
Program Policies and 
Guidance Documents
Project Onboarding Meeting
July 17, 2023

Adrian Hernandez, MD, MHS
Damon Seils, MS



Data Quality Guidance and 
Data Sharing Policy

Adrian Hernandez, MD, MHS



NIH Collaboratory Governance Policies & 
Guidance Documents
 Available on website and in meeting e-Binder

– https://rethinkingclinicaltrials.org/nih-collaboratory-
policies-and-guidance-documents/

https://rethinkingclinicaltrials.org/nih-collaboratory-policies-and-guidance-documents/


Data Quality Guidance
 Assessing Fitness for Use of 

Real-Word Data
– Describes approaches to 

determine whether real-world data 
are fit for their intended use prior 
to their use in research settings

 Quick Reference Handout

Consult EHR Core with 
any questions

https://rethinkingclinicaltrials.org/chapters/conduct/assessing-fitness-for-use-of-real-world-data-sources/introduction/
https://dcricollab.dcri.duke.edu/sites/NIHKR/KR/Handout-Assessing-Fitness-for-Use%20of-Clinical-Data-for-PCTs_July%202022_Final.pdf


Data Sharing Policy and Considerations
 Data Sharing Policy

– States the 4 policies adopted 
by the NIH Collaboratory for 
data sharing

 Data Sharing Considerations
– Describes considerations for 

use of healthcare system data, 
methods and tools for data 
sharing, and expectations for 
NIH Collaboratory trials

https://dcricollab.dcri.duke.edu/sites/NIHKR/KR/Collaboratory.DataSharingPolicy_June232014.pdf
https://dcricollab.dcri.duke.edu/sites/NIHKR/KR/Collaboratory_DataSharingPolicy_Considerations-Document_June232014.pdf


Reasons to share:

Advancing 
public health

Maximizing 
investment

Accelerating 
learning

Fostering 
collaboration 

(pay it forward)

Ultimately… transparency, reproducibility, and secondary use of 
medical research are good for society.



 The ethical responsibility to share data generated by 
publicly funded research must be balanced against the 
need to protect patient privacy and scientific integrity

 Data sharing policies must not dissuade healthcare system 
participation



 Data sharing should be more than just a box-checking 
exercise to meet a mandate 
 Technologies are making data more available and 

“useful”
 Opportunity >>>> Current practices



Data and Resource Sharing Process 
for Demonstration Projects

Damon Seils, MS



Coordinating Center Facilitates Projects’ 
Data and Resource Sharing
 Completed projects expected to 

share data and resources publicly
– Study tools
– Datasets and documentation

 Materials added to NIH Collaboratory 
website at project closeout

rethinkingclinicaltrials.org/data-and-resource-sharing/

http://rethinkingclinicaltrials.org/data-and-resource-sharing/


Data and Resource Sharing Preparations
Consult Informational Document
 Data sharing examples

– From NIH Collaboratory 
Demonstration Projects

– Mechanisms
– Platforms
– Statements

Complete Onboarding Data and 
Resource Sharing Questionnaire
 Planning tool for researchers
 Worksheet guides in development of 

data sharing plan



At Project Closeout
Complete Closeout Data and 
Resource Sharing Checklist
 Provide links or files for posting on the 

program website
 Share everything requested or indicate 

why an item cannot be shared
 Coordinating Center will initiate this 

process



Publications, Presentations, and 
Products Policy

Damon Seils, MS



Publications Committee
 Coordinating Center and NIH program 

leaders and Demonstration Project 
representatives

 Oversees the program’s publication 
activities, in accordance with the 
Publications and Presentations Policy

🔗🔗 NIH Collaboratory Publications
Richard Platt, MD, MSc
Harvard Medical School

https://rethinkingclinicaltrials.org/publications/


Publications, Presentations, and Products 
Policy
 Outlines procedures for Coordinating Center review 

of publications from the Demonstration Projects and 
Core Working Groups

 Includes required funding acknowledgment 
language 

🔗🔗 Publications, Presentations, and Products Policy
🔗🔗 Publications Process Handout

https://dcricollab.dcri.duke.edu/sites/NIHKR/KR/C3PC_Policy.pdf
https://dcricollab.dcri.duke.edu/sites/NIHKR/KR/C3PC_Process_Handout.pdf


Must-Dos for Demonstration Projects
 Before submission:

– Include the appropriate funding acknowledgment in your manuscript
– Send your manuscript to the Coordinating Center for review; 

turnaround is 1 week maximum, and usually much quicker
 After submission:

– Notify the Coordinating Center of submission(s)
– Notify the Coordinating Center of acceptance
– Ensure your work meets NIH public access requirements, such as 

inclusion in PubMed Central

🔗🔗Publications Process Handout

https://dcricollab.dcri.duke.edu/sites/NIHKR/KR/C3PC_Process_Handout.pdf


Publication Tracking
 Coordinating Center staff will contact you quarterly for

updates about your publications and presentations
Publications 

Treating_P-ersistent P-ain: a nurse co-led, interdisciP-linary 
model for P-rimary care 

Economic evaluation: a randomized P-ragmatic trial of a 
wimary care-based cognitive behavioral intervention for 
adults receiving long-term OP-ioids for chronic P-ain 

PPACT Closeout SnaP-shot 

Graded chronic P-ain scale revised: mild, bothersome, and 
high-imP-act chronic P-ain 

PPACT Main Outcome PaP-er 

Validating.Rain communication: current state of the 

Presentations 

2023 NIH WorkshoP- Panel 1: DeBar, Glassenberg 

.b.Y.nn DeBar Sharing Study Results Presentation 2023 
Steering Committee Meeting 

.b.Y.nn DeBar Presentation 2023 Steering Committee 
Meeting 

Primary Care-Based Behavioral Treatment for Long Term 
OP-ioid Users with Chronic Pain: Primary Results and 
Lessons Learned from the PPACT Pragmatic Trial 

Primary Care-Based Behavioral Treatment for Long Term 
OP-ioid Users with Chronic Pain: Primary Results and 

. : • NIH PRAGMATIC TRIALS 
• • COLLABORATORY •• • Rethinking Clinical Trials® 



Publication Promotion
Keep us informed so we 

can track and help 
promote your 

NIH Collaboratory work!

nih-collaboratory@dm.duke.edu

mailto:nih-collaboratory@dm.duke.edu


Demonstration Project Publication Types
 Many opportunities for study teams to 

publish throughout the lifecycle of their 
projects

 Pilot studies, secondary outcomes, lessons 
learned, and more—in addition to the study 
design paper and main outcome paper

🔗🔗Demonstration Project Publication Types

https://dcricollab.dcri.duke.edu/sites/NIHKR/KR/Demonstration%20Project%20Publication%20Types.pdf
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