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Presenter
Presentation Notes
This presentation covers the SWOG procedures for the submission and review of data and analysis requests, translational medicine proposals and biospecimen availability requests.
* The goal is to provide a clear overview of each process so that investigators can submit well-prepared, successful proposals.




Outline
• SWOG Data Request Process
• NCTN/NCORP Data Archive
• Biospecimen Requests for Translational Medicine (TM) Studies
• Clinical Trials Search Tool (SWOG.org or CTSU.org)
• Clinical Trial Listing
• Master Form Set
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Presentation Notes
The first part of this presentation explains the processes for Data, Biospecimen and Analysis requests and External Translational Medicine Proposals.

The second part covers the Clinical Trials Search Tool on SWOG.org and how to access protocol-specific information needed for requests and proposals.




SWOG Data Request Process

• SWOG makes research data available to:
• Investigators – both SWOG members and external investigators.

• Pharmaceutical companies.

• Data requests that include study endpoints will only be considered after the primary 
study analyses have been published.

• An investigator who wishes to use a SWOG dataset must make a formal request 
which is evaluated by the SWOG Executive Committee (EC). Upon approval, 
investigators will receive a SWOG EC letter of support.

• In addition to SWOG EC review and approval, the requesting investigator must also 
sign a Data Use Agreement (DUA) between the Investigator’s Institution and 
SWOG. 
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* An investigator who wishes to use a SWOG dataset or propose further analyses must submit a formal request in the format of the SWOG Data Request Template, reviewed on the next slide, to the SWOG Executive Committee. You may also hear SWOG Executive Committee (or EC) referred to as Triage review. 
* Data requests that include study endpoints will only be considered once the primary results have been published.
* If a request is approved, a Data Use Agreement must be executed.




SWOG Data Request Process
SWOG Data Sharing Request Template 

• Accessible on the SWOG website, or via request to  
the Disease Committee Statistician or the 
SWOG Network Operations Center at 
protocols@swog.org.

• Key Items to Focus On:

1. Thoughtful specification of objectives

2. Assess lack of overlap with prior and ongoing 
work through literature review, discussions with 
study chair(s) and the disease committee. 

3. Confirm data elements are available
(This will be covered at the end of the presentation.)

4. Review by the Disease Committee Chair

http://www.swog.org/DataRequestTemplate
https://www.swog.org/media/13592
mailto:protocols@swog.org
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If you go through SWOG to propose further research using data from a published SWOG trial, a request template is available on the SWOG website, or you can request a copy by emailing protocols@swog.org.

When completing the request, focus on a few critical areas: 
1. First, evaluate the study’s significance with respect to prior and ongoing work – this may entail literature review and discussions within the disease committee
2. Next, provide a thoughtfully specified set of objectives
3. Also, confirm that the necessary data elements are available.  I’ll touch on that more at the end of the presentation.
4. Finally, the proposal must be reviewed by the Disease Committee Chair




• Prior to submission, all abstracts and manuscripts must be forwarded to the SWOG 
Publications Office (pubs@swog.org) to ensure compliance with Group policy.

• Abstracts prepared for submission to any society meetings or seminars must be 
submitted to the Publications Office no later than two weeks prior to submission, 
or as determined by contractually bound timelines, to allow for authorship review 
and circulation to appropriate reviewers. 

Publications using SWOG Data

mailto:pubs@swog.org
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* For publication of external data analyses, all abstracts and manuscripts must be routed through the SWOG Publications Office.
* Abstracts prepared for submission to society meetings or seminars must be submitted to the Publications Office at least 2 weeks prior to submission for circulation to reviewers.




SWOG Data Request Process

 See SWOG Policy No. 43 for more information.

 SWOG Policies are publicly available on SWOG.org. 

https://www.swog.org/sites/default/files/docs/2019-12/Policy43_0.pdf
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You can find more details on the data request process within SWOG Policy Number 43, which is available to the public on SWOG.org. 




NCTN/NCORP Data Archive

• NCTN/NCORP Data Archive is another resource for research proposals.

• Includes SWOG and non-SWOG coordinated trials.

• The archive contains clinical data from Phase II/III, Phase III, and select Phase II 
studies from:

• Primary publications published after January 2015.
• Non-primary publications presenting updated survival data published after 

April 2018. 

• Search for and request NCI-sponsored clinical data here:
https://nctn-data-archive.nci.nih.gov/  

• A signed DUA with the NCI is required to access the data. A SWOG agreement is 
not needed.

https://nctn-data-archive.nci.nih.gov/
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* The NCTN/NCORP Data Archive is another valuable resource for research proposals.
* It includes trials from all cooperative groups, not just SWOG-coordinated trials.
* The archive contains clinical data from Phase II/III, Phase III, and select Phase II studies. Data are available for:
  - Primary publications published after January 2015
  - And non-primary publications presenting updated survival data, published after April 2018
* You can search for and request data at the link provided here.
A signed DUA with the NCI is required to access the data.





Biospecimen Requests for 
Translational Medicine (TM) Studies
• In addition to clinical data, specimens are available from the SWOG Biospecimen Bank for 

correlative studies.

• These banked specimens are available for secondary TM studies after the associated 
primary clinical trial outcomes have been presented / published and reported in 
ClinicalTrials.gov (i.e. more than 12 months after the CT.gov-defined Primary Completion 
date), via one of two pathways:
• Pathway 1: NCTN-CCSC Proposals via NCTN Navigator System.
• Pathway 2: SWOG TM Proposal
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In addition to clinical data, specimens are available from the SWOG Biospecimen Bank for translational medicine studies.
* Once primary clinical trial outcomes have been presented or published and reported in clinicaltrials.gov, banked specimens become available for Secondary TM Studies, via one of two pathways:
  * NCTN Navigator System for select treatment trials
  *  And for trials not in Navigator, External TM proposals can be submitted directly to SWOG.




Biospecimen Requests for 
Translational Medicine (TM) Studies
• The application and review processes differ depending on the proposal pathway.
• So first, determine whether the trial and associated collected specimens appear in the 

NCTN Navigator System. If so, follow Pathway 1 for application via NCTN Navigator.

 NCTN Navigator inventory is currently limited to select treatment trials:
 Trials conducted by NCTN clinical trials groups that were activated in 1995 or later, 
 Phase III or large biospecimen collection protocols with clinical data, and 
 Completed, with the primary outcome reported.

https://navigator.ctsu.org/navigator/login
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The application and review processes differ depending on the proposal pathway. 
* So first, determine whether the trial and associated collected specimens appear in the NCTN Navigator System. 
* If so, follow Pathway 1 for application via NCTN Navigator. 

The NCTN Navigator inventory is currently limited to select treatment trials activated in 1995 or later. It includes Phase 2/3 or Phase 3 trials that have been completed with the primary outcome reported.




Pathway 1: NCTN-CCSC Proposal via Navigator
 For TM proposals using specimens in the Navigator System, investigators will submit a 

Letter of Intent (LOI) and subsequent application via NCTN Navigator for review and 
approval by the NCTN Core Correlative Sciences Committee (CCSC).

 Things to consider when submitting a Navigator proposal:

1. Focus on validation and not exploratory aims.
• Hypothesis-generating secondary objectives are allowed.

2. Work with a local statistician on the application. 
Clearly specified objectives with effect sizes and power calculations are critical.  

Biospecimen Requests for 
Translational Medicine (TM) Studies
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* For TM proposals using specimens in Navigator, investigators will submit a Letter of Intent and subsequent application via NCTN Navigator for review and approval by the NCTN Core Correlative Sciences Committee.
* Although SWOG Triage approval is not required for these submissions, the committee does appreciate the opportunity to review the completed NCTN Proposal and to provide input that will help ensure approval.
* When preparing a Navigator proposal, there are a few key points to keep in mind.  First, make sure your focus is on validation, rather than exploratory aims. While it’s acceptable to include hypothesis-generating secondary objectives, the primary emphasis should be on validation aims.  Second, it’s strongly recommended that you collaborate with a local statistician during the application process. Clearly defining your objectives—and including appropriate effect sizes and power calculations—is essential for a strong proposal.




Pathway 2: SWOG TM Proposal

Biospecimen Requests for 
Translational Medicine (TM) Studies

Important steps prior to submitting requests:
1. Review the protocol of interest:

• Sections 1 and/or 18 contain integrated and integral TM objectives
• Sections 12 and/or 15 to confirm specimens collected and corresponding timepoints.

2. Review the “Master Forms Set” for clinical data that was collected in association with the trial.
3. Reach out to the TM chair(s) for the protocol(s), or respective disease committee(s), to assess: 

• General scientific goals, including validating vs exploratory objectives.
• Timing relative to when trial is reporting primary results.
• Whether the concept overlaps with ongoing approved work.

4. Reach out to the disease committee statistician to:
• Assess feasibility.
• Inquire as to the availability of the requested type of specimens and associated data elements.
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* The second pathway, for trials and specimens not included in Navigator, is a SWOG TM Proposal.
* There are a few important steps to complete prior to submitting requests:
    * Number 1….Review the protocol of interest….(I will show you how to access the protocol on SWOG.org later in the presentation..)
       - The integrated and integral TM objectives that have already been approved are found in Section 1 and/or Section 18 Appendix.
      - And Section 15 contains information on specimens collected and their corresponding timepoints.
    * Secondly – review the Master Form Set for clinical data that was collected in association with the trial.  (Again, this will be covered in later slides)
    * Third – work with the TM chair for the protocol and/or disease committee to assess:-general scientific goals, -timing relative to when a trial is reporting primary results, AND -whether the concept overlaps with ongoing approved work
    * And finally, reach out to the committee statistician to assess feasibility and availability of specimens required. 




Step 1: Confirm existence and availability of biospecimens 

• E-mail the primary statistician for the applicable research committee to confirm biospecimen availability.  
• If you need assistance in determining whom to contact, E-mail: biospecimens@swog.org to be directed to 

the appropriate statistician.

• When submitting the request, specify:
1. Parent trial(s) from which specimens are being requested
2. Type of specimen(s) being requested (e.g.: FFPE block, slides (thickness), Serum, Plasma, DNA, Frozen 

cells, etc.)
3. Quantity per timepoint: Number of slides, vials, aliquots, etc.
4. Requested/Required timepoints 
5. Any limitations on patient population (subsets)
6. Total estimated # of specimens required for proposed endpoints

Pathway 2: SWOG TM Proposal

Biospecimen Requests for Secondary
Translational Medicine (TM) Studies

mailto:biospecimens@swog.org
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* Prior to proposal development, it is important to work with the primary statistician for the applicable research committee to confirm biospecimen (and / or data) availability. The statistician will check for sufficient number of cases and quantity of specimens relevant to the completion of Section 5 of the TM Proposal form. 
* I will show you how to identify the primary statistician for a SWOG study later in this presentation.




• TM Proposals are reviewed by the SWOG Executive 
Review Committee (EC).

• After SWOG EC approval, the proposal must be 
reviewed and approved by the NCTN CCSC.

• If approved, authorization for use of specimens requires 
a Material Use Agreement between the requesting 
Investigator’s Institution and SWOG.

Step 2: Complete the SWOG Proposal for an 
Integral, Integrated or External (non-Navigator) 
Translational Medicine Study Using SWOG 
Specimens Form in consultation with the relevant 
disease committee.

Pathway 2: SWOG TM Proposal

Biospecimen Requests for 
Secondary Translational 
Medicine (TM) Studies

https://www.swog.org/TMproposalForm
https://www.swog.org/TMproposalForm
https://www.swog.org/TMproposalForm
https://www.swog.org/TMproposalForm
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*  Once the availability of biospecimens has been confirmed, the next step is to complete the SWOG Proposal for an Integral, Integrated or External Translational Medicine Study Using SWOG Specimens.
* TM proposals are reviewed by the SWOG Executive Review Committee, and then by the NCTN CCSC.
* If approved, authorization for use of specimens requires a Material Use Agreement between the requesting investigator’s institution and SWOG.
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This slide shows select sections of the SWOG TM form. As previously mentioned, the primary statistician of the research committee will work with you to provide information sufficient to complete Sections 5a and 5c.




Key (Responsible Parties):
•  Principal Investigator
•  SWOG Statistical and Data Management Center (SDMC)
•  Protocol Project Manager (PPM) – SWOG Network Operations Center – San Antonio
•  Contract Attorney – SWOG Network Operations Center – Portland
•  The Bank – Nationwide Children’s Hospital

External (non-Navigator) Translational Medicine Study
After the trial results are presented/published and reported in ClinicalTrials.gov 

Forms: SWOG TM Proposal Form, TM Triage slides, NCI CCSC Form

•  Fill out SWOG TM Proposal 
Form

•  Complete Triage Slides
•  Confirm specimen availability 

with the Bank
•  Stats PRC Review
•  Circulate SWOG TM Proposal 

Form for Committee approvals
•  Submit  SWOG TM Proposal 

Form and slides for SWOG 
Executive Comm (Triage) 
Review

01|  SWOG TM Proposal 
        Form completed

03|  NCI submission

•  Review SWOG TM 
Proposal Form, if 
necessary

•  Submit NCI CCSC 
Form to PIO

04|   NCI / CCSC review 
& Approval

•   Address comments if 
required

•  Address comments if 
required

• Receive NCI Approval

•  Circulate approval to 
stakeholders.

05|  Regulatory Approval, Funding 
& Specimen Release 

•  Send local IRB approval and 
confirmation of funding to the 
Bank

•  Finalize MUA/MDUA & 
secure signatures 

•  Send executed document to 
the Bank

•  Send pull list to specimen 
Bank.

•  Ship specimens to 
designated lab

02|  SWOG Executive “Triage” 
Review & Approval

•  Confirm funding source

•  Present proposal to Triage.

•  Address comments if 
required

•  Address comments if 
required

•  Confirm contractual 
obligations

• Receive SWOG Approval

Click here to download this flowchart from SWOG.org.
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This flow chart presents the series of steps involved in a successful SWOG External TM Study – from the completion of the proposal form to the release of specimens to the designated lab. 
* Download this helpful guide for future reference. 

http://www.swog.org/NonNavigatorExternalTMFlowchart


SWOG.org Clinical Trials Search Tool
• How do you find trials that match your research goals?
• What data are available for those trials?

Presenter
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Now I will walk you through the resources available on SWOG.org.
* You can find trials that match your research goals by using the Clinical Trials Search Tool.
* The Search Tool can be found on the Member Resources page, or by going to the Clinical Trials link in the Navigation Bar of SWOG.org.




SWOG.org - Searching for Clinical Trials:  Filters
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The search tool has many useful filters to help narrow your search, including…





SWOG.org - Searching for Clinical Trials:  Filters
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Area of Research (or Disease Committee)




SWOG.org - Searching for Clinical Trials:  Filters
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Study Type (such as Treatment, symptoms, or prevention)




SWOG.org - Searching for Clinical Trials:  Filters
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Treatment agent




SWOG.org - Searching for Clinical Trials:  Filters
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Phase of Trial (such as Phase III)





SWOG.org - Searching for Clinical Trials:  Filters
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Cancer Control Subcommittee (such as Survivorship or Quality of Life)





SWOG.org - Searching for Clinical Trials:  Filters
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Study Sponsor (CTEP vs DCP vs CTP), and more.





SWOG.org – Identifying the Primary Statistician for 
a SWOG-led study

The Research Committee under which the primary clinical 
trial was conducted will be identified on the protocol abstract 
page on SWOG.org, as shown here. 

 First, identify the Research Committee that is associated with the conduct of the primary
clinical trial via the protocol abstract page on SWOG.org.

 The contact information for the Primary Statistician that supports the associated Research
Committee can be found via the Staff webpage on SWOG.org.

Refer to: Clinical Trials Search | SWOG

https://www.swog.org/swog-network/staff
https://www.swog.org/clinical-trials/search
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* As previously mentioned, the committee statistician assists in the preparation of proposals and completion of the proposal forms.  
* To identify the primary statistician for a SWOG-led study, first identify the Research committee associated with the primary clinical trial.  This is found on the protocol abstract page on SWOG.org.
* Next, go to the Staff webpage, linked here, to find the contact information for the Primary Statistician that supports the associated committee.




SWOG.org – Identifying the Primary Statistician for 
a SWOG-led study

From SWOG.org, navigate to: 
“The SWOG Network” >> “Our Staff”

 After identifying the Research Committee associated with the primary clinical trial: 
 The name and contact email for the Primary Statistician that supports the associated 

Research Committee is available via the Staff webpage on SWOG.org under the 
SWOG Statistics and Data Management Center office locations. 

 Note: Primary Statisticians work out of both the Fred Hutchinson Cancer Center (under 
Biostatistics Faculty) and Cancer Research and Biostatistics (under Biostatistics) 
locations. 

Refer to: Staff webpage | SWOG

https://www.swog.org/swog-network/staff
https://www.swog.org/swog-network/staff
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* To find the Staff webpage from SWOG.org, navigate to “Our Staff” found on the drop down of “The SWOG Network” tab of the navigation bar.
* Scroll down to Statistics and Data Management Center for name and contact email for the Primary Statistician.  Most are Fred Hutch Staff and found under the “Biostatistics – Faculty” header.  And some are Cancer Research and Biostatistics Staff, found under the “Biostatistics” department header.  
* For ease, it may be simplest to search the webpage using (CTRL – F) for the associated research committee name (such as: Myeloma).




SWOG.org Search Results

claubach
Stamp
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Now going back to the Clinical Trials Search Tool:
* Results can be viewed by “Tabs”, which includes the clinicaltrials.gov registry number; OR in a “Table View”, which indicates whether a study has been published.




Clinical Trial Listing

Publications link to papers
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For published studies, you can find links to papers.





CTSU.org Website Access
• Site staff set up their CTEP-IAM account, register with Registration and 

Credentialing Repository (RCR), and ID.me 
• To obtain/update CTEP-IAM account: https://ctepcore.nci.nih.gov/iam
• To register in the RCR: https://ctepcore.nci.nih.gov/rcr
• To set up ID.me account: 

https://ctep.cancer.gov/investigatorResources/NCI_CTEP_IAM_User_A
ccess_Update.htm

• RCR Quick Reference Guide – Provides an overview of the CTEP-IAM 
and RCR registration process

https://ctepcore.nci.nih.gov/iam
https://ctepcore.nci.nih.gov/rcr
https://ctep.cancer.gov/investigatorResources/NCI_CTEP_IAM_User_Access_Update.htm
https://ctep.cancer.gov/investigatorResources/NCI_CTEP_IAM_User_Access_Update.htm
https://ctepcore.nci.nih.gov/rcr/webHelp/Default.htm#welcome/w-pop-rcr-qrg.htm?Highlight=quick%20reference
Presenter
Presentation Notes
* Investigators log in to CTSU.org using their NCI credentials. 
* NCI credentials are obtained and managed through the Cancer Therapy Evaluation Program - Identity and Access Management registration system (CTEP-IAM) and ID.me (which incorporates Multi-Factor Authentication (MFA) into the registration process). 
* All new users must have an active CTEP-IAM account linked with an ID.me account to access the CTSU website. 
*The ID.me requirement to access U.S. government IT applications is in place to protect user information and proprietary system data. 
*Any issues with these systems should be directed to their respective Helpdesks.



Accessing Protocol-Specific information on CTSU.org

Search for 
protocols by title 
or protocol 
number OR 
browse for the 
protocol number 
in the left 
navigation pane.

Documents>>CIRB-approved Documents tab includes: Protocol and Consent 
Documents>>Protocol-Related Documents tab: includes: Case Report Forms and 
Memos
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* To access protocol-specific information on CTSU.org, login to CTSU with your NCI credentials. 
* Navigate to the “Protocols” tab where you can enter either the protocol title or number in the search box, or browse the folder navigation menu in the left navigation pane to find the numbered protocol folder. Trials are organized by Lead Organization, Cancer Type, Study Type, Phase, AYA, Precision-Medicine, or NCI Component (e.g., NCTN, NCORP). 
* Protocol status and accrual information is found under the “Home” tab. 
* When selecting the ‘Documents’ tab, the display will default to the ‘CIRB-Approved Documents’ subtab. Here the most current protocol and consent will be the first 2 items visible on the page. The post date of each document is listed in the right column. All versions of the protocol and consent are posted under the CIRB-approved documents tab, so please ensure that you are accessing the most current version of the protocol. 
* To access the Master Forms Set, navigate to the ‘Documents’ tab, then the ‘Protocol Related Documents’ subtab.  
* When the ‘Protocol Related Documents’  tab is selected, the tab color will change from grey to white. 
* Then, you can either select ‘Case Report Forms’ from the filter list or scroll down through the documents to locate the Master Forms Set .




Master Forms Set from a SWOG Trial

Presenter
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These are examples of SWOG case report forms that can be accessed from CTSU.org. 
* The Onstudy Form will include baseline participant data. 
* And the treatment form will include treatment agents, dosage and treatment modifications.



SWOG is committed to sharing 
data and samples.  

To ensure a successful data or TM 
application, do your homework to make certain 

that the proposal is sound and feasible.
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To wrap up, I want to emphasize that SWOG is committed to sharing data and biospecimens in support of impactful research.
* To ensure a successful data request or translational medicine proposal, it’s important to do your homework—make sure your proposal is well-justified, clearly defined, and feasible.
Thank you for your attention!
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