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SP-AMP Implementation Guide for Funded Studies
Overview
This document provides comprehensive guidance for investigators with Suicide Prevention Actively Managed Portfolio (SP-AMP) funded studies for implementing Core Common Data Element (CCDE) requirements, developing informed consent documentation, obtaining IRB approval, and executing data contribution procedures. This guidance applies to studies with start dates on or after January 1, 2027, and are preparing for IRB submission and study initiation.
Managed by the Suicide Prevention Research Impact NeTwork (SPRINT) the CCDE Repository Team is committed to providing significant support to minimize the burden of this requirement on study teams. Support will be provided in the form of planning support, information, templates, and ongoing support from the CCDE Initiative Project Coordinator. 
Implementation Timeline
Investigators should contact the CCDE Initiative Project Coordinator immediately upon grant award notification to initiate implementation support. Typical timeline from award to IRB submission:
1. Weeks 1-2: Initial orientation, consultation, and needs assessment
1. Weeks 3-8: Protocol and Informed Consent documentation refinement with CCDE integration; Coordinator review (expected to be completed within the usual protocol and IC timelines)
1. Weeks 9-12: IRB submission and Data Use Agreement execution (if applicable)
Informed Consent Documentation
All informed consent forms must include specific language addressing future use of data, repository contribution, confidentiality protections, and participant rights. Template language is provided below for both identifiable and de-identified data contribution approaches. If all data being collected is de-identified data, a strong rationale should have been provided in the award application; if that was not done, one should be provided to the CCDE Initiative Project Coordinator in writing prior to IRB submission. 
ICF Required Elements for Identifiable Data Collection: (Repository Default; see sample language)
1. Future use of identifiable data
1. VA medical record access by repository staff
1. Data retention period
1. Confidentiality protections
1. Right to withdraw with timeline
Additional ICF Required Element for De-Identified Data Collection: (see sample language)
1. Withdrawal limitations after de-identification
HIPAA Authorization Language
For studies contributing identifiable data, HIPAA Authorization forms (or combined consent/authorization forms) must include specific elements addressing repository contribution and medical record access by repository staff.
Required HIPAA Authorization Elements:
1. Description of health information to be disclosed: research data collected in the study plus administrative data from VA medical records
1. Recipients of information: SP-AMP/SPRINT CCDE Repository, repository staff, and approved secondary researchers
1. Purpose of disclosure: storage in research repository and future suicide prevention research
1. Expiration: does not expire 
1. Right to revoke authorization with process and limitations
1. Statement that information may no longer be protected once disclosed to secondary researchers
Data Use Agreement Requirements
For studies contributing identifiable data, whether a Data Use Agreement (DUA) is required is determined by the local IRB or cIRB the study is going through. The CCDE Repository will not require a DUA if the study’s IRB does not. If a DUA is required, one must be executed between the contributing study and the CCDE Repository prior to submitting study data to the repository. If your IRB requires a signed DUA as part of the application package, contact the CCDE Initiative Project Coordinator early in the implementation timeline to coordinate timing and execution. The CCDE Initiative Project Coordinator can also provide a DUA template. Allow 1-3 weeks from initial draft to full execution. 
IRB Application Support
The CCDE Initiative Project Coordinator provides comprehensive IRB application support including review of specific sections, supporting documentation preparation, and pre-submission review.
IRB Application Sections Requiring Repository Content:
· Research Plan: The Research Plan section should include a description of how CCDEs will be implemented in the study, the purpose of contributing data to the repository, and a specification that study data will be contributed to the CCDE Repository, housed in the Center to Improve Veterans Involvement in Care (CIVIC) Data Repository (IRB#35-65), following procedures outlined in the approved repository protocol.
· Data Management and Security: The Data Management and Security section should describe the procedures for contributing data to the CCDE Repository, the security measures that will be in place to protect contributed data, and the timelines for data retention.
· Confidentiality Protections: The Confidentiality Protections section should describe the access controls governing the CCDE Repository and, where applicable, the procedures that will be used to de-identify data prior to contribution.
· Risks and Benefits: The Risks and Benefits section should characterize any risks associated with contributing data to the CCDE Repository, as well as the broader societal benefits of enabling pooled analyses and advancing suicide prevention research across SP-AMP-funded studies.
Pre-submission Review: It is strongly recommended that the CCDE Initiative Project Coordinator perform a comprehensive review of the IRB application focusing on repository-related elements. Submit materials for pre-submission review during weeks 6-7 of the implementation timeline (approximately 2-3 weeks before the target IRB submission window in weeks 9-12). Written feedback is provided within 5-7 business days. It is the responsibility of the study team to confirm the accuracy of all information included in their IRB application package. 
Data Collection and Management
Investigators must use comprehensive data dictionaries matching CCDE Repository specifications. The CCDE Initiative Project Coordinator provides templates, CCDE variable naming conventions, and quality assurance review.
Data Dictionary Required Elements:
1. Variable name following SP-AMP/SPRINT conventions
1. Variable label/description
1. Variable type (numeric, text, date)
1. Valid values or value ranges
1. Missing data codes (standardized: 100 to 999)
1. CCDE mapping (which SP-AMP/SPRINT CCDE this variable represents)
1. Assessment timepoint (baseline, follow-up, etc.)

Data Format/Structure Requirements:
· Primary data collection platform: REDCap is preferred for all SP-AMP-funded studies contributing to the CCDE Repository. A pre-configured CCDE REDCap template will be provided by the CCDE Initiative Project Coordinator during study initiation. Data must be exported from REDCap as a CSV file with column headers exactly matching variable names in the CCDE data dictionary (case-sensitive). One row per participant per assessment timepoint.
· Alternative data collection tool: The CCDE Repository Team also provides a macro-enabled Microsoft Word survey form (CCDE_Participant_Survey.docm) for study teams whose site infrastructure or workflow does not accommodate REDCap, or as a supplement. The Word tool includes automated scoring and direct export to a standardized Excel data file. Contact the CCDE Initiative Project Coordinator to determine whether the Word tool is appropriate for your study and to receive setup and administration instructions. If preferred, the Word survey can be printed and handed to a participant to complete during assessments. 
· Deviations from these templates must be approved in advance. Contact the CCDE Initiative Project Coordinator to make a deviation request.
· Variable naming: All CCDE variables must use SP-AMP/SPRINT standard naming conventions (CCDE1–CCDE117). Study-specific additional variables must use the study-assigned prefix provided during the implementation phase.
· Prior to contributing data to the repository, studies assign participants unique 12-digit codes (XXX-YY-ZZZZZZZ format): study (3 digits; 001-999) and site (2 digits; 01-99) identifiers provided by the CCDE Repository Team, and a participant identifier (7 digits; 000001-9999999) determined by the order participants enter the study. Coding specifications are provided during the implementation phase.

Post-Study Data Contribution
Upon completion of the study, investigators will contribute data to the repository following standardized procedures. The CCDE Initiative Project Coordinator guides investigators through the contribution process and performs data quality review before acceptance.
Data Contribution Requirements:
1. Contribution memorandum describing the dataset (template provided by CCDE Initiative Project Coordinator at time of DUA execution)
1. Copy of IRB-approved protocol
1. Data dictionary with CCDE mappings
1. Written certification that IRB-approved informed consent and HIPAA authorization language consistent with CCDE template requirements was used and that signed forms have been collected from all participants; OR documentation of IRB waiver of informed consent.
1. For identifiable data: confirmation that the Data Use Agreement (DUA) executed prior to study initiation remains in effect, or an updated DUA if study parameters have changed since initial execution 
1. For de-identified data: confirmation that de-identification was performed in accordance with the IRB-approved protocol and applicable regulatory standards (45 CFR §164.514) 
Ongoing Support
The CCDE Initiative Project Coordinator remains available throughout study implementation for:
1. CCDE implementation troubleshooting
1. Data collection platform configuration assistance
1. Protocol modification guidance
1. Periodic data quality reviews
1. Preparation for post-study data contribution

Contact Information
CCDE Initiative Project Coordinator: 
Miranda Pappas, MA
Miranda.Pappas@va.gov 

CCDE Data Repository Co-Directors:
Maya O’Neil, PhD
Maya.Oneil@va.gov 

William Baker-Robinson, MS
William.Baker-Robinson@va.gov 
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"After this study ends, your information from this study, like your answers to surveys and information from your health records, may be stored in a secure VA research database called the Center to Improve Veteran Involvement in Care (CIVIC) Data Repository (Portland VA IRB#35-65). This information may be used for future projects to help Veterans. You will not be asked again for permission each time your information is used for future projects. Your data may also be combined with other data sources (like death records). Additionally, approved staff from the CIVIC Repository team may look at your VA health records to collect additional information, such as diagnoses and screening results, including drug and alcohol screening results. All protected health information (e.g., name, social security number) will stay inside the VA's secure computer system. Only approved investigators will be able to see your information, and they may only use it for approved projects. If you do not want your information included, you cannot take part in this study.
We need to keep your information connected to your name and identity because it allows researchers to:
· Link your study data with your VA health records to get a more complete picture of your health
· Track your health overtime, even after this study is done
· Better understand how to predict and prevent suicide in Veterans
As part of this research, approved staff from the CCDE Repository Team may look at your VA health records to collect additional information, such as:
· Alcohol and drug use screening results (AUDIT-C)
· PTSD screening results (PC-PTSD-5)
· Traumatic brain injury screening results (TBI-4)
· Mental health and other medical diagnoses
This information will be pulled from your records by repository staff, not by your study team. [OR This information will be collected by your study team and sent to the CCDE Repository along with your other data.]
Your information will be kept safe by:
· Secure, encrypted computer systems that meet federal standards
· Only approved researchers with the right training and approvals can view your information
· Legal agreements that require all researchers to protect your information and only use it for approved suicide prevention research
· Regular security checks to make sure your information stays protected
· Strong VA privacy rules that go beyond standard federal requirements

Your information will be kept after this study ends and stored in the CIVIC Data Repository, which is run by VA Portland Health Care System."
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" After this study ends, your information from this study, like your survey answers and information from your health records, will have your name and other identifying details removed before it is stored. This de-identified information may be stored in a secure VA research database called the Center to Improve Veteran Involvement in Care (CIVIC) Data Repository (Portland VA IRB#35-65). This information may be used for future projects to help Veterans . Your data may also be combined with other data sources (like death records). Only approved investigators will be able to see your information, and they may only use it for approved projects. If you do not want your information included, you cannot take part in this study.
De-identified means we will remove information that could be used to identify you, including:
· Your name
· Your date of birth
· Your address and other location information
· Your phone number and email address
· Your Social Security number
· Your medical record number
· Any other information that could identify you
After your information is de-identified, it will only include your survey answers, assessment results, and general facts like your age range, general location, and military service branch. Because your name and identifying details will be removed, researchers will not be able to connect the data back to you.
Once your data has been de-identified and placed in the repository, it cannot be removed. We will no longer be able to tell which data is yours, so there is no way to take it out.
You can withdraw from this study at any time before your data is de-identified. To withdraw, contact [PI name] at [phone number] or [email address] before [specific date when de-identification will occur]. After that date, withdrawal will no longer be possible."
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