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1. Introduction to GPC 
The Greater Plains Collaborative (GPC) is a network of thirteen leading medical centers in eight states committed to 
a shared vision of improving healthcare delivery through ongoing learning, adoption of evidence-based practices, 
and active research dissemination. It is one of the Clinical Research Networks (CRNs) in The National Patient-Center 
Clinical Research Network (PCORnet), funded by Patient-Centered Outcomes Research Institute (PCORI) to focus on 
comparative effectiveness research. Our network brings together a diverse population of over 34 million 
patients across 1,550 miles covering 8 states with a combined area of 721,907 square miles. Our mission is to align 
our members clinical and translational science capacity with PCORnet to contribute to national definitive studies and 
allow our campus(es) to generalize their research regionally and nationally.  

Russ Waitman, PhD and Jim McClay, MD  lead the GPC from the University of Missouri with partner sites at 
University of Iowa Healthcare (UIowa), University of Kansas Medical Center (KUMC) Allina Healthcare (Allina),  
Washington University (WashU), University of Nebraska Medical Center (UNMC), University of Texas Health Sciences 
Center at San Antonio (UTHSCSA), University of Texas Health Science Center at Houston (UTHSCH),  University of 
Texas Southwestern Medical Center (UTSW), Intermountain Healthcare (IHC), University of Utah (UUtah), Medical 
College of Wisconsin (MCW), and Marshfield Clinic (MCRI).   

2. Introduction to the Resource Guide 
The GPC Front Porch Resource Guide is a compilation of key GPC resources and will provide a one-stop shop for 
investigators.  The Resource Guide is aimed to help the investigator determine the types of services that they need 
in their engagement with GPC.    

A list of GPC collaboration activities includes, but is not limited to, the following: 

• Development and validation of computable phenotypes (algorithms to identify patients) 
• Prep to Research activities such as obtaining counts for feasibility or sample size estimates 
• Research on de-identified and limited electronic health record data 
• Identification of patients across the Greater Plains Collaborative CDRN 
• Contact of potential study subjects through phone, email, and other modalities 
• Survey Research 
• Observational research 
• Pragmatic clinical research 
• Hypothesis Generation 
• Stakeholder Engagement (Patients/Families, Clinicians, Clinics, etc) 
• Health Information Technology support for patient-facing studies 

o Electronic survey 
o Electronic payment 
o Electronic decision support for trial delivery 

2.1 Types of Investigator Resources 

GPC provides a variety of data, analytic, engagement, and administrative services that support academic 
investigators at different research stages. From feasibility counts to full-scale nationwide collaborations, we have a 
customized menu to meet the scientific and budgetary needs of K-R proposals and projects (Figure 1). GPC maintains 
a unique data source, the GPC Reusable Observable Unified Study Environment (GROUSE) – a de-identified data 
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resource, which is created by merging Medicare and Medicaid claims with Electronic Health Records from all 13 GPC 
sites in PCORnet Common Data Model format. Three pre-defined cohorts are currently covered by GROUSE IRB for 
using Centers for Medicare and Medicaid Services (CMS) claims for research purposes: Breast Cancer, Amyotrophic 
Lateral Sclerosis (ALS) and Obesity. Additional information regarding GROUSE can be found in Appendix A.1.. 

Figure 1. Services Corresponding to Funding Level 

2.1.1. Data and Analytic Services 
Electronic Health Record Data/ PCORnet Common Data Model 

The PCORnet Common Data Model (CDM) is a specification that defines a standard organization and representation 
of data for the PCORnet Distributed Research Network. The PCORnet CDM is a key component of the PCORnet 
Distributed Research Network (DRN) infrastructure.  PCORnet developed the PCORnet DRN to be a “...functional 
distributed research network that facilitates multi-site patient–centered research across the Clinical Research 
Networks (CRNs) and other interested contributors. The distributed network will enable the conduct of 
observational research and clinical trials while allowing each participating organization to maintain physical and 
operational control over its data”. [Data Standards, Security, and Network Infrastructure Task Force (DSSNI charter), 
2014]  
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For rich detail on the current common data model specification, please visit https://pcornet.org/data/ or download 
the latest CDM specification: https://pcornet.org/wp-content/uploads/2022/01/PCORnet-Common-Data-Model-
v60-2020_10_221.pdf 

In addition to the standard tables, GPC has greatly enhanced site data with specialty tables such as mortality data, 
cancer data and clinical textual notes. Please see Appendix A.2. for more information. 

Proposal Development  

Feasibility query: A Feasibility or Prep-to-Research Query can be submitted through the Data Request and Oversight 
Committee (DROC) to request these patient counts for the specific study Aims of the investigator at the proposal 
development stage. Feasibility queries are typically provided to investigators at no cost. These queries be distributed 
and run at individual GPC sites or can be run using GPC’s consolidated environment. GPC sites can review these 
queries and determine whether they would like to participate in this proposal submission.  Please refer to Table 1 
for process summary and section 3.1 for DROC process details. 

Funded Project 

1. Distributed Data from GPC sites.  
o Definition: sites receive simple well-defined SAS/SQL/R queries for a well-defined cohort(s) and return 

results to investigator 
o Data (researcher gets these data delivered to them) 

§ Aggregated CDM data for feasibility counts or macro analysis of cohort(s)   
§ De-identified line-item CDM data for cohort analysis  
§ Limited data set CDM data extraction and linkage for site-level cohorts <150K 
§ Limited data set CDM data extraction and linkage for site-level cohorts >=150K and/or additional 

specialty non-CDM data table(s) 
o Analysis 

§ GPC hub site research team develops and tests queries in SAS, SQL, R against PCORnet CDM to be 
executed by all or selected sites  

§ Note:  Co-investigator support: inclusion of experienced GPC Co-I effort is strongly recommended for Analysis 
requests 
 

2.  Consolidated Data from GROUSE Analysis (Investigator accesses data and writes their own code against it using 
SAS, SQL, R). Current GROUSE IRB and DUAs cover studies in three condition domains: breast cancer, amyotrophic 
lateral sclerosis (ALS), but can be reused for other disease areas after CMS approval.  GROUSE use can be classified 
into the following three tiers defined by level of access to pooled EHR data:  

• Tier 1 projects are confined to the three cohort claims-linked scope and do not include patients who have 
not been linked to claims (i.e., includes only Medicaid and Medicare enrollees).   

• Tier 2 projects reuse the claims linked EHR data beyond the covered three cohorts but do not include 
patients who have not been linked to claims (i.e. includes only Medicaid and Medicare enrollees). 

• Tier 3 projects propose to reuse the pooled EHR data for patients who have not been linked to claims (i.e. 
these are non-Medicaid/Medicare enrolled patients) 
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The Research Opportunity Assessment (ROA) process is the initial step for investigators to collaborate with the GPC 
research network. This process is used to better understand your research and the ways in which you would like to 
collaborate with the GPC sites. Please refer to section 3.2 for more ROA process information. 

GPC maintains a highly active IRB advisory group. Prior to the submission of a grant application or project proposal 
of a multi-center project, it is recommended the principal investigator discuss the proposal/project with an IRB 
representative from their institution or the GPC IRB group to determine the regulatory path and if IRB review is 
appropriate, and/or the type of IRB is needed.  

Table 1: GPC Data/Analysis Product Summary 

 Mechanism to 
submit request 

Who is responsible for 
query development? 

How are results 
accessed? 

 
Timeline IRB approval 

Distributed Data      

Aggregate Query  DROC  

Investigator in collaboration 
with the informatics/analyst 
at local site, GPC central or 
PCORnet query fulfillment 
center. Piloting at a site and 
validation is required.  

REDCap or CSV 

2-3 weeks 
without query 
optimization  

Not required 

De-identified DROC/ROA Same as above   REDCap 
Same as above Non-human subject 

determination letter 
from IRB 

Limited < 150,000 
patients 

ROA/DROC Same as above REDCap 
Same as above Required – needs to be 

uploaded in request 
forms 

Limited >= 150,000 
patients 

ROA/DROC Same as above REDCap or SFTP 
Same as above Required – needs to be 

uploaded in request 
forms 

Analytic Services      
Access to GROUSE data 
for investigator to 
conduct analyses 

ROA/DROC 
 

Queries developed and 
confirmed with a GPC 
GROUSE expert 

Within GOUSE 
environment 

2 weeks upon 
DROC approval 

Required – needs to be 
uploaded in request 
forms 

GPC team conducts 
analyses on GROUSE  

ROA/DROC 
 

Queries developed and 
confirmed, results analyzed 
by a GPC GROUSE expert 

Within GROUSE 
environment 

4-6 weeks plus 
CMS approval 
if required 

Required – needs to be 
uploaded in request 
forms 

Note:  Aggregated queries can be provided with no costs; costs of other services will be determined during consultation 

2.1.2 Patient Engagement 
GPC has an extremely active group of Patient Engagement Officers and Patient Advisory Council. These groups meet 
monthly and upon requests. Investigators can apply for a proposal review by a GPC Rapid Patient and Community 
(https://gpcnetwork.org/sites/default/files/documents/Greater%20Plains%20Collaborative%20Rapid%20PACE%20R
esource.pdf) Engagement panel to obtain feedback on their proposed work. Approved proposals will receive letters 
of support highlighting their engagement and dissemination components. For more details regarding Rapid PACE, 
please visit Appendix A.4.3. 

To request a RAPID PACE session please contact Kim Kimminau and Bill Stephens. 
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2.1.3. Administrative Support 
• Budget development assistance: GPC central leverages the published GPC pricing model to assist the 

investigators in developing budgets based on proposal types, scope of work, and the number of participating 
sites 

• Site Engagement (including national Front Door): GPC site interests on proposals are gauged via the 
Research Opportunity Assessment (ROA) process. For further information on the ROA process, please refer 
to the “collaboration with GPC” section. Letter of support: GPC can provide letters of support for proposals 
and pilot studies that are scientifically aligned with GPC mission 

• Contracting: GPC central has an established contracting/invoicing system in place that supports a variety of 
contractual needs. GPC sites are flexible in meeting data requests by leveraging PCORnet Phase 3 Master 
Agreement, GPC DSA as well as GROUSE DSA.  

2.1.4 PCORnet Front Door for National Collaboration 
GPC also submits feasibility count requests as well as collaboration requests on behalf of the investigators to other 
PCORnet CRNs through the PCORnet Front Door. We assist investigators to fill out PCORnet intake form 
https://pcornet.org/contact-us/ and coordinate with PCORnet Coordinating Center to fulfill research needs. GPC is 
well versed in developing PCORnet crossed collaboration. Multiple proposals have been developed leveraging 
expertise from other CRNs. Consultant with GPC at early stage of proposal development on Coordinating Center 
effort evaluation and qualifications to become PCORnet designated studies will greatly benefit the proposals. When 
successfully funded, these multi-CRN PCORnet designated projects enjoy a strengthened support in network 
operations, pragmatic research designs and best practices. Click here for more details on PCORnet study 
designation.   

3. Data and Collaboration Request Processes 
A summary of services associated with the corresponding processes can be found in Table 1.  

3.1 Data Request and Oversight Committee (DROC) Process 
Investigators can request data directly from the GPC research network through the GPC Data Request Oversight 
Committee (DROC) process. GPC requests that investigators complete the Research Opportunity Assessment (ROA) 
prior to requesting line-item data or GROUSE data access. The GPC research network provides de-identified, limited, 
or identified data in the form of either feasibility counts or line-item data. To begin the data request process, 
investigators complete the GPC DROC Oversight Request.  Once submitted, the request is reviewed by the DROC 
committee, which is comprised of members from each GPC site. We also have a weekly forum where the 
investigator can discuss their request with DROC members to clarify questions regarding the study.  Access to data is 
provided to the investigators upon request approval.  

Key Process Steps for DROC
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• Submit your data request on the GPC DROC Oversight Request form.  

o If the request is for limited or identified data, obtain IRB approval prior to submitting the request. 

• The Data Request Oversite Committee (DROC) will review your request.  You may be contacted during this 
process with questions and/or feedback regarding your request. 

o  Sites have the option to decline. Data will be supplied by approving sites only. 

• For requests with distributed queries, approving sites will run supplied SAS or SQL code. GPC Honest Broker 
will collect data from sites and distribute it to the researcher. 

• For GROUSE requests, queries are run in the GROUSE environment by either GPC Central or approved 
Investigators. 

DROC Request Checklist for Submission 

ü Title and description of research 
ü Request type (feasibility, line-item data, or GROUSE) 
ü Data type (deidentified, limited identified data, or NLP) 
ü Inclusion and exclusion criteria 
ü Identified institutions to query 
ü List of study team members 
ü IRB for limited or identified data (if applicable) – For more information on IRB, please refer to the 

Appendix. 
ü Supplemental attachments (if applicable) 
ü Code (SAS or SQL) for sites to run (if applicable) 
ü Sign the GPC Data Use & Transfer agreement or GPC System Access Agreement 

3.2 Research Proposals - Research Opportunity Assessment (ROA) Process  
The Research Opportunity Assessment (ROA) process is the initial step for investigators to collaborate with the GPC 
research network.  This process is used to better understand your research and the ways in which you would like to 
collaborate with the GPC sites.  GPC requests that you complete a Research Opportunity Assessment (ROA) form 
and provide the GPC central team with some additional key pieces of information so that the Research Opportunity 
Assessment team and the GPC site PIs can evaluate your research and it's fit with the network goals.  

Research Opportunity Assessment Process  

GPC requests that you complete a Research Opportunity Assessment (ROA) form and provide the GPC central team 
with some additional key pieces of information so that the Research Opportunity Assessment team can evaluate 
your proposal’s fit with network goals and the GPC site PIs can determine whether they are interested in 
participating in your research. The evaluation process involves several key pieces of information that assist in this 
process.  

• Research Opportunity Assessment (ROA) form – The ROA form is a REDCap form that collects information 
about the research request.  This form initiates the review process for the GPC collaboration request.  Please 
have the investigator or a research team member submit this form on the GPC website.  
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• Summary Aims page – Please provide GPC with a summary Aims page ROA assessment team along with the 
GPC site PIs can evaluate the proposal and find applicable collaborators at the GPC sites.  

• GPC collaborator’s biosketch – Please provide your biosketch to assist investigators in understanding your 
areas of research interest.    

• GPC site, central and total budget – Project budgets can vary significantly based the nature of the 
engagement, data and analytical requirements, investigator, data team, project management and 
recruitment effort, the use of Medicare/Medicaid claims, IRB costs, PCORnet Infrastructure Cost Recovery 
fees and a variety of additional factors. Budgets are typically computed for the individual site work, 
engagement work and GPC central work and oversight.  The GPC Pricing section of this guide specifically 
addresses GPC pricing, and a budgeting template is provided to assist investigators in developing a proposal 
budget.  

• Site statement of work – It is important for sites to understand the work that you intend for them to 
perform if your proposal is funded.  An individual site budget is typically included with the site statement of 
work so that the sites can evaluate the work in coordination with the budget amounts.  

 Key Process Steps for Research Opportunity Assessment  

 

• Please submit your request to collaborate on the GPC Research Opportunity Assessment (ROA) form.   

• The Research Opportunity Assessment (ROA) Committee will review your proposal.  You may be 
contacted during this process with questions and/or feedback regarding your proposed project.  

• Upon receiving preliminary approval by the ROA Committee, your collaboration request will be sent to 
the GPC sites.  

• If approved, you may proceed with feasibility queries (if applicable) so that participating GPC sites and 
project budgets can be finalized.  Feasibility queries are submitted through the DROC process.  

 Research Opportunity Assessment (ROA) Packet Checklist for Submission  

ü Research Opportunity Assessment form  
ü GPC Collaborator  
ü Funding Source  
ü GPC Selection for Collaboration  
ü Summary Aims page  
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ü Site Statement of Work  
ü GPC Site, Central and Total Budget  
ü Collaborator Biosketch  

4. GPC Pricing Model 
The Greater Plains Collaborative has adopted a uniform pricing model across the sites in its Clinical Research 
Network.  This pricing model addresses the most common types of requests that investigators may need in the use 
of the PCORnet Infrastructure.  Note, the pricing guidance below is for non-profit use and subject to change as 
PCORnet works nationally to establish more consistent cost recovery in 2023.  These data products and services 
include the following:  

• Infrastructure Cost Recovery – 10% Infrastructure Cost Recovery per year on total direct costs of the award 
for the portion that uses PCORnet resources for Non-Profit/Academic projects.  

• Analysis as a Product (feasibility queries and aggregate distributed queries) – Aggregate query support such 
developing a computable phenotype for a study population, an analysis package in SAS/SQL/R, distributing 
the analysis to sites, site analyses execution, and aggregation of responses.  

• Data as a Product (distributed analytical and special table queries)– Return of line-item data based on 
inclusion and exclusion criteria along with the management and support required in returning this 
information.  

• Analysis against Integrated EHR and Claims – GROUSE (Greater Plains Collaborative Reusable Observable 
Unified Study Environment) with or without health insurance claims from the Center for Medicare and 
Medicaid Services linked to the PCORnet CDM data.   

• Clinical Trial Pricing and Support – This can vary and is dependent on the nature of the trial.  

A more detailed description of these products and services is discussed in the following section and linked on the 
gpcnetwork.org website (GPC Pricing Discussion (gpcnetwork.org)).  

To develop pricing for a proposal, the following information is required.  

• Total proposal budget 
• Total budget leveraging PCORnet resources  
• GPC Central and Site Level of Effort  
• Query and/or computable phenotype development requirements  
• Type of data to be requested from the GPC sites (aggregated or line-item data)  
• IRB requirements (de-identified, limited or PHI data)  
• Anticipated use of Medicare/Medicaid Claims  
• Number of GPC sites participating in study  
• Anticipated site start-up costs  
• Anticipated Patient Engagement or advisory board requirements  
• Subject recruitment cost 
• Study coordination cost within GPC and across PCORnet CRNs 
• Expert level of effort 

Budgets are typically developed as preparation for the Research Opportunity Assessment evaluation process.  



9 
 

Budget Development Template  

GPC has developed a budget template that can assist investigators in developing pricing for various studies and 
proposals.  This budget template covers the three primary types of GPC network budgeting scenarios.  Comments 
are shown in the budget template to assist investigators in developing a budget for their study.  It is recommended 
that GPC central administrative and project management resources are engaged in the budget development process 
to assist the investigator.  

  

Key in the budget development is ensuring that the site budgets are developed based on the number of participating 
sites and that the Infrastructure Cost Recovery and GROUSE fees are assessed and allocated appropriately to GPC 
Central and each of the participating sites.  GPC Central welcomes the opportunity to assist investigators in 
developing budgets for their study.      

5. Acknowledgement and Citations 
To acknowledge GPC:  

• “The dataset(s) used for the analyses described were obtained from the Greater Plains Collaborative, which 
is supported by the Patient Centered Outcomes Research Institute (RI-MISSOURI-01-PS1) and institutional 
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• Waitman LR, Aaronson LS, Nadkarni PM, Connolly DW, Campbell JR. The Greater Plains Collaborative: a 
PCORnet Clinical Research Data Network. J Am Med Inform Assoc. 2014 Jul-Aug;21(4):637-41. Doi: 
10.1136/amiajnl-2014-002756. Epub 2014 Apr 28. PMID: 24778202; PMCID: PMC4078294. 

To acknowledge GROUSE:   

Lemuel R Waitman, Xing Song, Dammika Lakmal Walpitage, Daniel C Connolly, Lav P Patel, Mei Liu, Mary C 
Schroeder, Jeffrey J VanWormer, Abu Saleh Mosa, Ernest T Anye, Ann M Davis, Enhancing PCORnet Clinical Research 
Network data completeness by integrating multistate insurance claims with electronic health records in a cloud 
environment aligned with CMS security and privacy requirements, Journal of the American Medical Informatics 
Association, 2021;ocab269, https://doi.org/10.1093/jamia/ocab269* 

To acknowledge work leveraging linked Tumore Registreis:  

Carnahan RM, Waitman LR, Charlton ME, Schroeder MC, Bossler AD, Campbell WS, Campbell JR, McDowell BD, 
Smith NC, Gryzlak BM, Chrischilles EA. Exploration of PCORnet Data Resources for Assessing Use of Molecular-
Guided Cancer Treatment. JCO Clin Cancer Inform. 2020 Aug;4:724-735. doi: 10.1200/CCI.19.00142. PMID: 
32795185; PMCID: PMC7469597. 
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Appendix 
 

A.1 GPC Reusable Observable Unified Study Environment (GROUSE) 
General Overview 

In order to understand all types of care a patient receives without being restricted to specific health systems, the 
GPC Reusable Observable Unified Study Environment (GROUSE) – a unique de-identified data resource, is created by 
merging Medicare and Medicaid claims with Electronic Health Records from all 13 GPC sites. GPC CDRN selected 
three types of conditions - one rare disease (amyotrophic lateral sclerosis), one type of cancer (breast cancer), and 
one public health problem (healthy vs. unhealthy weight), to a) quantify completeness of the health system-
derived data repositories; and b) evaluate the distributions of health and care processes for the patients within the 
GPC versus the larger Medicare and Medicaid populations in our region to understand how studies of the GPC 
population generalize to the broader populations in our states.  

Data Sources 

There three main sources of data currently included in GROUSE data repository:  

a) Medicare and Medicaid Claims 
a. Geographical coverage: covering the entire 8 main GPC residing states (KS, MO, IA, WI, NE, 

MN, TX, UT) and part of surrounding states 
b. Longitudinal coverage: Medicare (2011 – 2017); Medicaid (2011 – 2012)  

b) Electronic Health Records 
c) Public Datasets on social determinants of health (e.g., American Community Survey) 

All the three data sources are transformed in conformance with PCORnet Common Data Model specifications 
(https://pcornet.org/data/). The PCORnet CDM is a specification that defines a standard organization and 
representation of data for the PCORnet Distributed Research Network. GPC has implemented open-source 
algorithms to transform Medicare and Medicaid research identifiable files into PCORnet CDM format (See more 
details at https://github.com/gpcnetwork/grouse-cms).  

Data Linkage 

 As shown in Figure A.1, individual GPC sites will first send the NewWave-GDIT (Research Data Distribution Center 
under contract with CMS) encrypted beneficiary identifiers (e.g., SSN, HICs, name, DOB) along with a hashed IDs 
generated from the hashing algorithm (reference figure below).  After receiving beneficiary information from each 
GPC sites, NewWave-GDIT will generate the finder files that contain mappings between the hashed IDs and CMS IDs 
and send the crosswalk files and CMS data back to GPC coordinating center (GPC CC). Finally, GPC CC will integrate 
the crosswalk and CMS data with individual site EHR data (limited data set) through linking the hashed IDs. This will 
allow MU to achieve record linkage of patients' EMR and claims data without obtaining or retaining actual patient 
level PII from individual GPC sites. 
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Figure A1. Privacy-Preserving Data Linkage  

Data De-identification 

Based on established DUA with CMS and GPC sites, the “Safe Harbor” de-identification method is reinforced on 
GROUSE. All unique identifiers from source data are further masked. All dates (with resolution below year) with a 
random number between 1 and 365 days (about 12 months). All patients who are over 89 years old by the time of 
next data refresh (the following year) will have their birth dates masked as 1900-01-01 (following the same de- 
identification rule as PCORnet).  

Using the GROUSE Environment 

For GROUSE use cases, please refer to section 2.1.1  

GROUSE Process Flow 

After research have properly defined the research project and determined on the appropriate GROUSE model 
(including the extended use) to support it, Figure A2 below demonstrates a typical workflow for requesting access to 
GROUSE:  
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Figure A2 - GROUSE Access Request Process 

Step 1: Define project and prepare Aim page (or equivalent documents with sufficient details on study scope and 
how GROUSE is expected to be used for the study) 

• Aim page or equivalent project narrative 

Step 2: Study Scope Preview – Submit the Aim page (or equivalent narrative) to GPC PMO and/or your institution’s 
GPC site PI or site PM for an initial scope discussion and determination on the appropriate GROUSE model.  

• Initial contact with GPC PMO or site PI/PM 

Step 3a: Research Opportunity Assessment – Based on the final GROUSE service model determined from last step, 
GPC Committee (e.g., GPC PMO) will provide site budget and SOW templates for researchers to complete and 
submit with ROA request. (Review by ROA, ~14 days) 

• Completion of ROA Request form:  

https://showmeportal.missouri.edu/redcap/surveys/?s=RHRHLFC8FFF7THHM   
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• Aim page 
• Site scope of work 
• Site budget 
• Letter of Support template (optional) 

a Note that both “GROUSE Use” service models don’t require ROA assessment, as it is already pre-approved by sites 
in GPC DSA and GROUSE DUA. But we still require a DROC request to seek endorsement from relevant GPC working 
groups.  

Step 4b: GPC DROC request – Upon ROA approval, researcher will need to submit DROC request to engage all or a 
subset of target GPC sites. Note that GPC sites can still opt out at this step, which may affect final site budget.   

• Completion of DROC Request form: 

https://showmeportal.missouri.edu/redcap/surveys/?s=TMME39DF9DC773YM  

• Aim page 
• Site scope of work 
• IRB or Non-human-subject determination letter from PI site (optional for Co-I site) 

b Note that you only need to submit one DROC request for one project. For adding study team members to existing 
and approved DROC request, you will just need to submit a new GROUSE Access Request for each new team member.   

Step 5: GROUSE Access Request – Upon DROC approval, research will need to submit the GROUSE Access Request 
for each study team member who needs to access GROUSE data.  

• GROUSE Request Form completion:  

https://showmeportal.missouri.edu/redcap/surveys/?s=P7JMY9MDMFAXFE7R  

Step 6: Compliance and Training Requirements – in compliance with HIPAA and NIST-800-53 privacy security 
controls, all individuals accessing GROUSE are required to go through the following trainings with documented 
evidence. An automated REDCap form will be sent out to guide researchers through the training and certificate 
collection process.   

• Completion of Compliance and Training form 
• CITI HSC Certificate still valid 
• Security Awareness Training  
• GROUSE Code of Conduct  

Step 7: Account initialization and activation – Upon approval of GROUSE Access request, GROUSE honest broker will 
coordinate the creation of your GROUSE database and analytical workbench accounts as well as provide onboard 
training.  

GROUSE IRB and DUA 

GROUSE leverages a single IRB mechanism with MU providing master IRB to governance the entire study. The 
SMART IRB Master Common Reciprocal reliance agreement is used to create a central IRB for the GPC Coordinating 
Center (CC) at University of Missouri (MU). This initial IRB approval is intended to cover both contribution of data to 
GROUSE as well as research using GROUSE data for the three pre-defined cohorts approved by key stakeholders. The 
following table list all past and current IRB approval notices for sites' references: 

In accompany to IRB, all GPC sites have entered into an agreement with MU for sharing limited data set with MU 
and generating finder files by signing the following data use agreements. Due to different legal requirements at 
different GPC sites, we had to amend the DUA language multiple times. All the following three versions are currently 
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accepted by our legal. We will gradually converge to the latest version should any major modifications be needed in 
the future. 

Access Requirements for Medicare/Medicaid Claims Data 

Reuse of Medicare/Medicaid claims data must be formally requested from the federal government with assistance 
by RESDAC.  Please refer to https://resdac.org/research-identifiable-files-rif-requests and specifically 
https://requests.resdac.org/request-material-tool for reuse for a new study.  Of note, studies that address ALS, 
breast cancer and the consequences of healthy and unhealthy weight may align with the existing GPC IRB protocol, 
CMS DUA, and our cohort workgroups.  Contact GPC central for more discussion of alignment with your aims page. 
Additional data resources. 

A.2 Enhanced Data - Mortality Status, Tumor Table and Natural Language 
Processing 
Mortality data is a key outcome for clinical research ad in most healthcare data sets, mortality data is not included in 
the data set unless the patient has died in a hospital setting.  Mortality data can assist in informing research and 
outcomes analysis as well as assist clinical trial teams in avoiding contacting deceased individuals’ families regarding 
clinical trials and studies.   

GPC recognizes the value of mortality data and integrates the Social Security Death Master file data with the GPC 
site CDMs.  An additional data source, Obituary.com, is available for the University of Missouri data set. 

• Death Data from the EHR record (death as disposition) - Death as disposition of a patient is recorded in 
their EHR patient record  

• SSA DMF - The Death Master File (DMF) from the Social Security Administration (SSA) is a data source that is 
created from internal SSA records of deceased persons possessing social security numbers and whose 
deaths were reported to the SSA.  

• ObituaryData.com - Obituary data sourced from funeral homes, newspapers, and other online obituary 
sources. 

• Enriched site-level data with Tumor Table Linkage - In additional to the standard tables in CDM, GPC is 
spearheading the effort to integrate specialty cancer data. We have linked cancer-specific data from North 
American Association of Certified Cancer Registrar (NAACCR) to populate a tumor table in site CDM, which 
has been used to support proposals. High quality data in structured fields for demographic, clinical, and 
treatment observations are included in the table.  

• Natural Language Processing (NLP) - GPC has committed to standardize the extraction and population of 
textual data. We have a top ranked NLP development team that specializes in clinical textual data extraction 
to tailor the pipelines, test, validate and refine the pipeline to support NLP deployment.  

• Geocoding – All GPC sites have geocoded patients’ addresses which can be used to further link to multiple 
community-level social determinants of health data that are publicly available. Based on zip+4 information, 
we have also geocoded all Medicare and Medicaid beneficiaries obtained for the GROUSE project and linked 
to a curated set of America community survey variable, Rural-Urban Community Area code, Area 
Deprivation Index, Bird Index, and etc.     

• Clinical observable Data – Multiple GPC partners have extracted an extensive list of structure clinical 
observable data from source EHR systems, including but not limited to flowsheets data and patient-reported 
outcomes.   
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A.3 GPC Empirical Data Characterization (EDC) Reports  
EDC (empirical data characterization) reports are available at https://gpcnetwork.org/?q=DataCharacterization for 
each member site and can provide a variety of useful types of information for researchers considering working with 
the GPC. These reports describe both the types and amounts of patients and their corresponding data which are 
available for studies from each of the member sites. GPC provides a redacted set of empirical characterization 
reports on gpcnetwork.org to protect institutional privacy.  Additional data characterization information is available 
through the DROC process described above and contact with individual GPC sites. Example outputs from the EDC 
report for the University of Missouri are shown in the tables below.  

Table IA. Demographic Summary.   Demographic information available in these reports includes information about 
the number of patients in each of a number of age groups, basic race/ethnicity information, information about the 
sex of patients, and data quality checks and figures. This information is available both for all patients and for those 
patients with at least one encounter in the past 10 years. 
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Table IB. Potential Pools for Patients.  The next set of information provides estimated patient counts for a variety of 
types of studies. Some of the types of counts included are patients for observational studies (at least one visit in the 
past 5 years), patients for trials (at least one visit in the past year), and information about patients with both visit 
and medication or lab results. Finally, this table provides information about the proportion of the population with 
diagnosis and procedure information. This information can help inform the size of a study population that may be 
available from each of the GPC member sites. 

Table IC. Height, Weight, and Body Mass Index.  The next set of information summarizes the height and weight 
measurements recorded for patients at each GPC site. While these measurements are not specific to a particular age 
or cohort, they do provide information about the weights of individuals at each site. 

Table 1D. Records, Refresh Dates, Patients, Encounters, and Date Ranges by Table.  The date ranges table indicates 
the 5th and 95th percentiles of date for a variety of different fields in the various CDM (common data model) tables. 
This information can indicate the time period covered by different tables and this in turn can indicate how far a 
study can “look back” with confidence on these different types of information. The availability of historical 
information can vary substantially from type of record to another and across sites. This is particularly important for 
retrospective studies and those looking to incorporate substantial case history information. 

Table IE. Records Per Table by Encounter Type.  The next table summarizes the number of records in the CDM for 
different encounter types. These describe the settings in which healthcare is provided, and examining this table can 
provide important information about how many of the records in the CDM come from the inpatient setting, from 
ambulatory visits, etc. The table summarizes the number of encounters of each type, the number of diagnoses 
arising from each visit type, and the number of procedures for each visit type. Depending upon the goals of the 
study, this information can indicate what proportion of the CDM may contribute data of interest to the study. 

Table IIID. Encounters Per Visit and Per Patient.  The final table in the EDC report that is available provides the 
number of distinct patients represented by the records for each encounter type. This information can be used in two 
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distinct ways to help assess the suitability of a particular GPC site for a research proposal. First, this information 
indicates how many distinct patients have each type of encounter. This can more precisely identify the population of 
interest in some studies. Secondly, this table indicates the average number of encounters per patient. This provides 
some information about the expected number of visits for the individual patients in the study. This can be useful for 
studying the progression of treatments or diseases. 

Finally, if information is needed about the characteristics of the patient population at one or more potential study 
sites, feasibility queries can be run to address specific researcher questions or objectives. 

A.4 Other Proposal Development Support 
IRB Processes 

In addition to GPC’s collaboration efforts for researchers, the GPC network includes a best practice consortium for 
IRB representatives from network institutions.    

 All research involving human data meets one of four determination definitions:  

1. Non-Human Subject Research (NHSR)  
2. Exempt (note: this is an IRB determination, and does not refer to whether an IRB submission is needed)  
3. Minimal Risk  
4. Greater than Minimal Risk  

 Projects that meet the definition of Exempt, Minimal Risk, or Greater than Minimal Risk require IRB submissions at 
GPC network institutions.  Non-Human Subject Research may not require a submission, but an investigator must 
follow the policy of their own institution.  Additionally, an IRB submission may be recommended for NHSR in order 
to obtain documentation of the determination for journal submissions.  Many of the projects utilizing clinical or 
existing data sources meet the definition of NHSR or Exempt human subject research.     

 Single IRB Review  

Single IRB review refers to the review of a multi-center protocol by only one IRB.  When a single IRB review process 
is used, each investigator is still required to submit an application or request to their local site for HRPP (Human 
Research Protections Program) review as per the individual site’s process.  Single IRB review is not always required 
and is not always recommended depending on the protocol.  For example, single IRB review is not utilized for review 
of NHSR or Exempt research.  Most institutions require the IRB to make these determinations and do not permit the 
investigator to do so on their own, meaning it is important to consult the IRB prior to any IRB review process 
planning.  

 Before Submitting a Grant or Proposal  

In most cases, there are review fees associated with single IRB review regardless of funding source.  Prior to the 
submission of a grant application or project proposal of a multi-center project, it is recommended the principal 
investigator discuss the project with an IRB representative from their institution or the GPC IRB group to determine 
the regulatory path and if single IRB review is appropriate.    

The investigator will also need to select an IRB to conduct the single IRB review.  IRBs have different requirements 
for when they can act as the single IRB.  The Principal Investigator can ask their own site’s IRB to act as the single IRB 
or can ask another IRB to perform this service.  Most grant submissions require the single IRB be named, meaning 
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the PI should obtain a commitment from an IRB to act as the reviewing IRB prior to grant/proposal 
submission.  Additionally, the reviewing IRB will provide the PI with the costs related to IRB review for submission as 
part of the project budget.  IRBs have different processes and procedures for evaluating the request, determining if 
they are willing to serve as sIRB, providing a quote for service, and providing a letter of support.  Submit your 
request to the potential reviewing IRB as early in the process as possible as this process could take anywhere from a 
few days to a few weeks.  

GPC Network IRBs generally utilize the SMART IRB Master Joinder Agreement for ease of reliance on one 
another.  The reliance process is managed by the IRB and each institution has its own process for relying on external 
IRBs.  Contact your IRB to determine your role and responsibilities for utilizing the single IRB process.   

 Data Transfer/Data Use Agreements (DTA/DUA)  

A data transfer agreement (DTA) or data use agreement (DUA) may be required regardless of the IRB requirements 
for a project.  For example, your institution may require a DTA/DUA to share data even for a project that has been 
determined to be Non-Human Subject Research.  

All participating GPC sites have signed a data sharing agreement to permit the sharing of standard clinical 
data.  However, specific project usage of data may not be covered by the main data sharing 
agreement.  Investigators should work with their local site contact for DTAs/DUAs to determine if a project specific 
DTA/DUA is needed.  If you are unsure of who to contact at your institution, your sponsored programs officer or an 
IRB representative can assist you in identifying the appropriate department or process to being the DTA/DUA 
process.    

A.5 GPC Patient/Stakeholder Engagement 
Patient Advisory Council 

The Greater Plains Collaborative is part of a national project to coordinate health information from 13 healthcare 
systems. The goal is to study health and healthcare questions important to patients and their families, as well as to 
medicine and health care. It’s a win-win!   

We have a PATIENT ADVISORS COUNCIL (called PAC) where patients and caregivers come together to give feedback 
on research ideas and to suggest ways to make research more patient-friendly. Our patient experiences and 
knowledge can help identify critical questions to answer using information from peoples’ health records.  

Patient Engagement Officer  

The role of the Patient Engagement Officer (PEO) at each GPC site is:  

1. Identify, recruit, retain and support at least one patient advisor council (PAC) member who will work with 
their counterparts to advance patient engagement for the GPC  

2. Serve as a liaison between engagement work of the GPC and their site PIs and other local staffs  
3. Promote and provide technical assistance for patient and community engagement in GPC projects at their 

site  
4. Participate in monthly GPC PEO conference calls  
5. Review and respond to requests for information from the KUMC GPC staff  
6. Introduce relevant engagement topics for group discussion on monthly GPC PEO calls  
7. Attend the annual Learning Engagement Conference and liaise with their PAC members to ensure 

coordination and support in their attendance as well NOTE:  Link to PEO Members on Website 
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Stakeholder Engagement 

In the Patient-Centered Clinical Research Network (PCORnet) Phase 3.0 contract, the Greater Plains Collaborative 
(GPC) stakeholder engagement efforts will both (a) nourish long-term relationship with the GPC network for 
stakeholder-engaged governance and (b) foster more focused shorter-term engagement for specific projects 
specially to impact research at the earliest phases of feasibility and research question refinement. We will build 
upon our successful programmatic patient engagement resources to further enhance engagement using the GPC’s 
data and infrastructure.  The purpose of the stakeholder engagement group is to advise and review GPC policies, 
procedures, and inputs from the broader stakeholder perspective in which the work is intended to influence.  Our 
goal is to encourage partnerships and build opportunities for stakeholders to join in influencing the work conducted 
using the GPC infrastructure.  GPC engages Clinicians, Clinics/Hospitals/Health System Representatives, Purchasers, 
Payers, Life Sciences Industries, Policy Makers, Training Institutions and others.  

The Greater Plains Collaborative is organized around a culture of engagement to incorporate patient stakeholders in 
use of the electronic health information they co-create. Building on evidence of the positive role patients can have 
at improving care and safety as well as the accuracy of their own medical records, we have learned that patients 
remain intensely vested, and that researchers need help to see opportunities for patients to add value to the 
research they conduct. The GPC engagement track record documents important improvements that support 
patients in participating meaningfully in big data studies and pragmatic trials. Our network’s unique size and 
geographic span as well as a diverse array of study topics challenge us to innovate and grow our engagement 
approaches and resources.  

Greater Plains Collaborative Rapid Community and Patient Engagement (GPC Rapid PACE) Resource 

Rapid PACE Requirements 

GPC as part of PCORnet is committed to patient engagement.  Patient partners are a valuable resource in ensuring a 
holistic approach to research.  As part of GPC’s commitment to the patient-centered network, GPC requires that 
proposals go through the Rapid PACE process to incorporate patients’ valuable input.  Please see the Rapid PACE 
section of this document to learn more about this process. 

The GPC Rapid Community and Engagement (Rapid PACE) Resource consists of trained patient research advocates 
from diverse communities across all participating GPC sites. The term “patient research advocate” means these 
individuals have experience as patients, caregivers and community leaders. They bring their patient experiences and 
insights into the research process. They are familiar with research approaches and methods and value research that 
advances evidence-based medicine to improve people’s health.  They understand research advocacy is not about 
patient care today – it’s about supporting research to improve care for patients in the future.  Their lived experience 
and network with other patients and caregivers provide unique perspectives and insights to better inform research 
and collaborate with researchers.   These individuals are members of GPC’s Patient Advisory Council (PAC). 

The GPC Rapid PACE is a way to receive immediate, real-time feedback with patient research advocates who can 
offer their lived experiences and community perspectives. Summary notes of the conversation will be sent 
approximately 5-8 workdays following the session. 

A.6 About Us 
Principal Investigator: Russ Waitman, University of Missouri Health Care 
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Dr. Russ Waitman is a Professor of Health Management and Informatics and Associate Dean for Informatics at the 
University of Missouri-Columbia, and the Biomedical and Health Informatics at the University of Missouri-Kansas City 
where he directs the Center for Health Insights.  He also serves as scientific director at the Tiger Institute for Health 
Innovation; a private-public partnership between Cerner Corporation and the University of Missouri. Dr. Waitman 
has extensive experience in clinical system application development, and deployment. His expertise includes data 
repository construction, governance, and privacy preservation. He led the development of the Computerized 
Provider Order Entry project at Vanderbilt University and furthered the system commercialization effort. His current 
research interests are clinical decision support, knowledge discovery, and creating information environments to 

support personal health, research, and patient safety. 

Principal Investigator: James McClay, University of Missouri Health Care 

Dr. McClay is a Chief Research Informatics Officer for the School of Medicine, with academic home in HMI, alongside 
a concurrent appointment with the Department of Emergency Medicine. Dr. McClay joined from the University of 
Nebraska Medical Center (UNMC) where served as Professor, with research/professional interests in Clinical 
Informatics, Information Standards in Emergency Medicine, and Comparative Effectiveness Research. Dr. McClay 
serves as co-chair of the HLT Emergency Care Work Group (ECWG), which led the ECWG in the creation of the EDIS-
Functional Profile, the DEEDS specification, and the EC DAM informative ballot.  He has o worked closely with the 
emergency medicine specialty society to continue to expand the portfolio of Emergency Care related standards, 
support the FHIR clinical initiatives, and represent the emergency care community in HL7 projects.  Below is the list 
of site PIs from each site: 

SITE PIs Institution 
Elizabeth Chrischilles University of Iowa 
Lindsey Cowell University of Texas Southwestern Medical Center 
Jeffrey VanWormer Marshfield Clinic Research Institute 
Bradley Taylor Medical College of Wisconsin 
Meredith Zozus University of Texas Health Science Center at San Antonio 
Abu Saleh Mohammad Mosa University of Missouri 
Jacob Kean  University of Utah 
Kirk Knowlton Intermountain Health Care 
Abbey Sidebottom Allina Health 
Sravani Chandaka University of Kansas Medical Center 
Phillip Payne Washington University 
Elmer Bernstam University of Texas, Houston 
Carol Geary University of Nebraska Medical Center 

 

 

Patient Engagement leads 

Kim Kimminau (MU) will continue her GPC and national level engagement as the GPC Patient Engagement Lead. Dr. 
Kimminau Dr. Kimminau is a biomedical anthropologist and health services researcher who has worked throughout 
her career with organizations trying to meet the health needs of their communities. She has led GPC patient 
engagement since Phase I of PCORnet and developed innovations such the Rapid PACE panel) to assist researchers in 
answering research questions.  
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Bill Stephens (MU) is the lead GPC Patient Advocate and is one of the Patient Advocates representing the University 
of MO to the GPC. He started out as a member of the University Patient Advisory Board in the Department of Family 
Medicine. He also assists with the University of MO Data Committee and the GPC Front Door Committee. He has 
been involved with the University of MO and GPC for approximately eight years. He has represented the University 
of MO at the National PCORI meeting in Washington DC and to meetings with the American Association of Family 
Physicians.  After graduating from the University of MO at St. Louis he spent 25 years in Industrial/Manufacturing 
Sales until a near fatal accident forced his retirement.  He is a chronic pain patient and has a vested interested in 
pain management and how those with permanent disabilities are treated by the medical and research community. 

A.7 Additional Resources 
• GPC https://gpcnetwork.org/  
• PCORI https://www.pcori.org/  
• PCORnet https://pcornet.org/ 
• SMART IRB https://smartirb.org/ 

A.8 PCORnet Front Door Processes and Links 
https://pcornet.org/front-door/ 

A.9 Collaboration Tools 
• DROC - https://showmeportal.missouri.edu/redcap/surveys/?s=TMME39DF9DC773YM 
• ROA - https://showmeportal.missouri.edu/redcap/surveys/?s=RHRHLFC8FFF7THHM 


