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A 
lthough randomized, controlled trials (RCTs) provide the lowest risk 

of bias in assessment of treatment outcomes, they have a number of 

important limitations. They offer only data on predefined and measur-

able outcomes and do not explain how and under which social and 

process-oriented circumstances the intervention works, or which 

contextual factors are essential for the sustainment of intervention effects. 

Therefore, process evaluations are strongly recommended when comprehen-

sively evaluating complex interventions (Richards & Hallberg, 2015) to under-

stand the mechanisms through which the intervention achieves its outcomes 

(Grant, Treweek, Dreischulte, Foy, & Guthrie, 2013; Medical Research Council, 

2006). Accompanying research is particularly important in multicenter trials in 

which the intervention may have been implemented in different ways (Grant, 

Dreischulte, Treweek, & Guthrie, 2012; Grant et al., 2013). Understanding how 

the components of the intervention and the context vary across sites can assist 

in interpreting differences and similarities in results.

Purpose/Objectives: To answer how the planned intervention was performed in routine 

care, which factors supported or distracted from its implementation, and how key organi-

zational structures have been built and sustained.

Research Approach: Mixed-methods process evaluation.

Setting: Two German outpatient cancer clinics.

Participants: Purposive sampling of 297 recruited patients with gynecologic cancer, their 

treating oncology nurses, and their interprofessional healthcare team, and the clinical 

stakeholders of two different outpatient cancer clinics.

Methodologic Approach: Guided by the Consolidated Framework for Implementation Re-

search (CFIR), five distinct interrelated substudies were designed to evaluate intervention 

characteristics, inner and outer settings, characteristics of the individuals involved, and the 

process of implementation. Quantitative and qualitative data will be analyzed separately 

and then integrated into a framework analysis.

Findings: Oncology nurses found the regular process analytic sessions to be beneficial, 

not only for sharing their experience, but also for experiencing social support and social 

connectedness.

Interpretation: Key implementation facets of the nurse-led intervention will be examined 

systematically. The results can guide future implementation processes, which need to be 

tailored to interested facilities.

Implications for Nursing: The CFIR framework is well established but not yet widely ap-

plied in supportive treatment research. The current study aims to apply and combine this 

framework with the concept of intervention fidelity.
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In this article, the authors outline how a complex 

nurse-led complementary and alternative medicine 

(CAM) intervention will be evaluated in the context 

of an RCT. A multifaceted nursing intervention was 

developed within the Complementary Nursing in Gy-

necologic Oncology (CONGO) study, consisting of an 

evidence-based CAM nursing package to target physi-

cal and psychological symptoms of patients with can-

cer at each new cycle of their chemotherapy regimen, 

as well as for the time between (Klafke et al., 2014). 

The components of the intervention are distinct but 

intertwined elements, complementing and support-

ing one another. They include (a) resource-oriented 

counseling; (b) a nursing package, including evidence-

based CAM (e.g., propolis for treating mucositis, aloe 

vera gel application for treating hand-foot syndrome, 

acupressure band to prevent or treat nausea); and 

(c) evidence-based information material on CAM. 

All interventions were performed by trained CONGO 

nurses. The complex intervention, which comprises 

a pragmatic trial according to the Medical Research 

Council (2006) framework, was tested in an RCT in two 

outpatient cancer departments in Germany (a univer-

sity hospital and a community hospital) (Klafke et al., 

2015). Both sites had previous experience providing 

selected complementary therapies (i.e., aromatherapy, 

compress) to patients with cancer (Neuberger et al., 

2012). However, none had yet provided potentially 

interested patients a standardized supportive CAM 

therapy package. The primary patient-centered out-

come of the RCT is health-related quality of life. Sec-

ondary endpoints assessed are physical (e.g., fatigue, 

nausea, pain, mucositis) and psychosocial (e.g., anxi-

ety, depression, self-efficacy, social support, spiritual 

well-being, patient competence) symptoms (Klafke et 

al., 2015). The CAM trial tests whether the developed 

intervention improves patient-centered outcomes. To 

receive additional information on the implementation 

process of the complex intervention characteristics, 

its inherent structures, and procedures, the suggestion 

is that further data are collected and additional re-

search is conducted in a systematic process evaluation 

(Grant et al., 2013; Medical Research Council, 2006).

The overall aim of the process evaluation outlined 

is to provide an additional explanatory basis for com-

prehensively interpreting the main study outcomes. 

The following central research questions guided the 

concept of this analytic procedure and will be ad-

dressed throughout the process evaluation:

• How was the planned intervention performed in 

routine care?

• Which factors supported or distracted its imple-

mentation?

• How have key organizational structures been built 

and sustained?

For identifying the relevant factors affecting the 

realization of the intervention, as well as the planning 

of possible future knowledge transfers, the following 

six objectives have been developed for making the 

analytic procedures more concrete:

1. To assess intervention fidelity, or the degree to 

which the planned intervention was realized

2. To explore the intervention advantages and disad-

vantages from different perspectives, in terms of 

(anticipated or nonanticipated) positive and nega-

tive outcomes

3. To understand mechanisms of change in patients, 

including dose-response relationships

4. To identify implementation facilitators and barriers 

(determinants and mechanisms of change) in the 

two different healthcare settings

5. To explore the experiences with the intervention 

from different perspectives (patients, their signifi-

cant others, nursing staff and staff colleagues, as 

well as other clinical decision makers)

6. To derive stakeholder-informed recommendations 

on how to deliver the intervention and adapt it for 

use in other healthcare settings

Methods

Design and Theoretical Concept

Implementation of an intervention in practice is in 

its essence a social process; therefore, it is important 

to evaluate the social effectiveness of the intervention 

and highlight other social and interpersonal factors 

contributing to the integration of the intervention 

(Damschroder et al., 2009; Rod, Ingholt, Sorensen, & 

Tjornhoj-Thomsen, 2014). The Consolidated Frame-

work for Implementation Research (CFIR) provides a 

theoretical framework for process evaluation of the 

implementation of complex interventions in healthcare 

practice. It synthesizes central concepts of earlier 

models of implementation and evaluation research and 

provides a comprehensive structure to describe the 

processes and factors that enable explanation of the 

effects or variation of the tested intervention. The CFIR 

framework has been applied successfully in several 

studies (Breimaier, Heckemann, Halfens, & Lohrmann, 

2015; Damschroder & Lowery, 2013; Ilott, Gerrish, 

Booth, & Field, 2013; Kirk et al., 2016) to gain deeper 

insight into and understanding of how to analyze and 

understand change processes in healthcare settings. 

The CFIR framework specifies five core domains for the 

analysis of the implementation process (Damschroder 

et al., 2009; Gaglio & Glasgow, 2012): intervention char-

acteristics, outer setting, inner setting, characteristics 

of the individuals, and the process of implementation.

The intervention characteristics domain includes 

information on evidence level, adaptability, trialability, 
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TABLE 1. Review of Individual Process-Analytic Studies, Their Aims, and the Constructs Addressed Within the CFIR Core Domains

Study Aim Method

Intervention  

Characteristics

Outer  

Setting Inner Setting

Characteristics  

of Individuals

Implementation  

Process

1 To assess human 

and organizational 

resources of the two 

recruiting centers

Structural data 

analysis

– What is the 

healthcare set-

ting’s sociopo-

litical context?

What is the organiza-

tional structure of the 

healthcare setting?

– –

2 To identify enabling 

and hindering 

factors for study 

implementation

Focus groups, 

interviews with in-

volved healthcare 

staff

How are core compo-

nents of the interven-

tion experienced?

– – How do individuals 

(nurses, colleagues, 

and clinical stakehold-

ers) make decisions?

How is change communicat-

ed on an individual and or-

ganizational level? How are 

key stakeholders involved?

3 To understand how 

patients and fami-

lies experience the 

CAM intervention

Patient interviews How do patients experi-

ence the CAM nursing 

interventions, resource-

oriented counseling ap-

proach, and evidence-

based material?

What are 

the patients’ 

needs and re-

sources?

– How much choice and 

agency do patients 

have? Where do they 

experience difficul-

ties?

How can patients undergo-

ing chemotherapy benefit 

from the intervention’s 

structures and processes? 

How can patients integrate 

the intervention at home?

4 To evaluate com-

petence and 

knowledge gain of 

assigned nursing 

staff

Interviews and 

questionnaire 

capturing areas of 

competence gain

– – – How and in which 

areas do nurses ex-

perience competence 

gain? Which strategies 

help them sustain it?

How are nursing staff and 

other healthcare profes-

sionals involved?

5 To investigate if 

and how interven-

tion fidelity is con-

ducted

Participant obser-

vation, monitoring 

at the two clinic 

sites

How is the interven-

tion conducted accord-

ing to the protocol?

– Which key structures 

and processes need to 

be built and sustained in 

daily outpatient care?

Which differences 

occurred through per-

sonal or organization-

al characteristics?

How is change communi-

cated on an individual and 

organizational level?

CAM—complementary and alternative medicine; CFIR—Consolidated Framework for Implementation Research
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conducted as it was initially planned and documented 

(Horner, Rew, & Torres, 2006). Therefore, it is critical 

to include measures and standardized monitoring 

instruments from the beginning of the study to un-

derstand expected and unexpected outcomes of the 

intervention after the study’s completion (Bosak, 

Pozehl, & Yates, 2012). In considering the CFIR do-

mains, as well as the concept of intervention fidelity, 

several discrete interrelated studies were designed 

and conducted (see Table 1), following a mixed-

methods approach to answer the research objectives 

of the process evaluation.

Data Collection

To provide a better understanding of how the ap-

plication of the CFIR may be useful, the authors will 

describe how the framework has been considered in 

the study design and in the CONGO study’s process 

evaluation. Data from the following five studies were 

collected to gain insight into the key implementation 

concepts specified by the CFIR framework.

Study 1: The aim of the first study is to examine 

CFIR core concepts of inner and outer settings by 

assessing human and organizational resources of 

the two recruiting centers. In line with the design of 

the process evaluation, objectives 3, 4, and 6 of the 

process evaluation will be addressed.

A retrospective analysis of organizational data in 

both sites will be conducted within the two different 

healthcare settings (the National Center for Tumor 

Diseases and the Community Hospital Karlsruhe), in 

which the complex CAM intervention of the CONGO 

study was implemented in July 2014. Data regarding 

human resources (e.g., staff fluctuation, qualification 

and health professions, sick leave), and organizational 

aspects (e.g., hierarchical structures, meetings and 

reporting, documentation, patient pathways) will be 

collected pre- and poststudy for both sites. External 

influences or relevant changes (e.g., media reports, 

relevant publications, medical innovation) that may 

have an impact on the implementation process within 

the organization will be collected and described.

Study 2: The aim of the second study is to identify 

the enabling and hindering factors for the implemen-

tation of the study. As part of this overarching aim, 

objectives 2, 4, 5, and 6 of the process evaluation will 

be addressed.

Repeated focus groups, ranging from 6–8 partici-

pants, with the assigned CONGO nurses will be con-

ducted throughout the implementation process, allow-

ing insight into their perspectives and understanding 

of the intervention practices from the beginning. Each 

focus group meeting will be moderated by a member 

of the research team. The moderator will stimulate 

and guide the group discussions by focusing on dif-

ferent themes that were identified as important to ex-

plore since the start of the intervention (see Table 2).

In addition, interviews with stakeholders from the 

two healthcare settings will be conducted to under-

stand their motivational factors to implement the CAM 

intervention. The semistructured interview guideline 

will focus on aspects relevant when implementing 

TABLE 2. Planned Themes of the Repeated Focus Groups in Study 2

Focus Group Time Frame Theme to Be Explored in the Nursing Group

1 Introduction phase,  

October 2014

Nursing expectations and experiences with the intervention (study briefings, ran-

domization processes, interprofessional collaboration resulting from the Comple-

mentary Nursing in Gynecologic Oncology study)

2 Consolidation phase I,  

December 2014

Nursing experiences with the execution of the study’s intervention (first initial 

counseling interviews, complementary nursing package)

3 Consolidation phase II, 

March 2015

Nursing experiences with the resource-oriented counseling approach (follow-up 

counseling interviews)

4 Deeper consolidation 

phase I, July 2015

Nursing discussion on complex patient cases (positive, negative, or extraordinary 

cases; ethical dilemmas)

5 Deeper consolidation 

phase II, November 2015

Nursing expertise on the constant execution of the complementary nursing pack-

age (interprofessional collaboration in the two outpatient cancer clinics)

6 Deeper consolidation 

phase III, April 2016

Integrative nursing and integrative oncology—what do these terms mean to an 

involved nurse? How are these concepts perceived and practiced in daily health 

care? (Exploration and practical implementation of these health concepts)

7 Final phase (last patient 

completed the tested in-

tervention), July 2016

Nursing opinions on how they can further apply their competencies and knowl-

edge in everyday healthcare delivery (development of strategies for further im-

plementing CAM counseling and applications within the involved cancer clinics)

D
ow

nl
oa

de
d 

on
 0

6-
30

-2
02

4.
 S

in
gl

e-
us

er
 li

ce
ns

e 
on

ly
. C

op
yr

ig
ht

 2
02

4 
by

 th
e 

O
nc

ol
og

y 
N

ur
si

ng
 S

oc
ie

ty
. F

or
 p

er
m

is
si

on
 to

 p
os

t o
nl

in
e,

 r
ep

rin
t, 

ad
ap

t, 
or

 r
eu

se
, p

le
as

e 
em

ai
l p

ub
pe

rm
is

si
on

s@
on

s.
or

g.
 O

N
S

 r
es

er
ve

s 
al

l r
ig

ht
s.



ONCOLOGY NURSING FORUM • VOL. 44, NO. 5, SEPTEMBER 2017 E227

change in healthcare settings on the macro-, meso-, 

and microlevel (Parkin, 2009).

Study 3: The third study aims to understand how 

patients and their families experience the CAM in-

tervention. Therefore, objectives 2, 3, and 5 of the 

process evaluation will be addressed.

Patients (range = 20–30 patients) will be purpose-

fully sampled (Patton, 2002) so that interviewees will 

represent as many varying aspects as possible (e.g., 

stage/type of cancer, intervention/control group, 

high/low CAM use). A semistructured interview guide-

line will be developed. Figure 1 illustrates a sample of 

core questions that will be addressed and explored by 

adequate follow-up prompts and probes.

Study 4: The fourth study aimed to evaluate the 

competence and knowledge gain of the assigned 

CONGO nursing staff members in the following areas: 

professional competence, methodologic competence, 

nursing competence, and social competence. In par-

ticular, objectives 2, 4, and 5 were addressed.

A mixed-methods approach (interviews and ques-

tionnaires) was applied to analyze in which compe-

tence areas the trained CONGO nursing staff gained 

experience. An interview guideline, based on an es-

tablished competence framework (Wittneben, 2003), 

was developed to explore how the nurses perceived 

their competence gain. Additional semistructured in-

terviews were conducted to examine the perspectives 

of nursing staff not directly involved in the CONGO 

study but working in the same outpatient clinic in 

which the CAM intervention was conducted.

In addition, a questionnaire was developed and 

piloted in which the CONGO nurses self-assess their 

(un)certainty on the following competence areas rel-

evant for conducting the CAM nursing intervention 

throughout the CONGO study: communicating with 

patients with cancer in general, conducting informa-

tion and study briefings, counseling patients based 

on a resource-oriented approach, and conducting the 

CAM interventions. This questionnaire was based on 

a questionnaire applied for evaluation of KoMPASS, 

an intensive communication training for oncologists 

(Vitinius et al., 2013). The described questionnaire 

was administered to the assigned CONGO nurses at 

nine time points throughout the study.

Study 5: As part of the aim of the fifth study, inter-

vention fidelity was investigated, and objectives 1 and 

4 of the study evaluation were addressed.

In this study, a mixed-methods approach (docu-

mentation analysis and participant observation) was 

applied to assess intervention fidelity. An electronic 

case report file (eCRF) was developed to monitor the 

study. Every patient invited for the study was reg-

istered and assigned a study participation number, 

which is documented in the eCRF. If patients agreed 

to participate in the study, they were assessed at 

each cycle of their chemotherapy regimen, and 

intervention-relevant data were documented accord-

ingly. Patients’ symptoms, which have been specified 

in their medical health record or mentioned during 

their counseling interview before each chemotherapy 

cycle, were documented in the eCRF. In addition, 

if patients in the intervention group received CAM 

interventions during their stay or for home self-use, 

this was also documented in the eCRF. Regular moni-

toring visits, based on random sampling, were made 

to verify that the assigned CONGO nurses conducted 

the interventions according to the study protocol and 

to solve possible occurring discrepancies between 

the medical health record and the eCRF. In addition, 

FIGURE 1. Sample Questions From Patient Interview 

Guidelines (Intervention Group) in Study 3 by Theme

Introduction, General Attitude Toward Complementary and 

Alternative Medicine (CAM), and Experiences With CAM

• Why did you decide to take part in the study? 

• What do you understand under the umbrella term (CAM)? 

• Have you made experiences in testing selected CAM? 

Resource-Oriented Counseling (Initial Counseling Interview, 

Follow-Up Counseling Interviews)

• How did you experience the first initial counseling interview 

taking place before your first cycle of chemotherapy?

• Which topics do you remember the nurse counseling you 

about?

• What do you understand under the concept “inner/outer doc-

tor”? Did it help you in understanding how you can activate 

your own inner resources?

• Did you remember this concept in your everyday life? How did 

it help you to get through?

• How did you experience the short follow-up counseling in-

terviews at the beginning of every new chemotherapy cycle?

CAM Nursing Package

• Have you experienced side effects of chemotherapy? Which 

have been hard to handle?

• What kind of interventions did you get from your nurse? Did 

they relieve the symptoms?

• How easy or difficult was it to apply these interventions in 

your everyday life? 

• How did the patient diary help you to manage the symptoms? 

CAM Information Package

• How have you used the evidence-based information booklet? 

Did it help you in finding more information for specific CAMs? 

• Have you seen the DVD? How did you involve your family 

members with these information collection processes? 

Closing

• What has been the most beneficial effect of your study par-

ticipation?  

• Did your study participation change things in your everyday 

life? 

• Did you change your attitude toward health?
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patients were handed a diary in which they kept a 

record of symptoms and symptom management at 

home between chemotherapy cycles. This can pro-

vide relevant information to explain the intervention 

fidelity of the patients.

To analyze the developed structures and processes 

based on the study’s protocol, six participant obser-

vation sessions were conducted at each study site 

(Girtler, 2001; Lüders, 2003). The analysis was based 

on the field notes collected during the observations 

(Emerson, Fretz, & Shaw, 1995).

Data Analysis

Overall data analysis consisted of two steps. As a 

first step, each study was analyzed individually in line 

with its specific research objectives.

Quantitative data analysis: The structural data 

from study 1 were analyzed descriptively. Data from 

study 4 (competence gain) and 5 (intervention fidel-

ity) were also subject to descriptive quantitative 

analysis. SPSS®, version 21.0, assisted in analyzing 

the data sets.

Qualitative data analysis: The data sets from stud-

ies 2, 3, and 4 were comprised of qualitative material; 

discursive data of the focus groups and patient, nurse, 

and healthcare professional interviews were subject 

to thematic analysis (Braun et al., 2014) or content 

analysis (Mayring, 2000). All recorded interviews 

and focus groups were transcribed verbatim. The 

qualitative software program ATLAS.ti was used to 

facilitate data analysis. Initial codes were identified, 

compared, and then further grouped into categories. 

These categories were subject to a further process 

of analysis, resulting in the identification and justifi-

cation of certain themes relevant for answering the 

research questions. The observational data and field 

notes from study 5 were analyzed according to prin-

ciples of qualitative data analysis (Braun et al., 2014; 

Emerson et al., 1995; Girtler, 2001).

After individual analysis of all studies, the main 

research findings of the RCT and the process evalua-

tion will be integrated in a second step. All data will 

be subject to a framework analysis (Ritchie & Lewis, 

2003; Ritchie, Lewis, Nicholls, & Ormston, 2013). This 

framework method is widely used for structuring and 

identifying differences and similarities in qualitative 

data to complement quantitative results, enabling 

concrete recommendations for implementation 

strategies to be revealed (Davy, Harfield, McArthur, 

Munn, & Brown, 2016; Gale, Heath, Cameron, Rashid, 

& Redwood, 2013). The following three integrative 

research levels will be considered when framing the 

data according to the CFIR concepts:

• How can the intervention results be implemented 

into healthcare settings?

• How and under which circumstances did the inter-

vention work best?

• Which new unexpected concepts did occur and 

need to be addressed?

According to this established framework method, 

all data will be coded and then thematically analyzed 

using the CFIR framework. An advantage of the de-

scribed framework method lies in its flexibility, as it 

is not aligned with an epistemologic approach and 

can be applied deductively and inductively (Gale et 

al., 2013). The authors aimed to frame the data mate-

rial based on the CFIR’s five core concepts, allowing 

room to add additional concepts that may have been 

identified during the analytic process.

Ethical Considerations

The ethical approval for the CONGO study and its 

process evaluation has been granted by the ethics com-

mittees of the University of Heidelberg and the State 

Medical Council of Baden-Wurttemberg. The CONGO 

study has been registered with the German Clinical 

Trials Register (https://drks-neu.uniklinik-freiburg 

.de/drks_web) under DRKS00006056 and within the 

Database Health Services Research (Datenbank Vers-

orgungsforschung Deutschland) under VfD_CONGO_ 

14_003552.

Trial Status

Patient recruitment for the CONGO study started 

in July 2014 together with the accompanying process 

evaluation. Data collection for the RCT was finished 

in December 2016. Data collection of all five studies 

of the process evaluation was finished in mid-2017. 

Data analysis of studies 4 and 5 have been completed; 

the other analyses are ongoing, and final results are 

expected at the end of 2017. Results of the framework 

analysis integrating the findings of the RCT and the 

process evaluation are expected at the beginning of 

2018.

Discussion

This article outlines the protocol for a process 

evaluation applying multiple methods to understand 

how and under which circumstances the complex 

CAM nurse-led intervention has been introduced into 

routine practice, and under which circumstances this 

intervention affects healthcare deliveries, teamwork, 

communication, decision-making processes, and 

subsequent patient outcomes. This mixed-methods 

process evaluation is a first attempt to document 

the impact of implementing a supportive cancer care 

program at two German outpatient cancer clinics.

A strength of the CONGO process evaluation lies 

in the application of the established CFIR framework 
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(Damschroder et al., 2009; Kirk et al., 2016), which 

structures the analytical components comprehensive-

ly. This framework guided the application of different 

research techniques, providing a comprehensive ap-

proach for analyzing the different objectives. To date, 

the authors can confirm that their selected methods 

have been appropriate for the research aims of this 

process evaluation. By applying this mixed-methods 

process evaluation, the authors expect to provide 

answers for the micro-, meso-, and macrosystem 

processes inherent in outpatient clinics providing 

chemotherapy treatment with integrated supportive 

programs (Parkin, 2009).

The authors have already finished the data collec-

tion of the RCT and the parallel process evaluation. 

The primary analysis has been completed, as well 

as some substudies of the process evaluation, sup-

porting the authors’ confidence that the planned ap-

proach is suitable to answer the research aims. The 

authors acknowledge the high acceptance with the 

methods involved in studies 2 and 3 (focus groups 

and semistructured interviews, respectively), as the 

study participants (CONGO patients, CONGO nurses, 

experts, and colleagues) were keen and interested 

to contribute to the process analysis, and they have 

created a rich pool of qualitative data. In addition, the 

evaluation questionnaire developed for study 4 can 

be considered appropriate; it could be comprehen-

sively answered by the participants, so it was deemed 

applicable. These first positive feedback processes 

encouraged the authors to continue with the process 

evaluation as planned.

Limitations

The results of this study will be subject to cer-

tain limitations. The authors decided to apply the 

CFIR framework for the process evaluation of their 

study, as it provides a comprehensive approach to 

constructs that have been identified to influence 

implementation of interventions in healthcare prac-

tice. Because the CFIR is comprised of 39 constructs 

within the 5 core domains, addressing all constructs 

was not possible. The use of a specific framework also 

may have led to neglecting domains or constructs 

included in other frameworks, such as Promoting Ac-

tion on Research Implementation in Health Services 

(Rycroft-Malone, 2004) or the Knowledge to Action 

Framework (Graham et al., 2006), which also may 

have been relevant for the process evaluation of the 

current study. 

Because the CONGO study has been implemented 

in only two different healthcare settings, the process 

evaluation focuses on those setting providers, which 

may reduce the potential to generalize results. In 

addition, the findings from the CONGO study and 

its process evaluation may not be applicable to all 

healthcare systems outside of Germany/Europe, 

where health care is organized differently, or where 

the interest to integrate CAM is not widespread. 

The CONGO process evaluation was designed by 

researchers affiliated with the CONGO study, and no 

completely neutral researcher is involved to guide the 

data analysis of the framework analysis of the process 

evaluation. However, to prevent possible social desir-

ability bias, patients, nurses, and stakeholders were 

interviewed, and initial data analysis was performed 

by a neutral person who is not directly part of the 

core research team.

Implications for Nursing

This article has twofold implications for nursing 

practice and research. On one hand, this article 

highlights the practical benefits for nurse managers 

and researchers when translating research findings 

into practice. After composing and conducting an 

interventional process with a sound study design, 

the questions after finishing the study remain: How 

can the results be translated into everyday practice? 

Which organizational structure is needed? To answer 

these questions and more, healthcare profession-

als can draw on the five core concepts of the CFIR 

framework and consider its answers in the routine 

implementation and integration processes. In the case 

of the CONGO study, which the authors described as 

an example in this article, it is relevant to know how 

the planned intervention and study results can be 

translated into practice so that patients can benefit 

from complementary supportive care. In consider-

ing the structured findings from the CFIR-influenced 

process evaluation, such a translation process may 

be easier and more efficient in practice. On the other 

hand, the article outlines factors that are essential 

but usually are not considered in oncologic nursing 

research studies. 

Knowledge Translation 

• Implementation of evidence-based complementary and 

alternative medicine (CAM) nursing interventions need to 

be comprehensively planned and evaluated.

• The Consolidated Framework for Implementation Research 

(CFIR) can be applied in the evaluation of a complex nursing 

intervention.

• The current research design shows how results of the 

randomized, controlled trial and the CFIR-based process 

evaluation can be intertwined to understand how a nurse-

led CAM intervention can be integrated in routine care and 

transferred into other healthcare settings.
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Including a process evaluation in interventional 

study designs from the beginning can help strengthen 

study protocols. Each individual interventional study 

requires a process-analytical frame so that the setting 

and factors promoting or hindering the intervention 

in everyday routine care are clearly understood. 

Without this, translating RCT results into clinical 

practice is difficult. In addition, such translations, 

which do not address real-life settings, may not be 

sustainable and, therefore, may be inefficient. The 

authors strongly recommend conducting a process 

evaluation in addition to RCTs, and they present 

the CFIR framework as one suitable comprehensive 

option, particularly when potential interest exists 

in integrating the tested intervention in different 

healthcare settings.

Conclusion

This mixed-methods process evaluation of the 

CONGO study, grounded in a sound and established 

theoretical framework, namely the CFIR, will evaluate 

the factors that need to be considered in knowledge 

transfers as part of future implementation processes of 

integrative supportive CAM care programs. Supportive 

CAM care programs should be nurse-led, because 

oncology nurses spend the most amount of time with 

the patients and can build an optimistic, trusting re-

lationship. However, such interventions also should 

be embedded in an interdisciplinary healthcare envi-

ronment considering the perspectives and interplay 

of all involved healthcare professionals aiming to 

improve disease-oriented, as well as patient-oriented, 

outcomes.

References

Bosak, K.A., Pozehl, B., & Yates, B. (2012). Challenges of applying 

a comprehensive model of intervention fidelity. Western Journal 

of Nursing Research, 34, 504–519. doi:10.1177/0193945911403774

Braun, L., Harris, J., Katris, P., Cain, M., Dhillon, H., Koczwara, B., 

. . . Robotin, M. (2014). Clinical Oncology Society of Australia 

position statement on the use of complementary and alterna-

tive medicine by cancer patients. Asia-Pacific Journal of Clinical 

Oncology, 10, 289–296. doi:10.1111/ajco.12227

Breimaier, H.E., Heckemann, B., Halfens, R.J., & Lohrmann, C. (2015). 

The Consolidated Framework for Implementation Research 

(CFIR): A useful theoretical framework for guiding and evaluating 

a guideline implementation process in a hospital-based nursing 

practice. BMC Nursing, 14, 43. doi:10.1186/s12912-015-0088-4

Damschroder, L.J., Aron, D.C., Keith, R.E., Kirsh, S.R., Alexander, 

J.A., & Lowery, J.C. (2009). Fostering implementation of health 

services research findings into practice: A consolidated frame-

work for advancing implementation science. Implementation 

Science, 4, 50. doi:10.1186/1748-5908-4-50

Damschroder, L.J., & Lowery, J.C. (2013). Evaluation of a large-scale 

weight management program using the consolidated framework 

for implementation research (CFIR). Implementation Science, 8, 

51. doi:10.1186/1748-5908-8-51

Davy, C., Harfield, S., McArthur, A., Munn, Z., & Brown, A. (2016). 

Access to primary health care services for indigenous peoples: 

A framework synthesis. International Journal for Equity in Health, 

15, 163. doi:10.1186/s12939-016-0450-5

Emerson, R.M., Fretz, R.I., & Shaw, L.L. (1995). Writing ethnographic 

fieldnotes. Chicago, IL: University of Chicago Press.

Gaglio, B., & Glasgow, R. (2012). Evaluating approaches for dissemi-

nation and implementation research. In R. Brownson, G. Colditz, 

& E. Proctor (Eds.), Dissemination and implementation research 

in health. Translating science to practice. Oxford, England: Oxford 

University Press.

Gale, N.K., Heath, G., Cameron, E., Rashid, S., & Redwood, S. (2013). 

Using the framework method for the analysis of qualitative data 

in multi-disciplinary health research. BMC Medical Research 

Methodology, 13, 117. doi:10.1186/1471-2288-13-117

Girtler, R. (2001). Methoden der Feldforschung (4th ed.). Stuttgart, 

Germany: UTB.

Graham, I.D., Logan, J., Harrison, M.B., Straus, S.E., Tetroe, J., Cas-

well, W., & Robinson, N. (2006). Lost in knowledge translation: 

Time for a map? Journal of Continuing Education in the Health 

Professions, 26, 13–24. doi:10.1002/chp.47

Grant, A., Dreischulte, T., Treweek, S., & Guthrie, B. (2012). Study 

protocol of a mixed-methods evaluation of a cluster randomized 

trial to improve the safety of NSAID and antiplatelet prescribing: 

Data-driven quality improvement in primary care. Trials, 13, 154. 

doi:10.1186/1745-6215-13-154

Grant, A., Treweek, S., Dreischulte, T., Foy, R., & Guthrie, B. (2013). 

Process evaluations for cluster-randomised trials of complex 

interventions: A proposed framework for design and reporting. 

Trials, 14, 15. doi:10.1186/1745-6215-14-15

Horner, S., Rew, L., & Torres, R. (2006). Enhancing intervention fidel-

ity: A means of strengthening study impact. Journal for Special-

ists in Pediatric Nursing, 11, 80–89. doi:10.1111/j.1744-6155.2006 

.00050.x

Ilott, I., Gerrish, K., Booth, A., & Field, B. (2013). Testing the con-

solidated framework for implementation research on health care 

innovations from South Yorkshire. Journal of Evaluation in Clini-

cal Practice, 19, 915–924. doi:10.1111/j.1365-2753.2012.01876.x

Kirk, M.A., Kelley, C., Yankey, N., Birken, S.A., Abadie, B., & Damsch-

roder, L. (2016). A systematic review of the use of the consoli-

dated framework for implementation research. Implementation 

Science, 11, 72. doi:10.1186/s13012-016-0437-z

Klafke, N., Mahler, C., von Hagens, C., Blaser, G., Bentner, M., & Joos, 

S. (2014). Developing and implementing a complex complemen-

tary and alternative (CAM) nursing intervention for breast and 

gynecologic cancer patients undergoing chemotherapy—Report 

from the CONGO (complementary nursing in gynecologic oncol-

ogy) study. Supportive Care in Cancer, 24, 2341–2350. doi:10.1007/

s00520-015-3038-5

Klafke, N., Mahler, C., von Hagens, C., Rochon, J., Schneeweiss, A., 

Müller, A., . . . Joos, S. (2015). A complex nursing care intervention 

on complementary and alternative medicine (CAM) to increase 

quality of life in patients with breast and gynecologic cancer 

undergoing chemotherapy: Study protocol for a partially random-

ized controlled trial. Trials, 16, 51. doi:10.1186/s13063-014-0538-4 

Lüders, C. (2003). Beobachten im Feld und Ethonographie. In U. 

Flick, E. Kardoff von, & I. Steinke (Eds.), Qualitative forschung 

(pp. 384–401). Hamburg, Germany: Reinbek.

Mayring, P. (2000). Qualitative content analysis. Forum: Qualitative So-

cial Research, 1(2). Retrieved from http://www.qualitative-research 

.net/index.php/fqs/article/view/1089

Medical Research Council. (2006). Developing and evaluating 

complex interventions: New guidance. Retrieved from https://

www.mrc.ac.uk/documents/pdf/complex-interventions-guidance

Neuberger, P., Wettich-Hauser, K., Trautmann, C., Sohn, C., Schnee-

weis, A., & von Hagens, C. (2012). Lavendel, Thymian & Co die Be-

handlung unterstützen. Die Schwester Der Pfleger, 6(51), 538–542. 

D
ow

nl
oa

de
d 

on
 0

6-
30

-2
02

4.
 S

in
gl

e-
us

er
 li

ce
ns

e 
on

ly
. C

op
yr

ig
ht

 2
02

4 
by

 th
e 

O
nc

ol
og

y 
N

ur
si

ng
 S

oc
ie

ty
. F

or
 p

er
m

is
si

on
 to

 p
os

t o
nl

in
e,

 r
ep

rin
t, 

ad
ap

t, 
or

 r
eu

se
, p

le
as

e 
em

ai
l p

ub
pe

rm
is

si
on

s@
on

s.
or

g.
 O

N
S

 r
es

er
ve

s 
al

l r
ig

ht
s.



ONCOLOGY NURSING FORUM • VOL. 44, NO. 5, SEPTEMBER 2017 E231

Parkin, P. (2009). Managing change in healthcare: Using action re-

search. Los Angeles, CA: Sage.

Patton, M.Q. (2002). Qualitative evaluation and research methods: 

Integrating theory and practice (3rd ed.). Newbury Park, CA: 

Sage.

Richards, D.A., & Hallberg, I.R. (Eds.). (2015). Complex interventions 

in health: An overview of research methods. London, England: 

Routledge.

Ritchie, J., & Lewis, J. (Eds.). (2003). Qualitative research practice: 

A guide for social science students and researchers. London, 

England: Sage.

Ritchie, J., Lewis, J., Nicholls, C., & Ormston, R. (Eds.). (2013). 

Qualitative research practice: A guide for social science students 

and researchers (2nd ed.). Thousands Oaks, CA: Sage.

Rod, M.H., Ingholt, L., Sorensen, B.B., & Tjornhoj-Thomsen, T. 

(2014). The spirit of the intervention: Reflections on social ef-

fectiveness in public health intervention research. Critical Public 

Health, 24, 296–307. doi:10.1080/09581596.2013.841313

Rycroft-Malone, J. (2004). The PARIHS framework—A framework for 

guiding the implementation of evidence-based practice. Journal of 

Nursing Care Quality, 19, 297–304. doi:10.1097/00001786-200410000 

-00002

Vitinius, F., Sonntag, B., Barthel, Y., Brennfleck, B., Kuhnt, S., Wer-

ner, A., . . . Keller, M. (2013). KoMPASS—Design, implementation 

and experiences concerning a structured communication skills 

training for physicians dealing with oncology [In German]. 

Psychotherapie, Psychosomatik, Medizinische Psychologie, 63, 

482–488. doi:10.1055/s-0033-1341468

Wittneben, K. (2003). Care concepts in further education for nurs-

ing teachers. Guidelines for critically constructive nursing field 

didactics (5th ed.) [In German]. Frankfurt, Germany: Peter Lang 

Publishing House.

D
ow

nl
oa

de
d 

on
 0

6-
30

-2
02

4.
 S

in
gl

e-
us

er
 li

ce
ns

e 
on

ly
. C

op
yr

ig
ht

 2
02

4 
by

 th
e 

O
nc

ol
og

y 
N

ur
si

ng
 S

oc
ie

ty
. F

or
 p

er
m

is
si

on
 to

 p
os

t o
nl

in
e,

 r
ep

rin
t, 

ad
ap

t, 
or

 r
eu

se
, p

le
as

e 
em

ai
l p

ub
pe

rm
is

si
on

s@
on

s.
or

g.
 O

N
S

 r
es

er
ve

s 
al

l r
ig

ht
s.


