the family members at risk for 

anxiety, depression, and PTSD and identifies targeted populations for intervention. As the 

following review demonstrates limited interventions for PICS-F have been tested to date. 

Postintensive Care Syndrome Family Interventions   

Despite the recognition that research is needed in the area of family support and 

communication (Davidson et al., 2017), to date few interventions addressing PICS-F have been 

tested.  The most frequently studied intervention was the use of intensive care unit diaries 

(Aitken et al., 2017; Garrouste-Orgeas et al., 2012; Johansson et al., 2015Jones et al., 2012;). In 

studies with small samples (Jones et al., 2012; Garroust-Orgeas et al., 2012) the use of diaries did 

decrease PTSD. In addition, qualitative findings (Johnson et al., 2015) indicated the diaries 

fostered a sense of connection with the patient but may also raise negative feelings such as guilt. 

Other interventions included communication support, family navigators, stress reduction 

programs, health promoting conversations, and family involvement in rituals (see Appendix B 

for Table 2 Studies Evaluating Interventions to Address PICS-F). Several palliative care 

interventions have been tested (Carson et al., 2016, Braus et al., 2016, Creutzfelt et. al., 2017), 

and while palliative care rounding increased family meetings, these studies did not reduce PICS-

F in families. Interventions focused on communication and support have had mixed results.   

Several researchers have explored family support and communication, including using a 

nurse or social worker to deliver the intervention. Curtis et al. (2016) conducted a randomized 

control trial with communication facilitators with the goal of increasing family and clinician self-

efficacy expectations regarding communication. The communication facilitator was  a registered 
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nurse or social worker who interviewed families to understand communication, concerns and 

needs; shared the concerns with the clinical team, facilitated and participated in family meetings, 

and provided 24-hour follow-up up after  the patient was discharged. No significant reduction in 

anxiety (b=-0.890, 95% CI -3.100 to 1.1320, p=.430) or  posttraumatic stress (b= -3.515, 95% CI 

-7.124 to 0.095, p=0.056) was found, but a significant decrease in depressive symptoms occurred 

at 6 months (b=-2.365, 95% CI -4.305 to -0.425, p = 0.017).  

The PARTNER Trial (Pairing re-engineered ICU team with nurse-driven support and 

relationship building), conducted daily check-ins with the family members by nursing as well as 

family meetings with the interdisciplinary team on days 2 and 7of the hospital stay. However, in 

this sample (N = 1420) there were no significant reduction in depressive symptoms (11.7 vs 12.0 

beta coefficient -.34 95% CI -1.67 to .0.99 p = .61) or stress (21.2 vs 20.3 beta coefficient 0.90; 

95% CI -1.66 to 3.47; p=0.49); however,  the quality of communication was rated higher in the 

intervention group (69.1 vs 62.7, ; beta coefficient , 6.9; 95% CI , 2.57 to 10.2; p=0.001)(White 

et al., 2018).  

 Two pilot studies, both with nurse-driven interventions that extend beyond 

hospitalization, showed promise. Torke et al. (2016), in a study of 26 surrogate decision makers,  

implemented the role of the family navigator. The conceptual premise of this role is that 

surrogate and clinician communication has two dimensions; information and support (Torke et 

al., 2016). The family navigator, an experienced critical care nurse, completed an introductory 

meeting with families, provided information and emotional support, participated in family 

meetings, and completed post-discharge phone calls at three days and two weeks. The 

intervention group did not have significantly lower PTSD scores (4 vs 5, p >.99), depression (7.1 
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vs.4.2, p=.34), or anxiety (5.7 vs. 3.9, p = .32). Though the surrogate decision-makers that 

participated agreed or strongly agreed that they would recommend the family navigator. 

 Health promoting conversations have been proposed by Agren et al. (2019) as an 

intervention to address family functioning and well-being. Health promoting conversations are 

conducted by a registered nurse and focus on reflection to change beliefs. In this study, Forty-

five family members, from 17 families, participated in post-discharge health promoting 

conversations. Family members were recruited from 2 ICUS and had to have a relative that was 

admitted to an ICU for greater than  72 hours and survived the hospitalization. There were a total 

of three conversations for each participant. Family functioning, as measured by General 

Functioning subscale from the McMaster Family Assessment Device, was significantly 

improved at 12 months (1.7 vs. 1.5 p = 0.03). Social functioning (61.8 vs. 82.9, p = 0.02) and 

mental health (75.3 vs. 87.3, p = 0.01) also significantly improved in the experimental group 

(Agren et al., 2019). 

 Interventions to address PICS-F are limited. Diaries are the most frequently studied 

intervention and may reduce PTSD. A variety of communication and support interventions have 

been tested with mixed results. Curtis demonstrated that communication facilitators may reduce 

depression, but not anxiety or PTSD. However, while other interventions, such as a family 

navigators, were feasible and well-received, PICS-F was not impacted (Torke, 2016). Agren’s 

study, in which therapeutic conversations were delivered post hospitalization, improved family 

function and may provide direction for further study. The impact of a nurse-led, family-based 

support and education intervention that is delivered over the course of hospitalization and post-

discharge is not known.  
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The Critical Caring study is the first study to incorporate the Family Adjustment and 

Adaptation Response Model (Patterson, 1988). In addition, this is one of the few studies to 

approach the prevention of PICS-F from a family perspective, utilizing a family framework.  

Therapeutic Conversations Literature Review 

 A therapeutic conversation is a dialogue occurring within a nurse-person relationship, 

incorporating family nursing interventions, with the goal of facilitating healing (Bell, 2016). 

These conversations are sensitive to language, culture and context (Bell, 2016.) Excluding the 

Agren study (2019), there is limited research on the impact of therapeutic conversations in the 

critical care field. However, the effectiveness of therapeutic conversations has been 

demonstrated in other populations. 

 Gisladottir has tested a therapeutic conversation intervention in family members of 

people with eating disorders (Gisladottir et al., 2011; Gisladottir et al., 2016) and caregivers of 

adolescents with ADHD (Gisladottir, 2017). The Therapeutic Conversation Intervention consists 

of both group and individual interviews focused on education, individual tasks such as 

monitoring behavior in a new way, and therapeutic conversations based on the CFIM and 

CFAM.  In studies by Gisladottir et al, family members valued the intervention (90-96%, 

Gisladottir, 2016),  significant improvements were demonstrated in participants attitude toward 

illness understanding (?t(15)=2.78, =0.014; Gisladottir et al. 2011), family support (41.6 vs. 49.6, 

F= 9.3, p< .001; Gisladottir et al., 2016), and overall quality of life (51.3 vs 59, F=4.9, p=.024; 

Gisladottir et al., 2016; p = .002; Gisladottir et al., 2017). In the 2016 study with caregivers of 

individuals with eating disorders, the participants also demonstrated a significant increase in 

caregiving self-efficacy in managing disruptive behavior (77.2 vs 85, F= 5.6, p=.008; Gisladottir 

et al.; 2016).  
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 Therapeutic conversation interventions have also been tested in family caregivers in 

palliative home care (Petursdottir and Svavarsdottir, 2019). Using the FAM-strengths-oriented 

therapeutic conversation (FAM-SOTC)  intervention, two 60-90 minute conversations occurred 

with family members. The foundation of the FAM-SOTC are the CFAM/CFIM, the Illness 

Belief Model, and the Resiliency Model. In this study, therapeutic conversations significantly 

improved perceived support from the healthcare team (F=51.24, p<.0001). Depression and 

anxiety were not significantly decreased, but there was a significant decrease in total reported 

stress symptoms (F=4.28, p=.029). 

 In summary, therapeutic conversations may improve family functioning (Agren et al., 

2019), social functioning (Agren et al., 2019), and positively impact perceived emotional and 

cognitive support (Gisladottir et al., 2016; Petursdottir & Svavarsdottir, 2018). However, it is 

unclear if therapeutic conversations reduce anxiety, stress, and depression in families. The 

purpose of this study is to determine the feasibility of a therapeutic conversation intervention in 

adults of critically ill individuals, using the Family Adjustment and Adaptation Response Model. 

The use of this framework is limited in critical care.  

Theoretical/Conceptual Framework  

The Family Adjustment and Adaptation Response Model was developed by McCubbin 

and Patterson, two family social scientists, and later refined by Patterson (1988). The first model 

was based on research with families that had a husband or father held captive or missing in 

Vietnam and was titled the ABC-X framework (Patterson, 1989).  Patterson recognizes that all 

stress theories are founded in three conceptual domains: a source, a mediator, and outcomes. The 

definition of these three domains differs based on physiologic, psychological or sociological 

perspective. The Family Adjustment and Adaptation Response Model considers three level of 
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systems (person, family, and community) and identifies linkages across the three disciplinary 

perspectives (Patterson, 1989). 

Patterson proposed that families use adaptive capabilities to meet demands, throughout a 

cycle of adjustment, crisis, and adaptation. Homeostasis is achieved when capabilities meet 

demands, but family outcomes exist on a continuum from adjustment (positive) to adaptation 

(negative). Adaptation results in positive physical and mental health, optimal role functioning 

and maintenance of the family unit. Capabilities used by families include the individual and 

family’s resources and coping to meet demands, including stressors and strain. The meaning a 

family ascribes to the situation (cognitive appraisal) also impacts homeostasis. The important 

concepts in the FAAR are identified in Table 3.  Patterson identified five types of coping: reduce 

the number and intensity of demands, call upon additional resources, maintaining existing 

resources, managing other strains, and cognitive appraisal (Patterson, 1988).  

Patterson identifies both acute and chronic illness as a demand. Critical illness places a 

significant stress on an individual and family unit, potentially initiating crisis. Patterson suggests 

the model can influence clinician’s practice in two ways. Clinicians can reduce ambiguity for 

families through information sharing and supporting shared meaning. During illness, clinicians 

can also assist the family in reducing demands and identifying capabilities (Patterson, 1988). 

 

Application of the Family Adjustment and Adaptation Response Model 

 

 The Critical Caring Program, adapted from the Calgary Assessment and Intervention 

Model,  consists of three components to support the family in reducing demands, increasing 

capabilities and considering both global and situational meaning. The three program components 

are: 

• Therapeutic Conversations: This component of the program recognizes that 
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conversation can be healing (Wright, 2015). By establishing trusting, collaborative 

relationships with the family, the nurse can provide a nonjudgmental environment to 

reflect on the meaning of the illness experience, consider restraining beliefs, and develop 

strategies for addressing demands and strengthening capabilities. 

• Education: Admission to the intensive care unit can cause uncertainty for both the 

patient and families. The Critical Caring program focuses education on the ICU 

environment, the role of the family member and the transitions family members may 

experience as part of critical illness. 

• Resources: Critical illness is a significant stressor that may results in crisis for both the 

patient and family. Crisis can be mitigated by strengthening the family’s capabilities to 

meet the demands of the illness. By supporting the family in identifying personal, 

family, and community resources the nurse can strengthen the family’s capabilities. 

These may include consults to social work, support within the family system, or services 

identified between nursing and case management.  

The Calgary Family Assessment and the Calgary Family Intervention Model (CFAM/CFIM) 

has been identified as one of the four leading assessment models by the International Council on 

Nursing (Leahey & Wright, 2015). The CFAM provides a framework for family assessment 

based on structural, development and functional domains. Wright and Leahey have also 

developed an abbreviated assessment, the 15-min family assessment, that will be used in this 

study. The CFIM categorizes nursing interventions by cognitive (family ideas, opinions, beliefs 

or knowledge), affective (emotions), and behavioral (how family members interact or behave 

with each other). Table 4 outlines the interventions that may be utilized to address each of the 

FAAR components and the hypothesized impact on the mediating variables. The Critical Caring 
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Model Components are identified in Figure 1. 

 

Methods 

 This feasibility study will use a randomized controlled trial design to examine the 

feasibility of implementing the Critical Caring program with adult family members of critically-

ill adults. Potential participants will be identified by the PI by reviewing the electronic medical 

record of patients admitted to one of seven adult  ICUs at a tertiary care facility in the Northeast 

United Sates. The PI will then review potential patients with the Nurse Interventionist for 

additional information on the family members. The Nurse Interventionist is the Attending Nurse 

in the ICU in which this research will be conducted.  After securing a HIPAA waiver from the 

IRB, the PI will review screen the records for inclusion/exclusion criteria for potential 

participants with the Attending Nurse and ask permission to approach the family to describe the 

study and potentially obtain consent.   The study participants are the family members of the 

critically ill adult. The role and responsibilities of study team members are outlined in Table 5 

Roles and Responsibilities of Study Team  

 Potential participants will be screened using inclusion and exclusion criteria (see Table 6) 

and those who meet eligibility requirements will be approached, either in person or via phone, 

for participation by the Primary Investigator (PI). The study will be explained and the PI will 

review the benefits of the study and obtain informed consent. All participants who agree to 

participate will be asked to complete an initial demographic and behavioral measures survey 

(Appendix, Form A) via REDCap an electronic data capture tool hosted by Partners Healthcare 

Research Computing Enterprise Research Infrastructure and Services (ERIS) group (Harris et al., 

2009).).  Participants will be randomized 1: 1 to either the control or intervention group. 
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 Both the intervention and control group will follow usual care. Usual care is defined as 

emotional and educational support provided by the clinical team including the medical team, 

nursing team and a unit-based social worker.  Patient and family education is provided by the 

patient’s nurse. The unit has a unit-based Attending Nurse who will meet with families as 

needed, determined by the patient’s nurse. Social Worker support is by consultation.  For the 

control group, a log of visits by the Attending Nurse, Social Worker and Chaplaincy will be kept 

at the patient’s bedside, this will be recorded by the PI after obtaining the information from the 

patient’s nurse. 

 The intervention group will participate in the Critical Caring Program in addition to usual 

care. The Critical Caring Program consists of four structured visits. Table 7 Critical Care Visit 

Objectives outlines the objectives within each of the visits. There are three components to the 

program: therapeutic conversations, education, and consultation. The visits will be conducted by 

a RN who is not assigned as the nurse caring for the patient. The same nurse (as much as 

possible) will conduct all the visits with the family member. The RN Interventionist will attend a 

4-hour educational session that is delivered by the PI and outlined in the Intervention Manual. 

 

Sample 

 A convenience sample of 20 (10 per treatment group) family members at a tertiary 

medical center in the northeastern United State will be invited to participate.  Sample size was 

selected based on logistical considerations. For a confidence level of 95%, precision was 

estimated at 20%.   All eligible participants who meet the inclusion criteria (Table 6) will be 

invited to participate. 

 The data collection procedures will be administered online via email using REDCap. 

Participants who do not have email will be excluded from the study. 
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 This feasibility study will not include non-English speakers as the sample is small and the 

aims are to test the feasibility of delivering the intervention.  There may be no direct benefit from 

participation in this study so non-English speakers are not being excluded from a study that 

conveys a likely benefit to them.  

Setting 

 Participants will be recruited from an 18-bed medical-surgical intensive care unit in a 

tertiary medical center in the Northeast United States. The total admissions in this unit during 

fiscal year 2020 were 1,209 with weekly admissions averaging 23 per week. The average length 

of stay is 14.37 days with 58% of patients admitted under medicine, 15% under surgery and the 

remaining patients are admitted by neurosciences, orthopedics, thoracic surgery, transplant and 

vascular surgery. The most frequent diagnosis for the past fiscal year were sepsis, COVID 19, 

and alcoholic cirrhosis; these diagnoses represent 22% of the admissions.  

Procedures 

IRB Approval will be sought at the recruitment site and a reliance agreement will be sought 

between the study site and the PI’s graduate school before any study procedures occur. 

Recruitment 

 The PI will review the medical record for new admissions to the unit and will then review 

potential participants with the Attending Nurse on the unit to identify the patient prognosis (not 

anticipated to expire within 86 hours). Eligible family members will be approached by the PI, the 

study will be reviewed and if they agree to participate, informed consent will be obtained until 

20 family members are enrolled.  De-identified data regarding reasons why individuals chose not 

to participate or those not eligible to participate in the study will be collected. 

Retention 
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 Participants will receive 2 parking vouchers at enrollment and a single payment  $25  at 

the completion of the measures at 1month. The $25 payment will not be prorated.  Table 8 

outlines the data collection times. 

 

Randomization 

 Prior to randomization, baseline data will be collected via RedCap. 

 Participants will  be randomized to either the control group or the intervention group after 

completion of the baseline data collection. A statistician will prepare the randomization schedule 

via sealed envelopes which will be provided to the PI. The envelopes will contain the treatment 

assignment.  Following randomization, the PI will record the participant’s name, the study ID 

number and the assigned group on a data collection sheet. This record will be maintained in a 

secure research drive separate from all other data. 

Control Group Protocol 

 The control group will follow usual care. Usual care involves 1 nurse to 1 or 2 patients. 

The patient may or may not be assigned the same nurse on consecutive days. Usual care also 

involves consultation to the Attending Nurse, Social Worker, Case Management, Chaplain as 

assessed by the clinical team. Nurses in this unit do not receive specialized training on family 

nursing. Family education on decision-making and PIC-F is not standardized and is dependent on 

the clinician. Control Group Participants will be administered the Initial Survey (Appendix, 

Form A), Family Member Self-Efficacy Scale (Appendix, Form B), the Stress Appraisal Scale 

(Appendix, Form C), the PC-PTSD-5 (Appendix, Form D), and the Mental Health Inventory – 5  

(Appendix, Form E) at enrollment and 1 month after discharge/ death from the Intensive Care 

Unit. 
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Intervention Group Protocol 

 The intervention group will receive usual care. In addition, the experimental group will 

be enrolled in the intervention, Critical Caring. Intervention Group Participants will be 

administered the Initial Survey (Appendix, Form A), Family Member Self Efficacy Scale 

(Appendix, Form B) , the Stress Appraisal Scale (Appendix, Form C), the PC-PTSD-5 

(Appendix, Form D), and the Mental Health Inventory-5 (Appendix, Form E) at baseline before 

randomization and 1 month after discharge / death from the ICU. 

 The Critical Caring Program intervention consists of a 4-visit program delivering 

education, support, and resources within the context of therapeutic conversations. Table 7 

identifies the objective of each of the visits. The intervention visits will be delivered in person or 

via zoom and are expected to last approximately 20 to 60 minutes each. The intervention will be 

delivered by two RNs in the unit, depending on who is scheduled the day the visit will occur.  

Measures 

 The following quantitative data will be obtained. 

Demographic Data (Appendix, Form A): Data will be collected from the family member 

including: patient diagnosis and disposition (as understood by the family member), family 

member age, gender, and relationship. 

 The nurse interventionist will be asked to provide the length of stay in the intensive care 

unit. 

ICU Experience: Family Self Efficacy Scale  (Appendix, Form B):  Self-efficacy is defined as 

one’s “beliefs in one’s capabilities to organize and execute the courses of action required to 

produce given attainments” (Bandura, 1997, p. 3). This 10-item scale measures family member’s 

perceived self-efficacy to cope with the experience of having a loved one in the ICU. This scale 
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was developed for this study using the guidelines by Bandura (Bandura, 2006) and examines the 

cognitive, affective, and behavioral domains related to ICU experience. The response options 

include a scale from  1 to 10, with higher numbers indicating greater perceived self-efficacy. 

Preliminary reliability of this scale will be evaluated in the feasibility study; however, we 

understand that the sample size is much smaller than needed for a full evaluation of this newly 

developed scale. 

 

Stress Appraisal Scale (Appendix, Form C): The Stress Appraisal scale (Peacock & Wong, 

1990), measures primary and secondary stress appraisal across 7 domains: threat, challenge, 

centrality, controllable-by-self, controllable-by-others, uncontrollable, and stressfulness. Peacock 

and Wong define appraisal as “person’s perception of the situation at a particular point in time” 

(Wong & Peacock, 1990, p. 229). The 28-item scale uses a 5-point scale, Not at all (1) to 

Extremely (5). With higher scores indicating greater perceived stress. Psychometric properties 

are listed in Table 9. This scale will be used to appraise the participants appraisal of the stress 

related to the critical illness and their ability to meet the demands of the illness. 

Primary Care PTSD Screen for DSM-5  (Appendix Form D): The PC-PTSD-5 is a 5-item scale 

with Yes/No answers that screen for PTSD. The cutoff is 3 or greater, which indicates a positive 

screen for PTSD. (Prins et al., 2016) 

The Mental Health Inventory - 5  10 The MHI-5 is a 5-item scale that measures mental  well-

being (Berwick, 1991). Raw scores range from 5-20 and transformed to a range of 0-100. Higher 

scores indicate better mental health.  

 

 

Qualitative Interviews 
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 All participants who were enrolled in the Critical Caring Intervention will be asked to 

participate in an open-ended survey. Administered via REDCap (Appendix, Form F) to provide 

feedback on the Critical Caring Program. The 2-3 nurses delivering the intervention will be 

invited to participate in a focus group (Appendix. Form G) on training, delivering the 

intervention, and feasibility of implementing the intervention in the clinical environment. The 

focus group will last  approximately 30-60 minutes and will be recorded, using 2 recorders,  and 

transcribed verbatim by a professional transcriptionist.  

Intervention Fidelity 

 The Critical Caring Program is a theory-driven intervention based on Patterson’s Family 

Adjustment and Adaptation Theory. To ensure intervention fidelity, an intervention manual will 

be used to guide intervention delivery.  

 A training curriculum has been developed for the nurses that will be delivering the 

intervention (see Critical Caring Intervention Manual). The training curriculum includes 

information on the Family Adjustment and Adaptation Model, the Calgary Family Intervention 

and Assessment Models, Post Intensive Care Syndromes in families, as well as study procedures. 

Treatment delivery fidelity will be ensured through weekly debriefings with the nurse 

interventions and by reviewing the visit summary forms.  A brief survey will be sent at end of 

study to the participants who received the intervention to further explore the delivery of the 

intervention. 

 

Data Management 

 Study data will be collected and managed using REDCap, a secure on-line database, and 

will be stored on the study sight  server to assure data security. A data sharing agreement will be 

completed through the research site IRB. The PI will be the project owner for REDCap.  
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 All data will be maintained on a secure password protected research drive. Only the PI 

will have access to identifying information. Consent forms will be kept in paper form in a locked 

file cabinet in a locked office. Only the PI will have access to this file cabinet.  

Data Analysis 

 Study variables will be examined for skewness, outliers and systematic missing data. 

Descriptive statistics will be computed for all demographic, intervention fidelity, and clinical 

variables. Descriptive statistics will be used to describe the number of participants recruited and 

the number of times and length of the visits per participant. A consort diagram will be developed 

that depicts the number of subjects approached for participation, the number of eligible, the 

number of refusals and the number who participated in the study. 

Analysis by Specific Aim 

Aim 1: Assess the feasibility of using the Critical Caring Visits intervention with family 

members of loved ones in ICU (including recruitment, enrollment, randomization, intervention 

fidelity, data collection process).  

Descriptive statistics will be used to describe: 

• The number of participants recruited compared to the number approached 

• The number of participants enrolled compared to the number recruited 

• The number of participants not eligible and the reasons why 

• The number of visits completed by each participant and the length of the visits in 

minutes. The number and type of interventions used in each visit will be calculated as 

well as the interventionist perceived competence and confidence will be measured. 

• The recruitment timeline, retention, and reasons for study drop out and issues with the 

randomization process.  
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• Descriptive statistics will be calculated to describe the intervention fidelity measures.  

Aim 2: Evaluate the preliminary efficacy of the intervention to influence appraisal of 

health, self-efficacy, PC-PTSD-5 and MHI-5.  Descriptive statistics will be used to 

evaluate changes from baseline to 1month postintervention mean-within and between group 

change in  self-efficacy, stress appraisal, PC-PTSD-5 and MHI-5; reporting standard 

deviations.  T-tests (assuming assumptions of normality are met) will be used to evaluate 

these differences and p <0.1 will be considered significant for this pilot study. Non-

parametric tests will be used if data do not meet t-test assumptions.  Cronbach’s alpha will be 

calculated for each of the multi-item scales to determine the preliminary reliability of the 

scales in this sample (although we are aware that the sample size is small).  

Aim 3: Explore family members experiences with the Critical Caring Program and Nurse 

interventionists’ perspectives with learning the intervention and implementation of the 

Critical Caring Program for family members in ICU.  

 One month following the completion of the 4th visit, the post-intervention scales will be 

distributed via REDCap. A brief survey will be included of 4 open-ended questions (Appendix, 

Form F) asking about participants’ intervention experience. Content analysis will be used to 

categorize and count the helpful/not helpful and mixed responses for each question. A 

descriptive summary will be conducted (clustering recommendations) regarding participant 

recommendations to improve the nursing intervention   

 In addition, the PI will conduct (including a note-taker) a focus group with the 

interventionists to explore their perspectives of implementing the nursing intervention 

(Appendix, Form G). The focus group will be audiotaped to augment the note-based analysis 
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(Rabiee, 2004), summarizing the pros and cons of the intervention. These data will be used for 

future adaptation and refinement of the nursing intervention. 

Conclusion 

 

 The purpose of this family-related study is to determine the feasibility of the Critical 

Caring Program. The Critical Caring Program is the first intervention to address PICS-F based 

on the Family Adjustment and Adaptation Response Model and incorporates three categories of 

interventions: therapeutic conversations, education, and the identification of resources to support 

families in coping with the demands of critical illness of a loved one. I hypothesize by 

supporting families in developing capabilities to meet the demands of critical illness, and through 

reflection on the meaning of the illness, families will be able to achieve homeostasis. 

Determining feasibility of the intervention paves the way for a  fully-powered study. Ultimately, 

this study will contribute to a growing body of evidence on interventions for the prevention and 

treatment of Post Intensive Care Syndrome in families. 
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Appendices 

 

Table 1 

Prevalence of PICS-F  

 

 

 Anxiety Depression Traumatic 

Stress 

PTSD 

 

Complicat

ed Grief 

Baseline (ICU 

Admission) 
• 42% 

(Anderson, 

2008) 

• 79.7% 

(McAdam, 

2010) 

• 35.9 

(Kose et al., 

2016 

 

• 16% 

(Anderson, 

2008) 

• 70% 

(McAdam, 

2010) 

• 71.8% 

(Kose et al., 

2016) 

• 56.8% 

(McAdam

, 2010) 

• 16% 

(Choi, 

2018) 

 

Death or 

Discharge 
• 73.4% 

(Pochard 2005) 

• 35.3 

(Pochard, 

2005) 

   

1 month • 21% 

(Anderson, 

2008) 

• 8% 

(Anderson, 

2008) 

   

3 months    • 18% 

(Choi, 

2018) 

• 21% 

(van den 

Born-van 

Zanten, 

2016). 

• 33.1% 

Azoulay, et 

al. 2005) 

•  

6 months • 15%  

(Anderson, 

2008) 

• 6% 

(Anderson, 

2008) 

 • 22% 

(Choi, 

2018) 

• 35% 

(Anderson, 

2008) 

• 23% 

Anderson, 

2008) 
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Table 2 

Studies Evaluating Interventions to Address PICS-F 

 

 

Author Study Title Intervention 

Studied 

Population Instruments Major Study 

Findings 

Jones et 

al. 

(2012) 

Intensive 

Care Diaries 

and 

Relative’s 

Symptoms 

of 

Posttraumati

c Stress 

Disorder 

after Critical 

Illness: A 

Pilot Study 

ICU Diaries 36 family 

members of 

patients with 

ICU stays > 72 

hours & 

intubated >24 

hours 

Posttraumatic 

Stress 

Syndrome 14 

(PTSS-14) 

Family 

members who 

received the 

diary had 

decreased 

PTSS-14 

scores at 3 

months 

compared to 

control (Mann 

Whitney Test, 

U = 10, n1=n2 = 

15, p =.03) 

Garroust

e-Orgeas 

et al. 

(2012) 

Impact of 

intensive 

care unit 

diary on 

psychologic

al distress in 

patients and 

relatives 

ICU diary 

written by 

family and 

staff 

143 patients • HADS 

• Peritrauma

tic 

Dissociati

ve 

Experienc

es 

Questionn

aire 

• Impact of 
Events 
Scale 
Revised 

The diary 

significantly 

reduced PTSD 

related 

symptoms in 

relatives 12 

months after 

ICU discharge 

(p<.0001) 

Johanns

on et al. 

(2015) 

Family 

member’s 

experience 

of keeping a 

diary during  

a sick 

relatives 

stay in the 

ICU 

ICU diary 11 Family 

Members 

Qualitative 

Interviews – 

Hermeneutic 

Method 

The major 

theme was, “It 

felt like 

contact”. There 

are many 

positive aspects 

of the diary 

including 

providing 

caregiving, 

maintaining 

hope but the 

diary can 

create feelings 
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of stress 

around 

knowing what 

to write and 

can cause guilt 

and failure if 

the family 

doesn’t write in 

the dairy. Some 

participants 

were 

uncomfortable 

documenting 

intimate 

details. 

Curtis et 

al. 

(2016) 

Randomized 

trial of 

communicati

on 

facilitators 

to reduce 

family 

distress and 

intensity of 

end-of-life 

care 

ICU 

Communicati

on 

Facilitators 

168 patients, 

268 family 

members 

• PHQ9 

• General 

Anxiety 

Disorder 

• PTSD 

Checklist 

– Civilian 

Version 

Communicatio

n facilitators 

may reduce 

depressive 

symptoms at 6 

months (4.7 vs. 

2.4, p = 0.17), 

but did not 

significantly 

reduce anxiety 

or PTSD. 

Carson 

et al. 

(2016) 

Effects of 

palliative 

care led 

meetings for 

families of 

patients with 

chronic-

critically 

illness: A 

randomized 

control trial 

Palliative 

care led 

family 

informational 

and support 

meetings. 

256 patients, 

365 Surrogate 

Decision 

Makers 

• HADS 

• IES-R 

Palliative care 

led family 

meetings did 

not reduce 

anxiety and 

depression 

among family 

members of 

chronically, 

critically ill 

adults (12.2 vs 

11.3, between 

group 

difference .8 

95% CI -.9 to 

2.6, p = 

.34)and may 

contribute to 

PTSD 

(Intervention 
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25.9 vs Control 

12.3 between 

group 

difference 4.6 

95% CI .01-

9.01, p = 

.0495). 

Garroust

e-Orgeas 

et al. 

(2016) 

Impact of 

Proactive 

Nurse 

Participation 

in ICU 

Family 

Conferences

: A Mixed-

Method 

Study 

 

Nurse 

participation 

in family 

meetings. 

100 family 

members, 50 in 

each arm 

• IES-R 

• HADS 

The presence 

of a nurse in 

family 

meetings did 

not reduce the 

prevalence of 

PTSD, anxiety 

or depression. 

Braus et 

al. 

(2016) 

Prospective 

study of a 

proactive 

palliative 

care 

rounding 

intervention 

in a medical 

ICU 

 

Palliative 

Care 

Clinician 

interaction 

with the ICU 

physicians on 

daily rounds 

for high risk 

patients 

 

100 usual care, 

103 intervention 
• PHQ-8 

• PTSD 

Civilian 

Checklist 

The adjusted 

likelihood of a 

family meeting 

was 63% 

higher (RR 

1.63, 95% CI 

1.14 - 2.07, 

p.01) and time 

to family 

meeting was 

41% shorter 

(95% CI, 52-

28% shorter, 

p<.001). There 

were no 

signficiant 

differences in 

family 

depression 

symptoms, 

PTSD, or 

satisfaction 

 

Torke et 

al. 

(2016) 

The Family 

Navigator: 

A Pilot 

Intervention 

to Support 

Family 

Navigator RN 

that focused 

on 

information 

26 participants 

from an 18 

Medical ICU in 

a tertiary 

hospital 

1) PostTrauma

tic Stress 

(IES-R) 2) 

Decision 

Quality 

There were no 

differences 

between the 

intervention 

and control 
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Intensive 

Care Unit 

Family 

Surrogates 

 

disclosure 

and 

emotional 

support. 

Interventions 

included: 

1.Introdutory 

Meeting with 

Surrogate 

Decision 

Makers 

(SDMS) 2) 

Structure 

Daily Contact 

3) 

Informational

/ Support 

Modules 4) 

Facilitating 

Family 

Meetings 5) 

Post 

Discharge 

Phone Calls 

 

 (Decisional 

Conflict 

Scale) 3) 

Depression 

(Patient 

Health 

Questionnai

re 4) 

Anxiety 

(General 

Anxiety 

Disorder 7-

item scale 

 

group in terms 

of secondary 

outcomes but 

the intervention 

was determined 

to be feasible 

as indicated by: 

1) SMDs had 

contact with 

FN 90% of 

eligible days 2) 

81% completed 

6-8 week 

follow up 3) 

All SDMs 

agreed or 

strongly agreed 

they would 

recommend the 

FM 

 

Kentish-

Barnes 

et al. 

(2017) 

Effect of a 

condolence 

letter on 

grief 

symptoms 

among 

relatives of 

patients who 

died in the 

ICU: a 

randomized 

clinical trial 

 

Condolence 

letter written 

by ICU MD 

or RN mailed 

15 days after 

patient death. 

Letter 

recognized 

the death, 

mentioned a 

personal 

impression, 

recognied 

family 

member,offer

ed help, and 

expressed 

sympathy 

 

242 patients 

across 22 ICUS 

in France 

1) Hospital 

Anxiety 

and 

Depression 

Scale 

2) Impact of 

Events 

Scale 

3) Inventory 

of 

Complicate

d Grief 

No significant 

difference in 

HADS between 

intervention 

group (16) and 

control group 

(14); .77 (95%  

CI -1.7 to 3.3) 

p= 0.36. No 

signficant 

differences in 

deression or 

anxiety 

subscale or 

anxiety/depress

ion symptoms. 

At 6 months, 

HADS was 

significantly 

worse in 

intervention 
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group  (13 vs 

10, p = .04) 

 

Aitken et 

al. 2017) 

Perspectives 

of patients 

and family 

members 

regarding 

psychologic

al support 

using 

intensive 

care diaries: 

An 

exploratory 

mixed 

methods  

 

Preference 

for ICU 

Diary 

22 patient and 

22 family 

members 

completed the 

study 

1) Kesser-10 

Psychologic

al Distress 

Scale 

2) PTSD 

Symptom 

Checklist 

Civilian V5 

Quantitative 

Findings 

• 83% 

reported 

diary being 

helpful (n = 

47) 

• 47% had 

psychologi

cal distress 

(n=27) 

• Preference 

for diary 

was not 

significantl

y 

associated 

with 

psychologi

cal distress 

(p = .08) 

Qualitative 

Interviews 

6 Themes from 

Interviews with 

Family 

Members: 1) 

Active 

continuing 

reference tool 

2) 

Understanding 

the process 3) 

Communicatio

n tool for the 

family 4) 

Demonstrate 

their dedication 

to the patient 5) 

Reluctant to 

dwell on the 

past 6) Not 
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suitable for 
everyone 
 

Creutzfe

lts et al. 

(2017) 

Palliative 

Care Needs 

Assessment 

in the Neuro 

ICU: Effect 

on Family 

Daily use of a 

Palliative 

Care 

Checklist that 

assessed 1) 

Pain and 

distressing 

symptoms 2) 

Support and 

Coping 3) 

Goals of Care 

91 family 

members in a 

Neuro ICU 

1) Family 

Satisfaction 

– ICU 

2) Patient 

Health 

Questionnai

re 

3) Post-

traumatic 

Stress 

Disorder 

Checklist 

4) Conor 

Davidson 

Resilience 

Scale 

Daily Palliative 

Screening did 

not make a 

significant 

difference on 

satisfaction 

(p=.43), 

depression 

(p=.18) or 

PTSD (p=.31) 

 

White et 

al. 

(2018) 

A 

Randomized 

Trial of a 

Family-

Support 

Intervention 

in Intensive 

Care Units 

 

To compare a 

multicompon

ent family-

support 

intervention 

delivered by 

the 

interprofessio

nal team 

compared to 

usual care 

 

1) Hospital 

Anxiety and 

Depression 

Score 

2) Impact of 

Event Scale 

3) Quality of 

Communicat

ion Scale 

4) Patient 

Pereception 

of Patient 

Centerednes

s 

809 

Participants in 

6 intensive 

care units 

(Neuro, 

Transplant, 

Medical 

Surgical and 

Medical) 

 

1. Emotional 

Support 

provided by the 

Nurse during 

the ICU stay do 

not reduce 

Anxiety, 

Depression a 

(11.7 and 12 

[CI}, -1.67 to 

.99; p = 0.61) 

and PTSD at 6 

months when 

compared  

to control 

groups (21.2 

and 20.3  

95% Ci, -1.66 

to 3.47; p = 

.49) 

 2. Structured 

communication

, meaning 

scheduled 

family 

meetings do 

not reduce 

Anxiety, 
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Depression and 

PTSD at 6 

months 

compared to 

control  

 

Agren et 

al.(2019) 

The Health 

promoting 

conversation

s 

intervention 

for families 

with a 

critically ill 

relative: a 

pilot study  

Health 

Promoting 

Conversation

s 

17 families, 7 in 

the intervention 

and 10 in the 

control 

1) Family 

Functionin

g: General 

Functionin

g Sub-

scale of 

the 

McMaster 

Family 

Assessmen

t Device 

2) Family 

Sense of 

Coherence 

(F-SOC/F-

KASA 

3) Herth 

Hope 

Index 

4) Medical 

Outcomes 

Short-

Form 

Health 

Survey 

 

Intervention 

families 

demonstrated a 

significant 

increase in 

family function 

from baseline 

to 12 months 

(p=.03) 

Cairns et 

al. 

(2019) 

Stress 

Management 

Intervention 

to Prevent 

Post-

Intensive 

Care 

Syndrome-

Family in 

Patients’ 

Spouses 

Sensation 

Awareness 

Focused 

Training 

(SAFT-T) 

10 family 

members, 5 in 

each study arm 

1) Perceived 

Stress 

2) Hospital 

Anxiety 

and 

Depression 

3) Impact of 

Event 

4) National 

Institute of 

Health 

Toolbox 

Emotion 

Battery 

Intervention 

was determined 

to be feasible: 

enrollment rate 

67%, outcome 

measurement 

completion 

90%, 100% of 

SAF-T doses 

received in 

ICU. Perceived 

stress was 

significantly 

different 
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following SAF-

T (z=-3.5, p = 

.01) 

Amass et 

al. 

(2020) 

Family care 

rituals in the 

ICU to 

reduce 

symptoms of 

post-

traumatic 

stress 

disorder in 

family 

members – 

A 

multicenter, 

multinationa

l, before and 

after 

intervention 

Family 

involvement 

in rituals 

226 family 

members in 

each arm across 

3 Intensive Care 

Units 

Impact of 

Events Scale – 

Revised 

The 

intervention 

group 

demonstrated a 

significant 

reduction in 

IES-R: Usual 

group 39.2%  

(CI 30.7 – 

47.4) had 

scores greater 

than 30 

compared to 

intervention 

group 27.1% 

(CI 19.2 – 

35.1%); 

(Adjusted OR, 

.54, CI .30-.98; 

p = .041) 
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Table 3 

Definitions of Concepts used in the Family Adjustment and Adaptation Mode 

 

 

Adaptation The period, following crisis, in which the 

family attempts to restore homeostasis by: 

• Acquiring new, adaptive, resources 

and coping strategies 

• Reducing demands 

• Changing the way a situation is 

viewed 

 

Adjustment Stable period when demands are met with 

existing capabilities. Family patterns are 

predictable and stable. 

Capabilities Family potentiality for meeting demands. 

Consists of both resources and coping 

behavior. Capabilities are differentiated in the 

adjustment phase (resistance capabilities) and 

Adaptation Phase (adaptive capabilities) 

Coping behavior A specific effort, either covert or overt, by 

which an individual attempts to reduce or  

manage demands. The goal of coping is to 

balance between demands and resources.  

Demands Stimulus or condition that results in a change 

in the family system. A threat to the 

homeostatic function that can be chronic or 

acute. Demands can arise from individual 

survival needs and development tasks or from 

family tasks. Demands arise from 

• Individual survival needs and 

developmental tasks 

• Family tasks of maintenance and 

development 

• Changes in social conditions 

• Chronic or Acute illness 

Global Meaning How families view relationships among 

individuals within the family as well as the 

relationship between the family and the larger 

community. 

Resources Characteristic, trait, competency, or means at 

the individual, family or community levels.  

Situational Meanings Families subjective definitions of demands 

and capabilities. 
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Strain A perceived need to change something, a felt 

tension. Results from unresolved tension with 

previous stressors, when role performance 

does not meet expectations, or an outcome of 

family adjustment and adaptation efforts. 

Stressors Something that causes an actual or potential 

change in the family system. Occurs at a 

discrete point and may be normative 

(developmental ) or nonnormative. 
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TABLE 4 

FAAR Components, CFAM Interventions and Hypothesized Impact on Mediating 

Variables 

 

FAAR Components CFAM Interventions Mediating Variable 

Influenced 

Demands “Critical Illness” • Drawing forth family support 

• Devising ritual 

Self-Efficacy 

Capabilities (Resources & 

Coping behavior)  
• Commendations 

• Information and Opinions 

• Encouraging family members to 

be caregivers 

• Validating acknowledging, and 

normalizing emotions 

Self-Efficacy 

Meaning • Encouraging Illness narratives 

• Drawing forth family support 

• Information & Opinions 

• Validating, acknowledging and 

normalizing emotions 

Self-Appraisal 
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Table 5 

Study Team Roles & Responsibilities 

 

 

 Primary Investigator RN Interventionist 

Screening PI to review medical record 

for eligibility require 

PI to review list of eligible 

participants with RN 

Interventionalist 

Consent & Enrollment PI to notify eligible family 

members of risk of 

participation. PI to consent 

eligible family member 

 

Intervention Delivery PI to meet with RN 

Interventionalists weekly to 

answer questions and address 

challenges 

RN Interventionist to conduct 

Critical Care Visit 

Survey Administration PI to send surveys via redcap  

Intervention Fidelity PI will monitor/collect 

intervention fidelity data 

RN Interventionist to 

complete visit summary 

forms (in Intervention 

manual) 
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TABLE 6 

Inclusion and Exclusion Criteria 

 

Inclusion Criteria Exclusion Criteria 

• English speaking 

• Adult family member of an adult 

patient in a medical-surgical 

Intensive Care Unit (1 family 

member per patient will be recruited 

so the sample represents 20 different 

patients) 

• 18years or older 

• Able to provide informed consent 

• Access to phone and email 

• Patient not expected to expire with 86 

hours 

• Non-English speaking 

• Cognitive Impairment that impairs 

ability to respond meaningfully to the 

survey and/or interview questions 

• Must have not had another family 

member in an intensive care unit 

during the last year 
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TABLE 7 

Critical Caring Visit Objectives 

 

Visit Timeframe Visit Goals 

Visit 1: A rollercoaster, not an 

escalator 

24 to 72 hours post 

admission to the 

Intensive Care Unit 

 

Establish therapeutic relationship 

between the nurse and family 

member 

Completion of a family assessment 

Introduction to the Intensive Care 

Environment 

Clarify misunderstandings 

Affirm family strengths by offering 

commendations (2) 

Provide notebook for asking 

questions 

Visit 2: Caring for your loved 

one, caring for yourself 

24-48 hours after 

visit 1 

Respond to questions and provide 

clarification by reviewing questions 

in notebook. 

Provide an opportunity for family to 

share thoughts, concerns. 

Provide information on the role of 

the Spokesperson and Health Care 

Proxy, 

Provide Information on self-care 

Visit 3: Preparing for transitions When identified for 

transfer to floor or 

discharge 

Respond to questions and provide 

clarification by reviewing questions 

in notebook. 

Provide an opportunity for family to 

share thoughts, concerns. 

Provide information on transitions 

i.e. decision for tracheostomy or 

gastric tube, comfort measures, 

transition out of the intensive care 

unit 

Provide Information on self-care 

Follow-Up: A new normal 1 week after 

discharge from the 

ICU 

Provide an opportunity for family to 

share thoughts, concerns. 

Bring closure to the therapeutic 

relationships 

 

 

 

  



  71 
 

 

Table 8 

Time Points & Data Collections 

 

 

 

Time Point Control Group Intervention 

Group 

Nurse 

Interventionist 

Enrollment (Prior to 

Randomization) 
• Demographic 

Form 

• Self-Efficacy 

Scale 

• SAM 

• PC-PTSD 

• MHI-5 

 

Reimbursement_- 

2  Parking 

Vouchers 

• Demographic 

Form 

• Self-Efficacy 

Scale 

• SAM 

• PC-PTSD 

• MHI-5 

 

Reimbursement_- 

2 Parking 

Vouchers 

 

1 month following 

enrollment 
• Self-Efficacy 

Scale 

• SAM 

• PC-PTSD 

• MHI-5 

 

Renumeration = 

$25 

• Self-Efficacy 

Scale 

• SAM 

• PC-PTSD 

• MHI-5 

• Survey on 

study 

 

Renumeration = 

$25 

 

Enrollment Closed   • Interventionist 

focus group 
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Table 9 

Psychometric properties of Measures 

 

Measure Number 

of Items 

Reliability 

(Alpha Coefficient) 

Validity 

ICU Experience -Family 

Self-Efficacy Scale 

10 items TBD TBD 

Stress Appraisal Measure 28 items Threat = .65-.75a  

Challenge = .66 –.74a 

Centrality = .84 - .90a 

Controllable-by-self 

= .84-.87a  

Controllable-by-

others= .84-.85a  

Uncontrollable = .51-

.82a 

Stressfulness = .75-

.81a 

 

Factor analysis 

indicated 5-factor 

solution with 

factor loadings 

.43-.85a 

Primary Care PTSD 

Screen for DMS-5 (PC-

PTSD -5) 

5 items Using Receiver 

Operating Curve 

Analysis (ROC), 

the area under the 

curve = 0.941b 

•  

Mental Health Inventory 

– 5 (MHI-5) 

5 items • Cronbach’s Alpha 

= .74
c
 

• Using ROC, the 

area under the 

curve was 

o Mood 

disorders 

= 0.878 

o Anxiety 

disorders 

= 0.713 

• Validity was 

assessed using 

multi-trait 

scaling – 

distributions of 

mental health 

were 

symmetricalc 

• Using Receiver 

Operating 

Curve Analysis 

(ROC), the 

area under the 

curve was: 

Anxiety = 

.739d 

Depression = 

.892d 

a = Peacock and Wong, 1990 

b =  Prins et al., 2015 

c =Rumpf et al., 2001 

d = Berwick et al., 1991 
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TABLE 10 

Treatment Fidelity Strategies 

 

Category Data Reviewed Timeframe 

Treatment Design • Intervention Manual 

• Interventionist 

Training Session 

• Before 

implementation and 

revised throughout the 

conduct of the study 

as needed. 

Training of Providers • 4-hour Intervention 

Training Session 

• Interventionist 

Booster Education 

Sessions 

• Before 

Implementation 

• Q 6 months 

• Intervention 

principles to be 

reviewed during 

weekly debriefings 

Delivery of Treatment • Debriefings with 

Interventionist 

 

• Weekly 

• Review of data (visit 

summary forms) 50%, 

75%, and 100% of 

planned sample 
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Figure 1 

Critical Caring Model Components, Mediators, and Outcomes 

 
 

  

Model 
Components

Demands
Capabilities

Meaning

Critical Caring:
Intervention 

Components

Therapeutic 
conversations

Identifying 
Resources

Mediators Outcomes

Post Traumatic Stress 
(PC-PTSD-5)

Self-Efficacy
(ICU Experience: Family Self-Efficacy Scale)

Cognitive Appraisal
(Stress Appraisal Measure)

Education 

Critical Caring: Fostering Family Health and Resiliency

Mood  & Anxiety
(MHI-5)
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Figure 2 

CONSORT 2010 Flow Diagram 
 

  

Assessed for eligibility (n=  ) 

Excluded  (n=   ) 
   Not meeting inclusion criteria (n=  ) 
   Declined to participate (n=  ) 
  Other reasons (n=  ) 

Analysed  (n=  ) 

 Excluded from analysis (give reasons) (n=  ) 

Lost to follow-up (give reasons) (n=  ) 
Discontinued intervention (give reasons) (n=  ) 

Allocated to intervention (n=  ) 

 Received allocated intervention (n=  ) 

 Did not receive allocated intervention (give 

reasons) (n=  ) 

Lost to follow-up (give reasons) (n=  ) 
Discontinued intervention (give reasons) (n=  ) 

Allocated to intervention (n=  ) 

 Received allocated intervention (n=  ) 
 Did not receive allocated intervention (give 

reasons) (n=  ) 

Analysed  (n=  ) 

 Excluded from analysis (give reasons) (n=  ) 

 

Allocation 
 

Analysis 
 

Follow-Up 
 

Randomized (n=  ) 

Enrollment 
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Appendix 

FORM A  

Initial Survey (ALL participants) 

 

Demographic Data (Patient) 

 

1. Diagnosis (as reported by family members) 

2. ICU length of stay and hospital length of stay 

3. Discharge Disposition (as reported by family member) 

 

Demographic Data (Participant) 

 

1. Age 

2. Gender 

3. Relationship to Patient 
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Form B 

ICU Experience: Family Member Self-Efficacy Scale 

 

A number of situations are described below that can make it difficult to cope when a loved-one is 

critically ill and in an intensive care unit.   

 

Rate your degree of confidence next to each item by recording a number from 0 to 10 using the 

scale given below 

 

0 1 2 3 4 5 6 7 8 9 10 

Cannot     Moderately      Highly certain 

do at all    can do       can do 

 

 

 

Please rate each of the items below, indicating how confident you are about the following: 

 

            

Item Responses 

1. Cope with my loved one’s illness (A) __________ 

2. Notify the ICU staff when I have 

concerns about my loved one’s care 

(A) 

__________ 

3. Deal with the day-to-day changes in 

my loved one’s illness (B) 

__________ 

4. Cope with the uncertainty that happens 

when someone is critically ill (A) 

__________ 

5. Make a plan for visitation (B/C) __________ 

6. Discuss feelings I am having the 

healthcare team(A) 

__________ 

7. Understand the medical information 

that is presented to me (C)  

__________ 

8. Make healthcare decisions that 

represent my loved one’s values (C ) 

__________ 

9. Identify others who can support me 

during this time (B) 

__________ 

10. Find ways to care for myself during 

this time (B) 

__________ 

 

A = Affective Domain 

C = Cognitive Domain 

B = Behavioral Domain 
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FORM C 

Stress Appraisal Measure 

(Peacock & Wong, 1990) 

 Not at All Slightly Moderately Considerably Extremely 

1. Is this a 

totally 

hopeless 

situation? 

1 2 3 4 5 

2. Does this 

situation 

create tension 

for me? 

1 2 3 4 5 

3. Is the 

outcome of 

this situation 

uncontrollable 

by anyone? 

1 2 3 4 5 

4. Is there 

someone or 

some agency I 

can turn to for 

help if I need 

it? 

1 2 3 4 5 

5. Does this 

situation 

make me feel 

anxious? 

1 2 3 4 5 

6. Does this 

situation have 

important 

consequences 

for me? 

1 2 3 4 5 

7. Is this going 

to have a 

positive 

impact on 

me? 

1 2 3 4 5 

8. How eager 

am I to tackle 

this problem? 

1 2 3 4 5 

9. How much 

will I be 

affected by 

the outcome 

of this 

situation? 

1 2 3 4 5 



  79 
 

 

10. To what 

extend can I 

become a 

stronger 

person 

because of 

this problem? 

1 2 3 4 5 

11. Will the 

outcome of 

this situation 

be negative? 

1 2 3 4 5 

12. Do I have the 

ability to do 

well in this 

situation? 

1 2 3 4 5 

13. Does this 

situation have 

serious 

implications 

for me? 

1 2 3 4 5 

14. Do I have 

what it takes 

to do well in 

this situation? 

1 2 3 4 5 

15. Is there help 

available to 

me for 

dealing with 

this problem? 

1 2 3 4 5 

16. Does this 

situation tax 

or exceed my 

coping 

resources? 

1 2 3 4 5 

17. Are there 

sufficient 

resources 

available to 

help me in 

dealing with 

this situation? 

1 2 3 4 5 

18. Is it beyond 

anyone’s 

power to do 

anything 

1 2 3 4 5 
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about this 

situation? 

19. To what 

extent am I 

excited 

thinking 

about the 

outcome of 

this situation 

1 2 3 4 5 

20. How 

threatening is 

this situation? 

1 2 3 4 5 

21. Is the problem 

unresolvable 

by anyone? 

1 2 3 4 5 

22. Will I be able 

to overcome 

the problem? 

1 2 3 4 5 

23. Is there 

anyone who 

can help me 

to manage 

this problem? 

1 2 3 4 5 

24. To what 

extent do I 

perceive this 

situation as 

stressful? 

1 2 3 4 5 

25. Do I have the 

skills 

necessary to 

achieve a 

successful 

outcome to 

this situation? 

1 2 3 4 5 

26. To what 

extent does 

this event 

require 

coping efforts 

on my part? 

1 2 3 4 5 

27. Does this 

situation have 

long-term 

consequences 

for me? 

1 2 3 4 5 
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28. Is this going 

to have a 

negative 

impact on 

me? 

1 2 3 4 5 
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FORM D 

Primary Care PTSD Screen for DSM-5 (PC-PTSD-5) 

CITE 

In the past month, have you 

1. Had nightmares about the 

event (s) or thought about 

the event(s) when you did 

not want to? 

YES NO 

2. Tried hard not to think 

about the event(s) or went 

our of your way to avoid 

situations that reminded 

you of the event(s)? 

YES NO 

3. Been constantly on guard, 

watchful, or easily 

startled? 

YES NO 

4. Felt number or detached 

from people, activities, 

and your surroundings? 

YES NO 

5. Felt guilty or unable to 

stop blaming yourself of 

others for the event(s) or 

any problems the events 

may have caused?  

YES NO 
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FORM E 

 

Form The Mental Health Inventory – 5 (MHI-5) 

 

Instructions: 

Please read each question and tick the box by the ONE statement that best describes how things 

have been FOR YOU during the past month. 

There are no right or wrong answers. 

 

1. During the past month, how much of the time were you a happy person? 

 

All of the time Some of the time 

Most of the time A little of the time 

A good bit of the time None of the time 

 

2. How much of the time, during the past month, have you felt calm and peaceful? 

 

All of the time Some of the time 

Most of the time A little of the time 

A good bit of the time None of the time 

 

3. How much of the time, during the past month, have you been a very nervous person? 

 

All of the time Some of the time 

Most of the time A little of the time 

A good bit of the time None of the time 

 

 

 

4. How much of the time, during the past month, have felt downhearted and blue? 

 

All of the time Some of the time 

Most of the time A little of the time 

A good bit of the time None of the time 

 

5. How much of the time, during the past month, have you felt so down in the dumps that 

nothing could cheer you up? 

All of the time Some of the time 

Most of the time A little of the time 

A good bit of the time None of the time 
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FORM F 

Intervention Participants 

Follow Up Survey 

 

 

The following questions will be sent to participants who received the intervention via RedCap. 

 

You took part in the Critical Caring Program for family members who have a loved one in the 

ICU. The purpose of the nursing intervention is to better support families during their loved 

ones’ hospitalization in the ICU.  

 

1. What was the most helpful part of the Critical Caring Program? 

2. What was the least helpful part of the Critical Caring Program? 

3. What recommendations do you have for improving the Critical Caring Program? 

4. Any additional comments? 
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FORM G 

Nurse Interventionist 

Qualitative Interview Guide 

 

Topics Questions 

Training Describe for me what the intervention training 

was like: 

• What was most beneficial e.g, 

didactic, videos, role-playing 

• Was the format and time appropriate? 

 

Was the manual helpful? 

• Would you change anything about the 

manual? 

Recommendations for training? 

 

 

Delivery Describe the delivery of the intervention as a 

whole. 

• Did the objectives of the visit make 

sense?  

• Did the timing of the visits make 

sense? 

• What worked, what didn’t work? 

What recommendations do you have for 

modifying the intervention? 

 

 

 

Feasibility for practice? Do you think the Critical Caring Program 

could be implemented into your routine 

practice? 

Do you have suggestions to improve the 

intervention for implementation in routine 

practice? 

 Do you have anything to add? 
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