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PATIENT-REPORTED OUTCOME CONSORTIUM 
CRITICAL PATH INSTITUTE 
1730 E RIVER ROAD 
TUCSON, AZ 85718-5893 

www.c-path.org 
 
January 22, 2016 
 

REQUEST FOR PROPOSAL 
 
Critical Path Institute (C-Path) is seeking proposals from vendors to perform a randomized, 
observational, cross-over study aimed at examining the comparability of responses and compliance 
with a provisioned electronic patient-reported outcome (ePRO) device versus a “bring your own 
device” (BYOD) approach in subjects with chronic obstructive pulmonary disease (COPD).  The primary 
objectives of the study are to assess the comparability of patient-reported outcome (PRO) data, 
including scores for scales, when collected on a provisioned device (PD) versus the subject’s own 
device (BYOD), and to assess subject compliance when entering PRO data via PD versus BYOD.    
 
An optional extension study to be included in the proposal involves the assessment of the equivalence 
of scores obtained on devices with different screen sizes.  Examining the impact of screen size on 
patient responses to PRO items is an important step in establishing the value of BYOD in clinical trials.  
Small (smartphone), medium (tablet), and large (desktop) screens will be compared. 

 
The project will be coordinated through a collaboration of the PRO Consortium’s ePRO Subcommittee 
and the ePRO Consortium.  Information contained in your proposal will be evaluated by members of 
the PRO Consortium’s ePRO Subcommittee and will be considered confidential. 
 
Clarifying questions must be received no later than February 5, 2016.  Proposals must be received by 
February 19, 2016.  Both are to be sent to:  
 

Stephen Joel Coons, PhD 
Executive Director, PRO Consortium 
sjcoons@c-path.org 

 

I. Request for Proposal (RFP) Provisions 
 
The proposal is a firm offer that will be considered valid for 180 calendar days from the due date.  
Please provide the contact information of the person responsible for submitting the proposal.  C-Path 
shall not be responsible for any errors or omissions on the part of the Bidder in preparing this proposal.  
Bidder shall bear all costs associated with preparing this proposal. 
 

http://www.c-path.org/
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Please prepare your proposed strategy to address the objectives and scope as stated in this RFP.  You 
must demonstrate a knowledge base consistent with the objectives and requirements of this RFP.  All 
of the required elements (i.e., methods, deliverables, milestones, experience, timelines, and costs) 
should be clearly explained in 30 pages or less.  The project will be awarded based on organizational 
qualifications and experience, proposal content, schedule, and cost.   
 
II. Introduction 
 
Background 
 
Use of electronic modalities for collecting PRO data has increased over the past 20 years, especially for 
remote data collection.  Traditionally, clinical study teams have used dedicated, provisioned devices to 
collect these data, as rigorous regulatory and psychometric standards have pointed to the need for 
such devices in biopharmaceutical clinical trials.  While the benefits and improved data quality have 
been recognized with these provisioned devices, a few trends are pointing to the need to consider 
BYOD approaches as a credible and reliable method for data collection in clinical trials.  These include: 
 

 Increasing consumer use of smartphones, including for monitoring personal health 
 

 The perception that using one’s own personal device (e.g., smartphone) may be more attractive 
and user-friendly than a provisioned device and may lead to improved compliance, reduced 
training, increased patient engagement, and, generally, lower subject burden 
 

 Availability of data servers that could help adhere to regulatory standards historically thought 
as available only through provisioned devices  
 

 Availability of technologies to “resize” ePRO formats so similarly sized devices can display items 
in a similar fashion 
 

 Pricing pressure on pharmaceutical companies that, in turn, necessitates reducing the costs of 
drug development; the perception is that use of BYOD would decrease ePRO costs as device 
costs are a primary cost driver. 
 
 

III. Study Objectives 
 
The objective of this study is to compare PD and BYOD in regard to the equivalence of the PRO data 
collected and compliance with the data entry requirements/schedule. Patient attitudes towards the 
methodology will be explored.   
 
The primary objectives of the study are: 

 To assess the comparability of PRO data, including scores for scales, when collected on a PD 
versus a subject’s own device (BYOD) 
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 To assess subject compliance when entering PRO data via PD versus the subject’s own device 
(BYOD) 

 
The secondary objectives of the study are: 

 To identify characteristics (e.g., preference for use of PD or BYOD) of subjects participating in 
the study 

 To describe the subject experience/behavior by collecting metadata and metrics summarizing 
the subject’s interaction with the ePRO implementation (e.g., reminders, abandoned sessions) 

 To collect exploratory data on screened subjects including availability of personal devices, 
willingness to use own device, and reasons for discontinuation 

 (Optional extension-study) To determine if scores collected through devices with different 
screen sizes (smartphone, tablet, desktop) are equivalent 
 

This above list should be viewed by the selected vendor as a starting point.   
 
IV. Methods  
 

Study Design 

This is a multicenter, randomized, observational, cross-over design study.  

 Study Schematic 

 

 

 

 

 

 

Study site selection and budget negotiation as well as subject recruitment will be the responsibility of 
the vendor. Participants eligible (see Appendix I for eligibility criteria) for the study after screening will 
be randomized at Visit 1 to either Group A (BYOD for two weeks, then PD for two weeks) or Group B 
(PD for two weeks then BYOD for two weeks) and receive appropriate training. Participants will enter 
data daily as described below.  Following the initial two-week period, participants will return for a brief 
visit (Visit 2) to return the provisioned devices (if in the initial PD group), participate in a limited 
interview, and receive appropriate training for the second two-week study period.  For those in the 
initial BYOD group, devices will be provided, appropriate training will be given, and a limited interview 
will be conducted at Visit 2.  After the second two-week period, participants will return for Visit 3 to 

Screening 

 

Randomization 
 

 

BYOD PD 

PD BYOD 

End of Study 
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Four weeks 
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return the provisioned devices (if in the PD group) and respond to exit interview questions. A protocol 
consistent with this study design, a statistical analysis plan and the resulting analysis will be developed 
by the selected vendor and submitted for review by C-Path. 
 
Proposed assessments include the COPD Assessment Test (CAT), a measure of chronic obstructive 
pulmonary disease (COPD) condition severity; the EXACT Respiratory Symptoms (EXACT-RS or E-RS) 
scale, an instrument used to measure the severity of respiratory symptoms in stable COPD; a patient 
global impression of symptoms (PGIS); and structured interviews at Visit 2 and Visit 3.  

The vendor is requested to estimate the necessary sample size for this study.  

Extension Study Design (Optional) 
Subjects will be invited to participate in an extension of the parent study to investigate whether scores 
collected through devices with different screen sizes (smartphone, tablet, desktop) will be equivalent. 
 

 Instrument  
Preference for an instrument with good measurement properties, relevant for a respiratory 
population and that has already been programmed so as to control cost  
 

 Independent Variable 
Size of computer screen (small, medium, large screens) 

 

 Dependent Variable   
Scores from devices with varying screen sizes 
Patients will complete assessments on each device. Instructions, items, and response scales will 
be formatted in the same way across the different device options.  The only difference will be 
screen size and size of the text on the device.  Individual item scores and/or scale scores will be 
used as the dependent variable in the screen size sub-study analysis.  

 

 Analysis Strategy  
o Calculate intraclass correlation coefficients (ICCs) for screen size pairs   
o Repeated measures (RM) ANOVA with follow-up tests comparing mean scores across 

solutions (planned contrasts will compare means for each screen size) 
o Consider item response theory (IRT)-type analyses, but will depend on sample size 

 

 Procedure (all completed in single visit)  
1. Random assignment to screen size sequence 
2. Completion of first administration mode 
3. Distracter task (10 min) 
4. Completion of second administration mode 
5. Distracter task (10 min) 
6. Completion of third administration mode 
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V. Deliverables 
 

A. A final report that summarizes the results of the study including transcripts if an open-ended 
questions are included in the interviews at Visit 2 and Visit 3 

B. (Optional)  A final report that summarizes the results of the extension study 
C. In addition, although the PRO Consortium will not pay for the preparation of abstracts or 

manuscripts, the selected vendor is welcome to participate with a writing team from the PRO 
Consortium’s ePRO Subcommittee and the ePRO Consortium in the preparation of abstracts 
and/or manuscripts that will be submitted to peer-reviewed journals.  (Hence, costs associated 
with participation in the preparation of abstracts or manuscripts should not be included in 
submitted budgets.) 

 

VI. Review Meetings and Overall Project Management 
 
It is anticipated that the selected vendor will participate as needed in regularly scheduled 
teleconferences to provide updates on the project.  It is anticipated that the selected vendor will be 
coordinating with a technology vendor from the ePRO Consortium to execute all electronic data 
capture aspects of the main and optional extension studies.  
 
VII. Previous Experience 
 
Brief descriptions (300 words or less) of the roles, responsibilities and background of key personnel and 
who will be involved in the project should be provided as an Appendix.    
 
VIII. Timeline 
 
A detailed timeline including anticipated completion dates for the deliverables should be provided.  
Projected timelines for completion of the project will be an element of the proposal evaluation criteria.    
 
IX. Costs 
 
Costs are to be broken out and identified per task and deliverable.  Management and contracting with 
third parties is the responsibility of the selected vendor.  Please provide your proposed budget in US 
dollars and proposed payment terms based on project milestones.   Separate budget proposals need to 
be provided for the main study and the optional sub-study. 
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APPENDIX I 
 
Inclusion Criteria 

 

 Type of subject:  Outpatient 

 Informed Consent:  A signed and dated written informed consent prior to study participation 

 Age:  Subjects 18 years of age or older at Visit 1 

 Sex:  Male or female 

 Diagnosis:  An established clinical history of COPD in accordance with the definition by the 
American Thoracic Society/European Respiratory Society (Celli et al., 2004) as follows:  COPD is 
a preventable and treatable disease state characterized by airflow limitation that is not fully 
reversible.  The airflow limitation is usually progressive and is associated with an abnormal 
inflammatory response of the lungs to noxious particles or gases, primarily caused by cigarette 
smoking.  Although COPD affects the lungs, it also produces significant systemic consequences.   

 Severity of disease: Evidence of having had a post-albuterol FEV1/FVC ratio of <0.70 and a post-

albuterol FEV1 of 35% and 70% of predicted normal values within 3 months of Visit 1 
calculated using NHANES III reference equations at (Hankinson et al., 1999, Hankinson et al., 
2010) 
 

 Stable disease: Clinical status and treatment not likely to change in the next four weeks in the 
opinion of the investigator or referring physician 

 Must have own device for BYOD component of study 

 Willing to comply with the protocol and study procedures 

Exclusion Criteria 

 Hospitalization: Hospitalization for COPD or pneumonia within 12 weeks prior to Visit 1 

 Affiliation with Investigator Site:  Is an investigator, sub-investigator, study coordinator, 
employee of a participating investigator or study site, or immediate family member of the 
aforementioned that is involved in this study  

 Participated in BYOD study or study with BYOD in last 90 days  

 
 
 
 
 


