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VERSION 1 - REVIEW 

REVIEWER Stacey Donofrio 
Department of Psychology  
University of Groningen  
the Netherlands 

REVIEW RETURNED 22-Oct-2013 

 

GENERAL COMMENTS This paper outlines a study that will be conducted in a rural area of 
Australia. The plan is to assess how feasible and acceptable it is to 
implement psychosocial screening for cancer patients, and to ensure 
that patients are offered appropriate interventions. This is a very 
important topic, especially given the specific population of cancer 
patients, namely those with urological and head and neck cancers.  
The study has not yet been conducted; this paper describes the 
proposed study and discusses the challenges that the medical staff 
and researchers may face. No patients have been screened yet. The 
authors mention how psychosocial care will be offered in the region 
and discusses the challenges unique to a large rural area.  
The paper is well-written and easy to read. However, I believe that it 
would be more interesting to read about the study after has been 
conducted than at this stage. Therefore, I recommend that the 
authors wait until the 2-year study is done to publish. 

 

REVIEWER Laura Forsythe 
Patient-Centered Outcomes Research Institute, USA 

REVIEW RETURNED 23-Oct-2013 

 

GENERAL COMMENTS **adequate description of the methods:  
- the main information that is lacking in the methods relates to the 
development of the intervention. The authors describe this as an 
"evidence based" intervention, but it's not clear what evidence will 
inform the execution of the proposed intervention steps. For 
example, what literature will be used to develop the staff training? 
Also, the intervention plan doesn't clearly have elements that 
address elements of the IOM recommendations, such as supporting 
illness self-management, coordinating psychosocial and biomedical 
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care, and following up for re-assessment of needs and adjustment of 
care plans.  
- there is not sufficient information about the development and 
validation of the assessment tools, particularly the patient 
experience survey and the staff interview.  
- some important gaps in the description of the methods- will staff 
that start during the study period all receive the newly developed 
training? Will all patients be treated according to the PACT protocol, 
regardless of whether they enter the study or not?  
 
 
 
**defining outcomes: there are a few issues related to defining the 
outcomes.  
- First, the authors report different primary, secondary and tertiary 
outcomes in the abstract and the analysis sections compared to the 
outcomes section of the paper. Also, acceptability according to 
HCPs is mentioned in the abstract and the measures section but not 
the outcomes section.  
- Additionally, assessing feasibility is an objective of the study but it's 
not clear which outcomes relate to feasibility.  
- It's also not clear why the authors have chosen the combination of 
urological and head and neck cancers as the populations of interest. 
It would help to explain the rationale for this sample choice.  
- Further, why was having at least one distress screen chosen as the 
primary outcome, given that the IOM and others recommend 
screening at multiple important points of treatment?  
 
**use and description of statistical approaches:  
- the authors are using multiple cross sectional samples to conduct a 
longitudinal analysis. They have not indicated how they will account 
for the fact that some but not all of the sample will be the same at 
multiple time points. The implications of this limitation are also not 
described.  
- what preliminary data was used for power calculations? This was 
not adequately described. Also, how were the definitions for clinically 
meaningful differences (5 pts for patients, 10 pts for HCPs) 
determined?  
 
 
**limitations:  
- the limitations described above and below in the comment boxes 
are not adequately discussed. 
 
This study will help to address a major gap in the cancer health 
services literature regarding models of cancer care that promote 
appropriate management of psychosocial concerns during cancer.  
 
Some additional concerns regarding the protocol include:  
* two concerns in the title: first, the authors call this a patient-
centered model of care but given the absence of patient input on the 
design or implementation of this intervention and study and the lack 
of justification for this descriptor in the manuscript, "patient-centered" 
is not appropriate. Second, "care and treatment" is redundant and 
the authors can select one.  
* the introduction section includes a paragraph about the health 
district of New South Wales which it's not clear why the information 
is there (which is not specific to urologic or head and neck cancer).  
* Further, the information about the care challenges and approaches 
at JHH are common across cancer treatment facilities. The 
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introduction would be more useful if it focused on issues in models 
of psychosocial care more generally and left information specific to 
procedures at JHH to the methods. The intro can mention however, 
that JHH (a large tertiary referral center) will be used as a model to 
address the research objectives.  
* the authors mention on multiple occasions the importance of 
addressing psychosocial care for rural patients and have notable 
plans in place to ensure that rural populations receive adequate 
care, which is a strength of this study. However, rural residence is 
not an eligibility criteria and it's not clear that there are any 
procedures in place to ensure adequate representation of rural 
patients in the sample.  
*The proposed sample sizes, particularly for patients, are relatively 
small even given the power calculations. For example, a sample of 
38 patients would likely not permit an examination by rural vs. urban 
status, although rural patients are an important focus of this study. 
 
Overall, there are number of strengths to this study and it aims to 
answer very important research questions. This study will make an 
important contribution to the literature if some of the important 
limitations described above can be addressed.   

 

REVIEWER Karen Clark 
City of Hope, USA 

REVIEW RETURNED 24-Oct-2013 

 

GENERAL COMMENTS The manuscript covers a very important and underserved area of 
study, head and neck cancers do not have enough attention in the 
literature. In addition linking psychosocial services and programs to 
cost data is another area that needs much more attention in the 
literature. The introduction is very well written, clear and organized. 
Overall the manuscript is very detailed and well thought-out. I think 
the authors need to make it clear that this is a manuscript that 
focused on the design of the study and not the results of the study. I 
was confused throughout the manuscript if the study was already 
conducted or if the design of the study is being described. I 
understand now after reading the entire manuscript that the 
manuscript focuses on describing the design of the study and not on 
the implementation and results of the study that was conducted. Is 
there a date of when this study will start? If so I would recommend 
including this in the timeline so the readers would have an idea of 
when to expect the results to be published.  
In addition to my overall comments above here are some additional 
suggestions/edits.  
•There is a misspelling in the title (patient-centred)  
•I think the terms assessment and screening are used 
interchangeability, I would recommend using the term screening 
throughout the manuscript when the authors are referring to distress 
screening.  
•Table 1 needs some reformatting so the rows line up. There also 
should be some additional information on the time period (for 
example is the first box months 0-12?).  
•In the data management section please spell out RO  
•In the sample size section the authors refer to data from 25 patient 
surveys and 28 health professional surveys, I would recommend 
including the results of this data collection as pilot data for this study 
since there is no data included in the manuscript. 
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VERSION 1 – AUTHOR RESPONSE 

RESPONSE TO Stacey Donofrio's feedback: "However, I believe that it would be more interesting to 

read about the study after has been conducted than at this stage. Therefore, I recommend that the 

authors wait until the 2-year study is done to publish."  

- It is now standard practice to publish the protocol of the study at the beginning of the trial. We plan 

to also publish the findings when the project has been completed.  

 

RESPONSE TO Laura Forsythe's feedback:  

**adequate description of the methods  

- We have included references to support the evidence-based approach supporting aspects of the 

intervention, including the training. Also, the “Intervention” section has been edited to elaborate on 

some of these points.  

- The survey and interview items were selected from existing tools, which have now been referenced.  

- Yes, training will be offered to all staff during the study period. Also, the PACT protocol is a system-

wide approach. We have added the following to the “Intervention” section to clarify this: “this study 

focuses on a system level intervention aimed at modifying provision of service to all patients attending 

these units”.  

 

**defining outcomes: there are a few issues related to defining the outcomes  

- We have ensured consistency in reporting of outcome measures across the whole paper. Also, this 

is an omission and has been rectified.  

- We have edited the text to accurately reflect the outcomes of interest, which are impact, 

acceptability and cost.  

- First, the significant burden experienced by these two patient groups is detailed in the first paragraph 

of the “Introduction”. Second, the lack of access to coordinated psychosocial care at JHH was 

identified by unit staff as a particular concern for these two patient groups, hence we selected these 

as the target groups for this study to respond to that identified need.  

- Whilst the intervention includes screening at multiple points of treatment, we have selected at least 

one screen as a potentially feasible and important outcome measure given there is currently no 

systematic distress screening of patients at JHH.  

 

**use and description of statistical approaches:  

- The analyses we are conducting are based on comparison of cross-sectional samples. As the cross-

sectional samples will be recruited at 12-month intervals, the likelihood that there will be any patients 

across multiple time points is negligible.  

- The data used was from the first baseline patient and health professional surveys returned, which 

were then used to estimate the required sample size at each time point. Also, The 5 and 10-point 

differences were determined to be meaningful by the research team, based on the baseline levels and 

the likelihood of change based on the content of the PACT intervention.  

 

**limitations:  

- this should now be addressed.  

 

**Some additional concerns regarding the protocol include:  

* This project was developed as a direct response to patient feedback collected through a government 

collected patient satisfaction survey. It also focusses on providing care which is tailoring to patients’ 

needs. Hence, we believe the term patient-centred is appropriate. However, we have removed it from 

the title to streamline the title of the paper. Second, We would argue that care and treatment are not 

one and the same necessarily. Treatment refers to specific interventions, whereas care relates to the 

overall culture of the system of provision of health care (which comprises specific treatments but 

broader, eg processes and systems through which those treatments operate). Hence, we would 

prefer to retain both in the title.  
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* We have edited the introduction to remove the detailed description about the health district.  

* We have edited the introduction to remove the detailed description about the treatment centre.  

* Rural residence is not a specific eligibility criterion for inclusion this study. The intervention targets 

all patients with H&N or urological cancers receiving care at JHH, who meet the specified selection 

criteria. We have included the following statement in the “Eligibility Criteria” section to clarify this: 

“Patients from metropolitan and all rural areas served by this hospital are included in the study”.  

* We do not intend to compare rural vs urban patients in our analyses, hence the power calculations 

do not take such a comparison into account. As previously detailed, the intervention is a system-level 

intervention aimed at modifying provision of service to all patients attending the involved units, which 

includes rural as well as urban patients.  

 

RESPONSE TO Karen Clark's feedback:  

"Is there a date of when this study will start? If so I would recommend including this in the timeline so 

the readers would have an idea of when to expect the results to be published." - The data collection 

for this study commenced in March 2013. This information has been added to the table.  

- We have adopted the British spelling.  

- The terms “screening” and “assessment” refer to different functions in this paper. Brief distress 

“screening” is undertaken to determine whether a patient exceeds a particular threshold for distress 

(for the Distress Thermometer, this is >4/10). If they do, then a more comprehensive “assessment” 

may be recommended to determine the cause of this distress and if and what type of psychosocial 

care may be required as part of a Psychosocial Care Plan. We have taken care to be systematic in 

our use of the terms as described above and have edited the manuscript accordingly.  

- We have changed the columns on the table for ease. Lining up the rows will not adequately reflect 

the intervention delivery continuing throughout the study period. Hence, the intervention column has 

been shifted to the end to allow lining up of the timeline with the data collection column.  

- Research Officer – now included in full in the paper.  

- The mean patient experience and knowledge/confidence scores are already included in the 

manuscript. 
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