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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

ASWOG |

Title of Data Project:

SWOG Data Sharing Request

Name of Requestor:

Requestor's Email Address & Telephone Number:

Name of Requestor’s Institution:

Address of Requestor’s Institution:

Requestor understands requested Data will be provided to Requestor at Requestor’s Institution:
YesO NoO

SWOG Clinical trial(s) from which Data is requested:

Has primary manuscript(s) of the SWOG Clinical trial(s) from which Data is requested been
published:

YesO NoOO
Data Project objective(s):
Primary objective:

Secondary objective(s):

Brief Justification:
Rationale:
Background:

Significance:

Endpoints:

Primary endpoint:

Secondary endpoint(s):
Approach / Methods:
Statistical Plan:

Is this Data Sharing Request a collaborative effort involving additional Investigator(s) and / or
Institutions(s):

YesO NoO
If Yes, name participating Investigator(s) and Institution(s):

Investigator and Institution:

Data Sharing Request Form (Version 5.1.2024) p. 1
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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



“Publications using SWOG Data

 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.



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.

SWOG CANCER RESEARCH NETWORK
htto://swog.org

Policy Memorandum No. 43 Page 1 of 5 pages

Subject: Requests for Participant Data
Departments Affected: All

CENOO~wh =

Original Release Date: April 2006
Revision Date: October 2019

REQUESTS FOR PATIENT DATA

FROM SWOG STUDIES
INrOAUCHION e 1
Data SRAMNG ...ttt e e e e ettt enes 2
Guidelines for the Availability of Data Sets.............cccoooieooiiei 2
ReQUEST PrOCEAUIES .. ...ttt et 2
Data ADSIractionS ... ..., 3
Regulatory ConsiderationS..........c..oiioiiieie et 3
Release CONAILIONS ... e ee e 4
=T L= P TSPT SRR 4
APPEAIS PIOCESS ...ttt 5

X SWOG

CANCER
RESEARCH
NETWORK

NCI National Clinical
Trials Network

N CI Community Oncology
Research Program


https://www.swog.org/sites/default/files/docs/2019-12/Policy43_0.pdf
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Presentation Notes
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 Il/lll, Phase lll, and select Phase Il
studies from:

* Primary publications published after January 2015.

* Non-primary publications presenting updated survival data published after
April 2018.

» Search for and request NCIl-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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Presentation Notes
* 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

 |n 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 lll or large biospecimen collection protocols with clinical data, and

= Completed, with the primary outcome reported.



https://navigator.ctsu.org/navigator/login
Presenter
Presentation Notes
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.



@Biospecimen Requests for
Translational Medicine (TM) Studies

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.
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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.



@Biospecimen Requests for
Translational Medicine (TM) Studies

Pathway 2: SWOG TM Proposal

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 resulits.
 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.

CCCCCC
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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. 



“Biospecimen Requests for Secondary
Translational Medicine (TM) Studies

Pathway 2: SWOG TM Proposal

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.)

Quantity per timepoint: Number of slides, vials, aliquots, etc.
Requested/Required timepoints

Any limitations on patient population (subsets)

6. Total estimated # of specimens required for proposed endpoints

k_ LAMIZH
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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.



Biospecimen Requests for P
SeCQ n_dary Translat|_ona| ) e
M e d I CI n e (T M ) S t u d I e S SWOG Proposal for an Integral, Integrat:iﬂgog ﬁtctgnsapl) (non-Navigator) Transiaional Medicine Study

As Principal Investigator for this translational medicine study, my submission of this proposal indicates my
willingness to discuss with and enter into a research agreement with SWOG, according to standard
procedures for data analysis, data confidentiality, authorship, and intellectual property sharing.

P at h Wa 2 " S W O G I M P ro O S a I Any specimens collected on trials supported by NCI grant funding will require CTEP/DGP’s review of the
n proposal before the specimens can be released for analysis.

Definitions:
Integral Objectives: Must be performed for the trial fo proceed or to support the primary analysis.
Integrated Objective | Must test a specific hypothesis with a preplanned statistical design and are

Ste p 2 : C O m p I ete th e SWO G P ro po s a I fo r a n (Real-Time Integrated or = not hypothesis-generating or exploratory.

Retrospective Analyses): + Real-time Integrated TM Proposal: Specimens must be processed
and/or tested in real-time by the Biospecimen Bank or an external

I nteg ra I 3y I nteg rated o r EXte rn a I ( n O n 'N aVi g atO r) colfaborator due fo specimen stability or test/storage type.

¢+ Refrospective Analyses/External (non-Nawvigator) TM Proposal:
H HP.— H Utilizes banked specimens and the objective and stafistical analysis

T ra n S I atl O n a I M e d I C I n e Stu dy U S I n g SWO G plans were not included as part of the original clinical trial profocol.

Banking Only: Specimens collected and stored for potential future research, and which do

S peCi m e n s F o r'm in Consulta tion With th e re I eva nt not have a fully developed statistical design and analysis plan. Participants

must have the option to opt out of these specimen submissions.

d ISeaSG CO m m |ttee . Proposal Form Completion Notes:

« [fany section(s) or question(s) is not applicable please mark as N/A.

° TM Pro posals are reV|ewed by the SWOG Execut|ve + If an NCI correlative proposal form has already been con‘:pleted and contains the Iinformat_ion for

i i Ut il out any remaiming duestons hat are appicabi to ther proposed vl o
ReVIeW Com m Ittee (E C) - * The red asterisk (*) symbol indicates the question is from an NCI| Correlative F;roposal Form.

+ [fthis proposal is sole Iy_ for access to images of_H&E slides or pertailjs exclus i\_.fe_ly to an Al-focused

) After SWOG EC approval , the pro posal m ust be proposal, please submit a Data Request Form instead of a Translational Medicine Proposal Form.

reviewed and approved by the NCTN CCSC. Boepecinen Avalaty ao oo Satonal Medne Fropied Appaton Frocess SHOG.

* If approved, authorization for use of specimens requires Please work with SWOG Statistical & Data Management Center (SDMC) to confirm

a Material Use Agreement between the requesting biospecimen and data request availability.

Investigator’s Institution and SWOG.

k_ LAMIZH
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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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5. Research Design and Methods:

Shipping Information
Note: Access the SWOG Biospecimens Resources website for additional information regarding
standard collection, processing, packing and shipping instructions. Note in this proposal whether

Tissue/Biospecimen Type, Processing &

standard instructions apply or provide additional information.

a. Required Information for all TM Proposals

vi.

vii.

X SWOG

*What tissue/biospecimen types are you requesting? (e.g., FFPE malignant primary
tumor tissue):
Click or tap here to enter text.

Which timepoints are being requested? (e.g., Baseline, C1D3, Progression)
Click or tap here to enter text.

*Required number of biospecimens per specimen type (e.g. 5 FFPE slides) and include
allowable alternatives:
Click or tap here to enter text.

*Required number and thickness of sections from each biospecimen (if solid tissue is
requested):
Click or tap here to enter text.

*Required amount of the other type of biospecimen (if bicspecimens other than solid
tissue are requested) and include allowable alternatives:
Click or tap here to enter text.

*How many cases will have material left for future studies if the requested biospecimens
are provided for this study?
Click or tap here to enter text.

Will residual specimens be returned to the SWOG Bank? If not what is the plan for
these residual specimens?

MNaote: only specimens handled within a laboratory with CLIA, ISOAEC, CAP, or similar
certification may be refurned to the SWOG Bank.

Click or tap here to enter text.

ey 4
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Retrospective Analysis of Banked Specimens (External non-Navigator)

[] N/A: This section is not applicable.

Clarify if all specimens as defined below are being requested or if there are specific
criteria or patient subsets:
Click or tap here to enter text.

*How many cases in the trial currently have biospecimens?
Click or tap here to enter text.

*Will this study exhaust any existing biospecimen resources? (e.g., tissue blocks,
archived unstained slides, blood/products?)
Click or tap here to enter text.

Will the SWOG Bank be required to de any processing of specimens prior to shipping?
Click or tap here to enter text.

Specify the shipping instructions (including shipping temperature, wet/dry ice, timing
of shipment, return labels, etc.):
Click or tap here to enter text.

KMmHonsd Clinkcal
NCI Trak Hebwork

NCI Communty Oncoiogy
Araparch Arogram
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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.



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

1T |
XX

01| swoc ™ Proposal

Form completed

0e0
TP

SWOG Executive “Triage”
Review & Approval

03| NCI submission

>

fah

04| Nci/cesc review
& Approval

>

0

>

TIT |
{

5| Regulatory Approval, Funding
& Specimen Release

%, Fill out SWOG TM Proposal
Form

Y, Complete Triage Slides

il Confirm specimen availability
with the Bank

il Stats PRC Review

- Circulate SWOG TM Proposal
Form for Committee approvals

-~ Submit SWOG TM Proposal
Form and slides for SWOG
Executive Comm (Triage)
Review

¥, Confirm funding source
¥, Present proposal to Triage.

%, Address comments if
required

il Address comments if
required

Confirm contractual
obligations

7. Receive SWOG Approval

e jwi ReviewSWOGTM
Proposal Form, if
necessary

Submit NCI CCSC
Form to PIO

%, Address comments if
required

il Address comments if
required

* 1 Receive NCIl Approval

~ Circulate approval to
stakeholders.

%, Send local IRB approval and
confirmation of funding to the
Bank

Finalize MUA/MDUA &
secure signatures

Send executed document to
the Bank

gl Send pull list to specimen
Bank.

Wi Ship specimens to
designated lab

Key (Responsible Parties):

§; Principal Investigator

il SWOG Statistical and Data Management Center (SDMC)
~ Protocol Project Manager (PPM) - SWOG Network Operations Center - San Antonio
Contract Attorney - SWOG Network Operations Center - Portland

i The Bank - Nationwide Children’s Hospital

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?

€ C @ swogorg/member-resources 2 %« = 0O H € C & swogorg/dinical-triaks

ZSWOG . X — Directory ~ WELCOME! | Q)

About  The SWOG Network  News & Events  Clinical Trials ~ Member Resources  For Patients

SWOG / Member R SWOG [ Clinical Tri ‘Clinical Research Resources
emi esources . .
Clinical Trials e e—

I Member Resources

Advocate Resources £ . . Frequently Asked Questions
Member Resources *| Clinicogy

Your place to get tools and information for SWOG Cancer Research Network by the National CanciiE el
trials Publications across the cancer cont

‘Quality Assurance & Audits
survivorship, and paili

Serious Adverse Events
) Tools e
. Contracts & Budgets
[ L] d ] H | CRA Workbench e
: . Protocol Workbench
— t - Accrual Resources
Publications & Presentations ‘ Q ] Member Directory - [ J SWOG Meetings

CAMCER
RESEARCH
NETWORK

% SWOG

Clinical Trials
[

Mem

e of the first cooperative groups created

WO trials seek 1o improve medical care
ptom control and quality of life,

National Clinical
Trials Network

Community Oncology
Research Program
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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

v - X
Search | SWOG x 4+ =
< c @ swog.org/clinical-trials/search

2 A O @ ((Relaunchtoupdate }

— pirectery WELCOME! ,Q\

About  The SWOG Network  News & Events  Clinical Trials ~ Member Resources  For Patients

SWOG / ClinicalTrials / Clinical Trials Search

Clinical Trials /

Keywords/SWOG Study Number Area of Research

‘ ‘ ‘ Any v SEARCH More filters +
Accrual Status Limit to SWOG Trials

(© Any () Open () Closed () AllTrials () SWOGTrialsOnly  Show only published studies [ |

1026 Results view (] ([T

S1900K SWOG Clinical Trial Number
open Phase

[‘H Save to List ‘ None v ‘
A Randomized Phase II Study of Tepotinib with or without Ramucirumab in -
0% Participants with MET Exon 14 Skipping Positive Stage IV or Recurrent Non-Small
Cell Lung Cancer (Lung-MAP Sub-Study)
Accrual Status Notes S1900K will open to accrual December 18, 2023, effective 3:00 p.m. EST.
Research Committee(s) LungMAP
Study Chair(s) Paul K. Paik, MD
Activated 12-18-2023
ClinicalTrials.gov Registry Number NCT06031688
$2213 SWOG Clinical Trial Number
F&n Phase Save to List ‘ None v
A Phase III, Randomized Study of Daratumumab, Cyclophosphamide, -
0% Bortezomib and Dexamethasone (Dara-vVCD) Induction Followed by Autologous

Stem Cell Transplant or Dara-VCD Consolidation and Daratumumab Maintenance
in Patients with Newly Diagnosed AL Amyloidosis

Accrual

\ “ANCER
RESEARCH
\ NETWORK

About The SWOG Network  News & Events  Clinical Trials  Member Resources  For Patients

SWOG / ClinicalTrials / Clinical Trials Search

Clinical Trials

Keywords/SWOG Study Number Area of Research

‘ ‘ ‘ Any v SEARCH Fewer filters —

Accrual Status Limit to SWOG Trials

(#) Any () Open () Closed ) AllTrials (8) SWOGTrials Only  Show only published studies ||
Study Type Treatment Study Chair Participating Institution
= < | [ - |
Phase Cancer Control Subcommittee Study Sponsor
[ | | FDA Registration Trial
Any v Any v Any v —

|| Uses PRO Forms

1026 Results vew [ [IT]

S1900K SWOG Clinical Trial Number
Open  Phase

Save to List | None v ‘
m B

\ CANCER
RESEARCH
\ NETWORK

NC National Clinical N C I Community Oncology
Trials Network Research Program
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The search tool has many useful filters to help narrow your search, including…
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SWOG.org - Searching for Clinical Trials: Filters

Clinical Trials

Keywords/SWOG Study Humber Area of Research /

I Any ~ l SEARCH Fewer filters =
Accrual Status Lim
® Any Cpen Closed = wowi only published studies
Cancer Survivorihip
Study Trpe Early Therapeutics and Rare Sty Chalr Participating Institution
Any . Cancers
Gl [Any]
Phase Gl: Cholangiocarcinoma (or Study Sponsor
iliary) FDA Registration Trial
Any bl Arry W i
Gl: Celon L U
1025 Results VIEW D D
. 52213 SWOG Clinical Trial Number
* Savetolist | None w

A Phase ITI, Randomized Study of Daratumumab, Cyclophosphamide, Bortezomib =
0% and Dexamethasone (Dara-VCD) Induction Followed by Autologous Stem Cell
Transplant or Dara-vCD Consolidation and Daratumumab Maintenance in Patients
with Newly Diagnosed AL Amyloidosis

Accrual
Statui Noted 52213 ks cpen to patient scerual Decembar 01, 2023, sffective 12200 pum. Pacifis Teme.
Research Committesls) Mysloma
Activated 12012023
ChinicalTrialsgov Reglstry Number 06022639

\ SWO G RESEAR m National Clinical NCI Community Oncology
RESEARCH ational Clinica .
\ NETWORK Trials Network Research Program
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Area of Research (or Disease Committee)
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SWOG.org - Searching for Clinical Trials: Filters

Clinical Trials

Keywords/SWOG Study Number Area of Research
Ay b SEARCH Fewer filters =
Accrual Status Limit to SWOG Trials
= Any Open Closed AllTrials (=) SWIOG Trials Only Show only published studies
Study Type Treatment Study Chair Participating Institution
| Ay " ARy W
| o
Cancer Control Subcommittes Study Sponsor
Other FDA Registration Trial
Any ad Ary
Treating for Cancer Uses PRO Forms

Treating for Prevention

Treating for Symptoms

Hon-Treatment Prevention VIEW D G

S2213 SWOG Clinlcal Trial Numbser
Open SavetoList  MNone w

A Phase III, Randomized Study of Daratumumab, Cyclophosphamide, Bortezomib 2
0% and Dexamethasone (Dara-V(D) Induction Followed by Autologous Stem Cell
Transplant or Dara-VC(D Consolidation and Daratumumab Maintenance in Patients
with Newly Diagnosed AL Amyloidosis

Accrual
Seatus Noted F220F i cxpen B0 patiant aoonas December 01, 2027, eMectroe 1 200 g Pacific Tira,
Reseanch Committeels) Mywloma
Activated 124012023
Clindcal Trials.gov Reglstry Mumbsr 05022939

\ SWO G RESEAR m National Clinical NCI Community Oncology
RESEARCH ational Clinica .
\ NETWORK Trials Network Research Program
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Study Type (such as Treatment, symptoms, or prevention)
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SWOG.org - Searching for Clinical Trials: Filters

Clinical Trials

Keywordi/SWOG Study Number Area of Research
Ay by SEARCH Fewer filters —
Accrual Status Limit to SWOG Trials
) Any () Open () Closed Trials (%) SWOGTrials Only  Show only published studies
Study Type Treatment Study Chair Participating Institution
Any u I Ay ~ I
Fhase _ Study Sponsor
Ay " I Ay I Any o FDA Registration Trial
S-Fluorouracil Usts PRO Forms
SOEUTE
E-Mercaptopurine
1025 Results & Thioguanine vew [ [
TT6CES
52213 SWOG Llrical Tial Nusmbier -
Savetolist  None o

Open  Phase

r—\ -
A Phase I1I, Randomized Study of Daratumumab, Cyclophosphamide, Bortezomib -

0 and Dexamethasone (Dara-VCD) Induction Followed by Autologous Stem Cell

Transplant or Dara-VCD Consolidation and Daratumumab Maintenance in Patients

with Newly Diagnosed AL Amyloidosis

Accrual
Statud Motes 52313 3 open 1o patent socrual Decembar 01, 3023, sMectre 12200 pum. Pacihic Time
Research Committeels) Hiyeloma
Activated 134013023
ClinkcalTrials gow Registry Numb-er (e Sebacd L]
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SWOG.org - Searching for Clinical Trials: Filters

NE

Clinical Trials

EeywordsSWOG Study Number Area of Research
Any w SEARCH Fewer filters —
Accrual Status Limit to SWOG Trials
® Any Open Closed AN Trials (= SWOGTrials Only  Show only published studies
Study Type Triatrment Study Chair Participating Institution
L Ju\],- L
Phase Cancer Controd Subcommittes Study Sponsor
FDA Rigistration Trial
I Any ] Any Any Uses PRO Farms

L |
I vew [—] [T

Filot SWOG Clinkcal Trial Number

Cithar Savetolist  None w

A Phase 11, Randomized Study of Daratumumab, Cyclophosphamide, Bortezomib =
0% and Dexamethasone (Dara-vCD) Induction Followed by Autologous Stem Cell
Transplant or Dara-VCD Consolidation and Daratumumab Maintenance in Patients
with Newly Diagnosed AL Amyloidosis

Accrual
Sqatus Notes 2213 i3 open 1o patest sccrual December 00, 2023, efectam 1 200 pon Pacific Time
Besessch Committesli) Wyeloma
Acthveated 124012028
ClindcalTrialigow Regivtry Number 06022939

A SWOG

CANCER

RESEARCH
NETWORK

National Clinical
Trials Network

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

Clinical Trials

Keywords/SWOG Study Number Area of Research
Any - SEARCH Fewer filters =
Accrual Status Limit to SWOG Trials
% Any Open Closed AllTrials (# SWOGTrials Only  Show enly published studies
Study Type Treatment Study Chair Participating Institution
Any v Ary w
Phase Cancer Control Subcommittees Study Sponsor
n . I . N . . FDA Registration Trial
d ¥ Uses PRO Forms
| s
Cancer Care Delivery
1025 R'E'sults Cancer Survivorship ViEW D D
Palliative and End of Life Care
Prewention and Epidemislogy
$2213 SV
Open  Phase Symptom Controd and Quality of Savetolist = Mone ~
r—' - Life -
A Phase I1I, Randomized Study of Daratumumab, Cyclophosphamide, Bortezomib =
0% and Dexamethasone (Dara-vCD) Induction Followed by Autologous Stem Cell
Transplant or Dara-VCD Consolidation and Daratumumab Maintenance in Patients
P with Newly Diagnosed AL Amyloidosis

Status Notes S22 3 in cpan to patient soonas] Decembaer 0, D023 efective 1200 pon. Pacific Time.
Ressarch Committes(s) Myabama

Acthvated 13-01-2023

ClindcalTrials. gov Registry Humber CEOTINY

CANCER
RESEARCH
NETWORK

A SWOG

National Clinical
Trials Network

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

Clinical Trials

Eeywords SWOG Study Number Area of Research
Any w SEARCH Fewer filters —
Accrual Status Limit to SWOG Trials
& Any Open Closed AlTrials (» SWOGTrdalsOnly  Show only published studies
Study Type Treatment Study Chair Participating Institution
Any e Ay .,_,\
Phase Cancer Control Subtommities Study Sponsor
an . N | i - | FDA Registration Trial
! Y Uses PRO Forms
l.ﬂ.nr I
CTEP
DCP
1025 Results vew [ [
SWOG CTRPPP
Other
Phase S2213 SWOG Clinical Trial Murmber
Sav to List Hone -

Open
= -
A Phase III, Randomized Study of Daratumumab, Cyclophosphamide, Bortezomib

0% and Dexamethasone (Dara-VCD) Induction Followed by Autologous Stem Cell

Transplant or Dara-VCD Consolidation and Daratumumab Maintenance in Patients
with Newly Diagnosed AL Amyloidosis

Agcrual
Seatut Notet S12V3 in opan b0 patient Sionudl Decemnber 01, 2003, eMedtive 1200 pom. Pasifis Tirme
Research Committes(s) ]
Activated 124013023
ClinkcalTrialsgow Registry Mumbsr 08022919

A SWOG

CANCER
RESEARCH
NETWORK

National Clinical
Trials Network

Community Oncology
Research Program


Presenter
Presentation Notes
Study Sponsor (CTEP vs DCP vs CTP), and more.
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SWOG.org — ldentifying the Primary Statistician for
a SWOG-led study

52213 5WOG Clinical Trial Number

Open  Phase Savetolist  MNone W

—_

A Phase I11, Randomized Study of Daratumumab, Cyclophosphamide, Bortezomib
0% and Dexamethasone (Dara-VCD) Induction Followed by Autologous Stem Cell
Transplant or Dara-VCD Consolidation and Daratumumab Maintenance in Patients [

The Research Committee under which the primary clinical

with Newly Diagnesed AL Amyloidosis trial was conducted will be identified on the protocol abstract J

Accrual

page on SWOG.org, as shown here.

Status Motes SI213 14 open 1o patient accrual December 01, 2023, effective 1 200 p.m. Pacfic Time.

Clinkeal Triali.gev Registry Numbar 05021939 =

= 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.orqg.

CANCER

Refer to: Clinical Trials Search | SWOG

X SWOG



https://www.swog.org/swog-network/staff
https://www.swog.org/clinical-trials/search
Presenter
Presentation Notes
* 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 — ldentifying the Primary Statistician for
a SWOG'led StUdy SWOG Cancer Research Network

Statistics and Data Management Center -

About  The SWOG Network Fred Hutchinson Cancer Center

From SWOG org navigate tO' 1100 Fairview Avenue North, M3-C102
O - [l ]

o R | ‘The SWOG Network” >> “Our Staff’ Seatle, W g8109-1024
[ TroneaneseTaeE

How We Work Fax: 206-667-4408

Our Partners J
I Our Staff h Sta 1

Our Advocates

Our artners SWOG Cancer Research Networl 1505 Westlake Ave N, Ste 750
Seattle, WA 98109

Phone: 206-652-9711

Cancer Research And Biostatistics

= 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.

X SWOG

CANCER

Refer to: Staff webpage | SWOG



https://www.swog.org/swog-network/staff
https://www.swog.org/swog-network/staff
Presenter
Presentation Notes
* 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).
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Presentation Notes
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

discontinue the experimental treatment but may continue on
FOLFIRI alone. Patients on both arms should continue study

86% follow-up. Research committees Treatment

Activated 09/01/2016 Gastrointestinal Cancer 5-Fluorouracil Irinotecan Leucovorin Calcium ABT-

Accrual Participants ALL NATIONAL CLINICAL TRIALS NETWORK MEMBERS 888

Research committees Treatment Eligibility Criteria +

Gastrointestinal Cancer 5-Fluorouracil Irinotecan Leucovorin Calcium ABT-
888

Publication Information -
2021

Randomized Phase Il Study of PARP Inhibitor ABT-888 (Veliparib) with Modifi
Second Line Treatment of Metastatic Pancreatic Cancer: SWOG S1513

[ Publications link to papers ]

FOLFIRI versus FOLFIRI as
Eligibility Criteria -

EG Chiorean;K Guthrie;P Philip;E Swisher;F Jalikis;M Pishvaian;J) Berlin;M Nogf:J Suga;l Garrido-Laguna;D Cardin;M
Histologically or cytelogically documented pancreatic adenocarcinoma. Pancreatic neuroendocrine tumors,

Radke;M Duong;A Lowy;H Hochster Clinical Cancer Research, Dec 1;27(23)6314-6322
lymphoma of the pancreas, or ampullary cancer are not eligible; Must have metastatic disease that is measurable,
CT scans or MRIs of the chest, abdomen, and pelvis used to assess measurable disease must have been completed .

L ) P . P PMid: PMID34580114 | PMC number: PMC8639715
within 28 days prier to reg. CT Scans or MRIs used to assess non-measurable disease must have been completed

within 42 days prior to reg.

2020

Influence of Modeling Choices on Value of Information Analysis: An Empirical Analysis from a Real-world

Must not have history of brain mets; must have had one and only one prior regimen of systemic therapy for
metastatic disease unless the patient received systemic therapy with gemcitabine/nab-paclitaxel for resectable or

borderline/locally advanced unresectable disease and progressed with metastatic disease within 3 months of the Experiment
past dose of systemic therapy; systemic therapy and chemoradiotherapy for tx of resectable, borderline resectable
or locally advanced unresectable disease is allowed and does not count toward prior therapy for metastatic disease; DD Kim;G Guzauskas;C Bennette;A Basu;D Veenstra;S Ramsey;)J Carlson PharmacoEconomics Feb;38(2):171-179;
must have completed systemic therapy at least 14 days prior to reg, any surgical procedure must have been 2019 Oct 21. doi: 10.1007/540273-019-00848-8. [Epub ahead of print]
Z SWO G %é’;gESCH NC Na.tional Clinical NCI Community Oncology
\ NETWORK Trials Network Research Program
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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

V=W Cancer Trials Support Unit Documents>>CIRB-approved Documents tab includes: Protocol and Consent

c15 U A SERVICE OF THE NATIONAL CANCER INSTITUTE
\.E// My Account CRISP User Access Update: CTEP-IAM & ID.me

Documents>>Protocol-Related Documents tab: includes: Case Report Forms and
Memos

GG | Protocols Dashboard Regulatory> OPEN Data Man
Gol Protocol '
A Dashboard Regulatory~ OPEN Data Management~  Auditing & Monitoring® RUMS=  Delegation Log> Resources~ Collaboration CLASS~  Reports~
All Protocols v I Home Funding llllarmalinnl Documents |Prn|D(D| Requirements
All LPOs p— L ) 0
+ n My PrOtOCOIS e Sea rCh fo r @ [=3 Ice Compress: Randam—lzed Trial of Limb Cryccompression Versus Continuous Compression Versus Low Cyclic Compression for the Prevention of Taxane-Induced Peripheral Neuropathy
+ I By Site
- - = For site registration approval, at least one staff member must complete each of the four required Training Courses in CLASS. A link to the courses in CLASS is located in Protocol Related Documents, use the Document Type filter
-+ - By Lead Organlzatlon p rOtOCO | S by tltle n and select Education and Promotion or Site Registration.
4+ Im By Cancer Type
BB By Study T or protoco| 1 T e Approved Doramant
+ y u v vpe b O R Current CIRB-approved Protocol and Consent Post Date
+ i BV Phase n u m er 2 1 & Protocol Version Date 03/09/23 16-Mar-2023
4+ I AYA (NCTN) browse for the 2 & Consent Form (PVD 03/09/23) 16-Mar-2023
3
+ . NCTN p rOtOCO| n u m be r CIRB Approved Documents CIRB Approved Documents [Pmtocol Related Documents ]
+ I8 Precision Medicine Protocols (il th | ft 4
For assistance accessing information, refer to the Accessibility Policy to request reasonable accomm
+ M ETCTN In the e |
. . 5
. Document Title All Document Types - All Format Types ¥ All Post Dates . pply filters
+ B8 NCORP T I I n Apply filt
+ I NCI 6 Y
- & Download All Documents (Z]
+ CCDR 7 R n Supplemental Documents
; - Documents Searc|
+ . NINT L Education and Promotion
o 8 T
4+ Im Archived Protocols
. Reports =] Y Document Title v All Format Types v All Post Dates v Apply filters *D Clear Filters
+ - Accrual REpOI'tS 10 & Download All Documents (ZIP)
[ ] Study Agent %' &' Documents Search
I IBCSG Query and Delinquency Reports (L] 11
Q Y q Y p - Document Title Document Type Do;:)uartl’leent Format Post Date
1 Case Report Forms 15-]Jan-2024 PDF 17-Jan-2024
\ géggEECH NC National Clinical NCI Community Oncology
\ NETWORK Trials Network Research Program
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Presentation Notes
* 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

SWOG
$2205 ONSTUDY FORM

Patient Identifier ‘ ‘ | | | ‘ | Study Identifier m Registration Step El

PatientInitials ____ (LLFM)

SWOG
$2205 TREATMENT

Page: Onstudy: Participant and Disease Description

Instructions: Submit this form within 15 days of initial registration. Date is in DD MON YYYY format. Explain any blank
fields or blank dates in the Comments section.

Participantldentifier| ‘ ‘ | | ‘ ‘ Study Identifier

Registration St
Performance Status Qo O1 Oz2 O3 O4 egistration Step
Height D]] om Participant Initials (L, F M) Cycle Number Dj
Weight D]j D kg Page: Treatment

TREATMENT FOR THIS CYCLE
What was the date of the history and physical exam?
‘:El D]] D:I]] If any assigned agent was not administered during this cycle, then leave Start Date and End Date empty, enter “0" for the total dose administered and complete

the Treatment Adjustments form. If any assigned agent was withdrawn in a previous cycle, enter “No” for dose madifications and enter “0” for the planned doses

What was the date of the initial diagnosis of the solid tumor malignancy

for which the participant is planning to receive taxane-based D:I D:Ij Djj:l and the total dose administered.
?
chemotherapy? Planned Total Dose
O Breast Treatment Name Start Date End Date Dose Per Planned Total Dose P
- r Administered
O Lung Administration

:\;r;aetdii:;;tcy‘,'&t:g;;;norforwhichtheparlicipantisreceivingtaxane- 8g:t:cr)ymetrium Paclitaxel D]D]]D]]] |:|:|| | { || | | | | [ | | Imgtmz D]:’D mg D:Dleg
Oother, specity Carboplatn [OODO0 MOOOID OO dme LT me [T Ome

D!d the panfcfpant have-a history o-f skin or Ilmf) metastases? QO vYes ONo Docetaxel |:|:| D:l] D:l |_H_| |_|_| min? D]:ID g D:I]I:I ma
(v, o agents, s sttt o batemmt) O Ol
Did the participant have pre-existing clinical peripheral neuropathy? O Yes ONo Nab-Paclitaxel D] D:l] D]:I:\ D] |_|_L| |—|—|—|—’ u—|—| mg/m* D]:ID mg D:DD m9
Did the participant have a history of Raynaud’s phenomenon? O Yes OnNo Will the participant continue to receive taxane therapy? OYyes ONo
Did the participant have a history of cold agglutinin disease? O Yes O No
Did the participant have a history of cryoglobulinemia? O Yes O No
Did the participant have a history of cryofibrinogenemia? O Yes ONo
Did the participant have a history of post-traumatic cold dystrophy? O Yes ONo
Did the participant have a history of peripheral arterial ischemia? O Yes ONo
Did the participant have any open skin wounds or ulcers of the limbhs? O Yes ONo

CANCER

National Clinical Community Oncology
EE?%VAORRCKH N C Trials Network N C I Research Program

X SWOG
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Presentation Notes
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.



Presenter
Presentation Notes
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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