NCTN/NCORP Data Archive
Usage Guide — Requesting Data

V5.5, June 3, 2024

I) National Clinical Trials Network (NCTN)/NCI Community
Oncology Research Program (NCORP) Data Archive

The National Cancer Institute (NCI) has created a centralized, controlled-access database, called the
NCTN/NCORP Data Archive, for storing and sharing de-identified datasets generated from NCI-funded
clinical trials. These data constitute a unique scientific resource, which the NCI is committed to making
available in a timely manner, on appropriate terms and conditions, to the largest possible number of
researchers who wish to analyze the data in a secondary study designed to enhance the public health benefit
of the original work.

II) Scope
With some exceptions, the NCTN/NCORP Data Archive includes clinical data from:

1. Primary publications of phase 2/3 and phase 3 trials published as of January 1, 2015 and,

2. Non-primary publications of phase 2/3 and phase 3 trials presenting updated survival data published
as of April 1, 2018.

Note: Data are not available immediately upon publication.

NCTN/NCORP Data Archive contents include clinical datasets, data dictionaries, and metadata. For select
trials, imaging data are also available via a link to The Cancer Imaging Archive (TCIA), NClI's official
imaging repository for NCTN Trials. Datasets are patient-level and de-identified, and include data for all
variables used in the analyses presented in each corresponding publication (with minor exceptions). Data
can be used to approximate published study findings, but exact reproduction of previous manuscripts may
not be possible in some cases (e.g., when data must be modified for de-identification purposes, when data
have been further cleaned since publication, etc.).

III) Data Request Process

I11.1) Data Request Overview

ACCESS  —  pyplish

Data
e Complete an e Await completion e Download and e Publish results
electronic Data of NCI and trial analyze the data. of the data
Request Form collaborator(s) analysis
and Data Use review of the data (optional).

Agreement. request.
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To request data, the following are required:
1. An NCTN/NCORP Data Archive user account
2. A complete online Data Request Form, including:
o Alist of up to 5 trials and/or publications from which data are being requested

o A research title and a brief research plan that includes a clearly defined medical or scientific
objective

3. A Data Use Agreement (DUA) containing legally binding signatures by the requestor and (if
applicable) an Authorized Representative from the requestor’s Entity.

Request Data

To request data, requestors create an NCTN/NCORP Data Archive user account and complete a Data
Request Form. After submitting the Data Request Form, requestors and, if applicable, their Authorized
Representative must sign a Data Use Agreement sent via email.

Requestors may seek Archive data with or without employment under, or affiliation with, an Entity (i.e.,
organization, institution, or university).

If a requestor wishes to request data under employment/affiliation with an Entity, all resources used within
a research plan must belong to the Entity and work performed must fall strictly within the scope of the
requestor’s employment/affiliation with the Entity.

Requests from requestors employed/affiliated with an Entity require the signature of an Authorized
Representative on the Data Use Agreement. The Authorized Representative must have an individual,
institutional email address and legally binding signature authority for the requestor’s Entity. Requestors can
generally identify an appropriate Authorized Representative by contacting their Entity’s Technology
Transfer, Sponsored Research, or Corporate Contracts office.

If a requestor will use their own resources and the work falls outside the scope of their
employment/affiliation with any Entity, they may seek data without an Entity. Requestors without an Entity
may only request data from trials not conducted under a collaborative agreement.

Note: Collaborative agreements are formal legal agreements between an entity responsible for a
trial (e.g., NCI) and an industry collaborator that governs the conduct of the trial.

Requestors located outside of the United States must be associated with a legal Entity.

Await NCI Review

After a request is submitted and the Data Use Agreement is signed, the request is reviewed by NCI for
adherence to legal and administrative requirements. Although a medical or scientific objective is required,
there is no scientific review of data requests. If data are requested from one or more trials conducted under
a collaborative agreement, the request will be sent to the applicable industry collaborator(s), which may
provide comments on the request.

Requests from countries outside of the United States may require additional reviews and processing time.

Access Data

If a request is approved, only the requestor and Other Approved Users included in the Data Use Agreement
may access the datasets. All persons who will access the data must be included in the request and must be
affiliated with the same Entity as the requestor. If individuals from multiple Entities will be collaborating
on a research project, one individual from each Entity must create an Archive account, submit a Data
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Request, and sign an Entity-specific DUA. Collaborating Entities must have all persons from that Entity
who will be accessing the data listed as an Other Approved User in the Entity’s Data Request Form.

Note: Additional Other Approved Users may be added after a request is approved through an
expedited review process, described in I11.1V) Renewing or Reviewing an Approved Data Request.

Note: For requests without an Entity, only the requestor may view and use the data. Other Approved
Users cannot be added in the Data Request Form.

If a request is approved, the requestor may download the clinical dataset(s) and associated documentation
via secure links within the Archive website.

An approved data request and Data Use Agreement allows a requestor and Other Approved Users to access
the requested data for 3 years. Requests can be renewed for additional 3-year periods by submitting a new
Data Request with a newly signed Data Use Agreement for an expedited review process, as described in
I11.1V) Renewing or Revising an Approved Data Request.

I11.11) Creating a User Account

Although the Archive allows prospective requestors to search for data without registering as a user, an
Archive User Account is required to request data.

Instructions for creating a User Account:
1. Navigate to the NCTN/NCORP Data Archive: https://nctn-data-archive.nci.nih.gov.

2. Select Create new account either in the blue banner at the top of the page or from the right-hand
side, under User login.

NATIONAL CANCER INSTITUTE
NCTN/NCORP Data Archive

User login

Create New Account

3. Provide first and last name, phone number (optional), and location information.

4. If employed by or affiliated with an Entity and making the request within the scope of this
employment/affiliation, select the appropriate radio button within the Entity section and provide
an “Entity Name”, “Department”, and “Entity Type”. SKip to step 6.

5. If notemployed by or affiliated with an Entity and making the request solely as an individual, select
the appropriate radio button within the Entity section and complete items #1 — 7 that appear below
the radio button.

a. Notes regarding requests from users with no Entity:
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i. The request review timelines are longer than those for requests from requestors
with an Entity.

ii. No resources from any Entity may be used, including email addresses.

iii. Requestors must take personal responsibility for the legal terms and conditions
contained within the Data Use Agreement.

iv. Data collected on trials conducted under a collaborative agreement cannot be
requested without an Entity.

Entity *
“ENTITY" is any organization/institution/employer which the requestor is employed by or representing, and the research being conducted with the data is within the
scope of the requestor's employment or affiliation. By this definition, the Entity is the organization/institution/employer that is officially seeking access to the data. “In
order to access NCI data in the Archive, requestors with an Entity must obtain a signature from their Entity (as defined above). Please select the applicable option
below:"

O | am employed by or affiliated with an Entity and making the request within the scope of my employment/affiliation with the Entity.

® | am not employed by or affiliated with an Entity and am making the request as an individual and take personal responsibility for the request.

2. | affirm data will only be used in connection with the described research project.
O Agree ®

3. 1affirm any unanticipated problems involving risk to trial participants or others, inadvertent data release, and/o
O Agree *
4.1 affirm data will be stored on a computer with security controls adequate to protect sensitive or identifiable infi
1 Agree *

5.1 will not use data to attempt to identify or contact individual clinical trial participants.

O Agree *

6. I will not publish or present any information that would allow identification of clinical trial participants.
O Agree *

7.1 will report the PubMed ID of any manuscript resulting in a publication that uses the data obtained through the Archive to the NCI within 60 days of publication.

1 Agree *

6. Provide Login Credentials including an email address and Username.

a. If requesting data under an Entity, an official, individual, institutional email address
must be used. Signing up with a non-Entity email address (e.g., gmail, Hotmail, etc.)
will require creation of a new Archive account with an Entity email address and will
introduce delays in the processing of any requests for data.

b. If requesting data as an individual (i.e., without an Entity), a personal email address must
be used. Signing up with an Entity email address will require creation of a new Archive
account with a non-Entity email address and will introduce delays in the processing of any
requests for data.

7. Verify the accuracy of all information.
8. Read and accept the Terms & Conditions of Use to continue.
Note: The Terms & Conditions of Use must be accepted to request data.
9. Enter the captcha code, then click Create new account at the bottom of the page.

10. Confirmation that the account has been created in the Archive will appear as a green banner at the
top of the screen.

11. An email from NCTN/NCORP Data Archive with “Account details” in the subject should arrive
to the email address provided in the User Registration page within 24 hours. Click on the link in
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the email to open the Set password webpage. Check junk/spam mail folders if the message
cannot be located.

From: NCTN/NCORP Data Archive <NCINCTNDataArchive@mail.nih.gov>

Date: Wed, 31 Jan 2024 at 16:22

Subject: Account details for <your email address> at NCTN/NCORP Data Archive
To: <your email address>

your email address

Thank you for registering at NCTN/NCORP Data Archive. You may now log in by clicking this link or copying and pasting it into your browser:

Gttps://nctn-data-archive.nci.nih.gov/user/reset/7075/1706736144/06993 75wFaZXAYKzRAQICZUNbBIhj OONXileCWuo)

This link can only be used once to log in and will lead you to a page where you can set your password.

After setting your password, you will be able to log in at https://nctn-data-archive.nci.nih.gov/user in the future using:

username: your email address
password: Your password

-- NCTN/NCORP Data Archive team

12. On the Set password page, specify a password and click Log in. A green banner will confirm that
the new password has been saved.

Set password

Set New Password *

Password *

Password strength:

Confirm password *

Passwords matct

This is a one-time login
Click on this button to log in to the site and change your password

This login can be used only once.

‘ Login |
Data can now be requested.

I11.111) Requesting Data

I1.111.1) Overview of Archive Data

Data in the Archive are linked to a publication. With some minor exceptions, datasets contain all data used
to generate the results in the associated publication.

Data in the Archive are categorized according to the publication in which they were presented.
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Publication Types:

1. Single-trial publications: publications reporting on data from only 1 trial
2. Multi-trial publications: publications reporting on data from more than 1 trial

Data may be requested by trial (with an NCT number) or by publication (with a PMID). The only way to
receive data from a multi-trial publication is to request that publication by PMID. A total of 5 selections
(NCT number and/or PMID) can be made per request.

1. If a trial (by NCT number) is selected: all available datasets from all single-trial publications
reporting on the trial will be included in the request. Datasets from multi-trial publications that
include the selected trial will not be included in the request.

2. If asingle-trial publication (by PMID) is selected: all available datasets from the trial reported
on by that publication will be included in the request. This includes any primary or non-primary
publications associated with only that trial. Datasets from multi-trial publications that include the
aforementioned trial will not be included in the request.

3. If a multi-trial publication (by PMID) is selected: the dataset from that multi-trial publication
will be included in the request. In addition, all available datasets from all the single-trial
publications reporting results on any of the trials included in chosen multi-trial publication will be
included in the request. Note that datasets from multi-trial publications typically only include data
that are not in the applicable trials’ single-trial publication datasets, as those are also provided
should the request be approved.

Given that data are not typically duplicated in Archive submissions:

1. Some data presented in non-primary publications (e.g., updated survival publications, toxicity
publications, etc.) may be contained within the datasets associated with the primary publication(s).

a. According to the rules stated above, all primary publication data for a trial are provided
when a non-primary publication including that same trial is selected, in addition to data
newly presented in the non-primary publication.

2. Some non-primary publications may present new analyses that use only data already contained
within one or more previously submitted datasets.

a. Datasets for these non-primary analysis publications contain a reference to the applicable
primary publication datasets instead of duplicating the data.

3. If a publication presents any data that have been updated from the data presented in the primary
publication, these updated data will be included in the secondary analysis dataset(s).

Requests for data may be initiated either by first searching for data in the Archive (i.e., via the “Search
Single-Trial Publications” link or the “Search Multi-Trial Publications” link), or, if the desired data are
already known, by completing a Data Request Form via the “Request Data” link.

ILTIL11) Searching for Data

Available data can be searched using the “Search Single-Trial Publications” link or the “Search Multi-Trial
Publications” link found in the left-hand Main Menu. If the data of interest were presented in a publication
reporting data from only 1 trial, use the “Search Single-Trial Publications” link. If the data of interest were
presented in a publication reporting data from more than 1 trial, use the “Search Multi-Trial Publications”
link.
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Note: A trial could be identified via both search links if the Archive contains data from the trial presented
in both a single-trial publication and a multi-trial publication. If the Archive only contains data from a trial
presented in a single-trial publication OR a multi-trial publication, the trial will only appear in 1 search link.
Instructions:

1. Login to the User Account created in 111.11) Creating a User Account.

2. Select Search Single-Trial Publications or Search Multi-trial Publications from the left-hand
Main Menu panel.

Main Menu

Search Single-Trial Publications

Home

Request Menu
View Existing Requests

User Menu

3. On the Search page, use the search fields and click Apply Filters to search the Archive database
for data that meet a certain set of criteria. After selecting Apply Filters, scroll down to view the
resulting datasets, which appear below the list of all available search filters.

§ |IBone Neoplasm - Miscellaneous

-

Study N Has a Collaborative PubMed Images
D N Disease Types Dataset ID Agreement ) available?
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4. To view additional information on a trial (including the number of available datasets), click on the
hyperlinked NCT number. Select the title of an individual dataset and then select the Data
Dictionary PDF to view the complete list of variables provided in the associated dataset. All

datasets associated with a requested trial will be provided upon request approval, as described
above.

NCT12345678-D1

NCT12345678

_>I Data Dictionary: [d] NCT12345678-D1-Data-Dictionary.pdf I

i > e ; . B In the Search Trial Page, clicking on
_ Nl MATCH vonrs. the “NCT trial number” will lead to
the Clinical Trial Information page.
In the Clinical Trial Information
page, clicking the “Title” will lead to
T—— the Dataset Information page. In

. the Dataset Information page, the
: " data dictionary can be downloaded.
W NCT12345678

5. To access the Data Request Form and request data, select the dataset(s) of interest using the
checkbox to the left of each trial(s) and click Request selected data. This will launch a Data
Request Form with those trials or PMIDs auto-populated in the form. Instructions for completing
this form can be found starting in Section 111.111.1V) Completing a Data Request Form.

s Ol Title

NCT12345678-
D1

HLITLTI) Accessing the Data Request Form

1. Login to the User Account created in 111.11) Creating a User Account.
2. Select Request Data from the left-hand Main Menu.

I1L111.1V) Completing a Data Request Form

3. Access the Archive’s Data Request Form as described in either of the preceding steps.
4. Complete Step 1 of the Data Request Form.

a. Provide a Research Plan Title and Research Plan Description.

i. Although Archive requests do not undergo scientific review, sufficient information
must be provided to enable NCI and/or the trials’ pharmaceutical collaborators to
understand the intended use of the data (e.g., which data will be used and what
analyses will be performed, etc.).
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Create Request

I + Request Trials was applied to 1 item.

Stepl Step2 Step3

Research Plan Title *

brm. Requests for
Please provide a short descriptive title for your research plan ration the review pl

Example Research Plan Title

norder 1o access the dala, you will need 10 compiete and subr
Inorder to a the data, y Il it nplet i

from muilti-trial publications may further increase the duration

br data from trials under collak e can take up to four additional weeks of review. Requests that data

Research Plan Description *

Briefly describe your initial research plan. Please provide a one

Example Research Plan Description

)
Briefly describe your initial Please provide a i fHiow the data will be Used. Although research plans are nol reviewed for scientific merlt, sufficient information must be provided to enable NCland/or
the trials’ pharmaceutical collaborators to understand the intended use of the data (e.8., which data will be used and what analyses will be performed, etc).

Content limited to 1000 characters, remaining: 967

b. Select up to a total of 5 trials (NCT numbers) and/or publications (PMIDs).

i. If datasets were selected from the Search Single-Trial Publications or the Search
Multi-Trial Publications views, the selected trial numbers (affiliated with single-
trial publications) or PMIDs (affiliated with multi-trial publications) should be
auto-populated under “Requested Data (Required).” Additional trials and PMIDs
may be added in the Requested Data section, up to a maximum of 5.

a. Note: Higher volumes of requested data result in greater request review
timelines.

Requested Data (Required) *

Please indicate the trial(s) and/or publication(s) from which you are requesting data in addition to any trials and/or publications aute-populated below if you used the “Search” feature to access this
form. You may select up to a total of five (5) trials and/or publications per data request. You may request data from publications of single trials (by entering a NCT Number or PMID) or data from
publications containing data from multiple trials (by entering a PMID). For trials, the format for the ClinicalTrials.gov registry number is “NCT” followed by an 8-digit number. For publications, the format for
the PubMed database is an 8-digit number (decimals for versioning are accepted).

If your request is approved, you will receive:

NCT Trial Number(s) and/or PubMed ID(s) [ff~" """

To request data, the NCT Number or PMID must be [ilata from all publications reporting results only from that trial, and
Trial/publication identifiers that do not appear in th
of the Data Request Form.

data from that multi-trial publication and all data from all single-trial publications reporting results of each trial of the

&

search pages or 2) selected from the dropdown menu in Step 1 of the Data Request Form that appears when you start typing.
| for request. To confirm whether a trial or publication was entered properly, please review t y of data being inStep2

[NCT12345678

[NcTo0000077

[NcTooo00088

+
+
+
+

[NCT12341234

ii. Data presented in a single-trial publication may be requested by NCT number or
PMID.

iii. Data presented in a multi-trial publication may only be requested by PMID.

c. Indicate whether other individuals from the same Entity will use the data.
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i. Ifadditional individuals will be using the data, provide the name and email address
for each individual. Be sure to use an individual email address for each Other
Approved User.

Other Users? *

Other Approved Users at Entity(If Applicable) *
o o k ~ 3 Other Approved Users at Entity(If Applicable) *

entit S
2 request a separate \Dm Other Users? *
O | will be the only person from my entity (if applicable) accessing the data.

@ There will be other persons accessing the data from my entity.

Other Approved Users

\ \ Name of Approved User

IFirstname Lastname

Authorized Representative (If Applicable) * \
An Aut omeone wha is delegated signature authority te bi --..-\‘ o thelef Department
e DUA must be associated with the Entity of the Requesti and approves

IBio\ogy

Email

Iother approved user email address

Remove

Note for requestors with an Entity:

ii. Transferring data to anyone not listed as an “Other Approved User” is
considered a breach of the Data Use Agreement and is not permitted.
Unauthorized transfers of data may result in legal action. Verify that all others
at the Entiy who would use the data are included as “Other Approved Users.”

Note for requestors without an Entity:

iii. Transferring data to anyone is considered a breach of the Data Use
Agreement and is not permitted. Unauthorized transfers of data may result
in legal action.

d. Provide the Name, Title, Email, and Entity for an Authorized Representative, if
applicable. Authorized Representatives must:

i. Belong to the same Entity as the Requestor and all Other Approved Users.
ii. Have legally binding signatory authority for the Entity.
iii. Have an official Entity email address.

iv. Have an individual email address. A general inbox or distribution list cannot be
accepted.
e. Confirm the Authorized Representative has signature authority for the Entity and check
the checkbox below their Entity name.
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Other Approved Users at Entity(If Applicable) *

Other Users? *

sentative (If Applicable) *

f.  After completing the required fields, click Next to continue to Step 2 of the Data
Request Form or click Save to return to the request later.

Note: Saved (i.e., “Not Submitted”) or submitted requests (i.e., “Under Review”) can be
accessed from the left-hand menu through the View Existing Requests link.

5. Complete Step 2 of the Data Request Form.

a. Step 2, Summary of Requested Data, will provide a summary of all data that will be
requested based on the trials and/or publications selected in Step 1.

b. Review the data to be requested. To make any edits, click the “Back” button.

c. Indicate whether any imaging data are requested in the Imaging Data section, where a list
of any requested trials with imaging data available in The Cancer Imaging Archive (TCIA)
will be provided.

Note: The option to request Imaging Data will not appear if the requested trials do not have
imaging data available in TCIA.
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Create Request

Step2  Step?
Step 2: Summary of Requested Data
This page (Step 2 of the request), will specify the publication(s) from which you are requesting data based on your selection(s) in the previous Step L Data in the Archive are tied to and grouped by publication.
Clinical Data (listed by blication in which the data were use

Dataincluded in your request based on the trials and/or single-trial publication(s) you selected in Step 1

ation Title", PMID : 87654321

v Publication Titke", PMID : 91

Titie", PMID: 12345678

Title", PMID: 75318642

jon Title", PMID ;8¢

. Imaging Data Requested B

-~ O Imaging Data Not Requested

@® Imaging Data Requested

=)

d. After completing the required fields, click Next to continue to Step 3 of the Data Request
Form or click “Save” to return to the request later.

6. Complete Step 3 of the Data Request Form.

a. Step 3, Submitting the Request, will provide a downloadable summary of the request and
describe the Data Use Agreement signature process.

Create Request

Stepl Step2 Step3

Step 3: Submitting the Request

Please download the Request Summary PDF below and verify that all information is correct. To change any information, return to a previous step by first clicking “Save” in the
Archive website and then re-opening the Data Request Form (DRF) by clicking "Edit" and modifying it appropriately.

After verifying all information is correct, click "Submit" to proceed with the request. You and your Entity’s Authorized Representative will then receive a Data Use Agreement
(DUA) specific to this request. This legal document must be signed by you and then your Entity's Authorized Representative, if applicable.

As indicated in Step 1 of this Data Request Form, an Authorized Representative is someone who is delegated signature authority to bind your Entity to the legal terms of the
DUA. The representative is usually located in a Technology Transfer Office, Sponsored Research Programs, Office of General Counsel, or Business Development Office. NCI
policy is such that the signatory for the DUA must be associated with the Entity of the Requestor and any other approved users. The data request will not be processed until the
Authorized Representative signs the DUA, if applicable.

Sample DUAs can be viewed at the links below.

Downloads
Request Summary: -
-
IDownload Request Summary I/ DOWI’]' Oad Req ueSt Su m ma ry

Sample Data Use Agreements:
Data Use Agreement template for Trials with No Collaborative Agreement (PDF - 144KB)
Data Use Agreement template for Trials with Collaborative Agreements (PDF - 144KB)

Click "Submit" to send the data request to NCI and to have a DUA sent to you and your Entity’s Authorize Representative (if applicable).

i. Read the information provided in Step 3.
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ii. Download and review the request summary.

NATIONAL CANCER INSTITUTE
NCTN/NCORP Data Archive

NCTN/NCORP Data Archive request Overview

Request Submitted By: Firstname Lastname

Usemame: your email address
Phone Number: 555-123-4567
Request Email: your email address

The Request Summary

Generated on: February 29, 2024 gg;zlr.{nuywshere t . t_ t
: contains pertinen
Title: Example Research Plan Title City- Anywhere p
- . information about the
Description: Example Research Plan Description Enti
ntity:

request, including research
plan title/description,
requested datasets,

To complete the research plan described above, data from the following trial(s) is being requested:
11 am employed by or affiliated
Cram not employed by or affilia
NeT Trial PUBMEd hyccace Entity Name: rock

Study ID Entity Type: Other

DatasetID Descriptions of Dataset

EX1234 NCT12348678

Number(s) (PMID) Type

There are 2 datasets associated with

PMID 87854321, NCT12345678-D1 and

NCT12345672-D2. This dataset,
s7a54zp  Bone Neoplasm- NCTI2345678.D1  NCT12345678-D1, contains the

Department: Other

requestor, other approved
users, and authorized

Other Approved Users:

Miscataneous baseline charactesisties and clinical 31 will be the ont . .
outcomes dat3. There is one row per wil e only person from i
patient. The contents of this submission [¥] There will be other persons acce: representatlve'
reflect the comect data described in the
;9,’5";;;;;’22 SEE RN Approved User's Name: Firstname Lastname
Department: Biology
There are 2 datasets associated with Email: other approved user email address
PMID 87654321, NCT12345678-D1 and
NCT12345678-D2. This dataset, -
Bone Neoplasm - NCT12345676-02  NCT12345678-D2. contains adverse Authorized Representative
Exiz34 NCTIZM8678  B7654321  pfiscelaneous o ST e
ﬂ:ﬁmﬁﬁ ?r":cl‘egﬁl Wfdﬂlﬁ 5::"‘5;'0" Name and Titie of Authorized Representative:
e iata described in the vers Ti
June 20, 2072 1 PMID 07538842 Firstname Lastname, Qulhorlzed Reprgﬁenla(we 's Title
E-mail Address: authorized representative email address
An ematum (PMID 97538842) Authorized Representative’s Entity. Example Entity Name
comecting some minor typos in the
oo ariginal primary publication of trial
i NCTi2345678-D3  NCTi2345878 (EX1234) was
EX1234 NCT12345678 97530842 Miscellaneous published on Jut,,, m_x’m_mm 11 confim that the individual designated as the Authorized Representative above has signatory
submitted io the Archive authority for the entity.
(NCT12345876.01 and
NCT12345678 D) reflect the.
information carrected by this ematum.
STID4321  NCTOODOO7? Bone Neoplasm -
1245678 [One eoPISSM" NCTDODOUOTT-DI  Example dataset descripton
51555 NCTO0000088 75318642 Bone Neoplasm - o
Movelaio=™ " NCTO000D0ES-D!  Example dataset description
Bone Neoplasm X
EXiD4444  NCT12341234 8ssssass - Ewing NCT12341234-D1  Example dataset description
Sarcoma

Page 1 of2 Page 2of2

iii. Returnto Step 1 to make any necessary edits to the request.
iv. Download and review the sample Data Use Agreements (DUA).
Note: NCI cannot accept edits to the DUASs on a case-by-case basis.
v. When the Request Summary is complete and accurate, click “Submit.”
a. Submitting a request will initiate the following process:

i. NCI review of the request. Any administrative issues identified
during this review that require corrections will be communicated
by email to the email address provided in the User Account
Profile.

ii. Request for a Data Use Agreement signature. A DUA will be
sent by email to the Requestor and then the Authorized
Representative to sign.

iii. Sharing of request with pharmaceutical collaborators, if
applicable.

vi. Confirmation that the request was submitted in the Archive will appear as a green
banner at the top of the screen. A system email will also be sent to the requestor
indicating that the request has been successfully submitted.

I11.111.V) Provide DUA Signature(s)

7. Monitor for email correspondence from NCINCTNDataArchive@mail.nih.gov.

a. Issues identified during NCI’s review of the request are communicated by email.
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b. Once any issues are resolved, the Data Use Agreement is sent by email.
8. Sign the Data Use Agreement (DUA).

a. The DUA will then be automatically routed to the Authorized Representative, if
applicable, to sign as well. After NCI receives the DUA with both signatures, processing
of the request will continue. There are no further required actions.

If the request is approved, an NCTN/NCORP Data Archive Administrator will reach out by email with
instructions for accessing the requested data. A ReadMe file containing a summary of the DUA’s key points
will be provided.

If Imaging Data were requested, follow the instructions in the request approval email notification to create
an account on the TCIA website. Then reply to the NCTN/NCORP Data Archive approval email with the
created TCIA username.

Data from an approved request can be accessed by clicking the View Existing Requests link (via the left-
hand menu) and clicking Download Data. The DUA countersigned by NCI can be downloaded by clicking
Download Countersigned DUA in the Data Use Agreement column.

On the View Existing Requests
page, saved requests can be
accessed. Once a request is
approved, the countersigned

DUA and requested data
submissions can be
downloaded.

View Existing Requests

NCT Trial Number(s)/PMID(s) DNa Use Agrgfment (DUA) Rperatighs

Example Research Plan Title NCT12345678

I11.1V) Renewing or Revising an Approved Data Request

Once a request is approved, the title and research plan description cannot be modified; an Entity cannot be
added, changed, or removed; and the requested data cannot be changed. A new request must be submitted
with any changes to these fields.

However, approved requests can be modified in certain administrative ways (e.g., replacing the requestor
with an Other Approved User, adding additional Other Approved Users, etc.) directly from the approved
request webpage view. A request revision must have an identical research plan description to that in the
initial approved request and may be eligible for an expedited review process.

Revised requests require a new Data Use Agreement (DUA), which provides access to the requested data
for three (3) years from the date the new DUA becomes effective. Therefore, requests can also be renewed
(i.e., data access can be requested for another 3-year period) by way of this same process.

Follow the instructions below to renew a DUA and/or to revise a request.

Instructions for renewing or revising an approved request:

1. Login to the Archive.

2. Navigate to “View Existing Requests” on the left-hand menu.
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3. Select the approved request to be renewed or revised.

4, Select “Renew or revise the request”.

5. Complete Step 1 of the Data Request Form.

a. The information from the previously approved request will auto-populate into the new
request form. Make any necessary changes to the Other Approved Users and Authorized
Representative information.

b. The request title, research plan description, and trials and/or publications requested cannot
be changed. If any of these fields must be edited, submit a new data request following the
instructions in 111.111. Requesting Data.

c. After updating any necessary fields, click Next to continue to Step 2 of the Data
Request Form or click Save to return to the request later.

6. Review Step 2 of the Data Request Form.

a. Step 2, Summary of Requested Data, will provide a summary of all data that will be
requested based on the trials and/or publications selected in Step 1. Step 2 cannot be edited.

b. Click Next to continue to Step 3 of the Data Request Form or click “Save” to return to
the request later.

7. Complete Step 3 of the Data Request Form.

a. Step 3, Submitting the Request, will provide a downloadable summary of the request and
describe the Data Use Agreement signature process.

i. Read the information provided in Step 3.
ii. Download and review the request summary.
iii. Returnto Step 1 to make any necessary edits to the request.
iv. Download and review the sample Data Use Agreements (DUA).
Note: NCI cannot accept edits to the DUASs on a case-by-case basis.
v. When the Request Summary is complete and accurate, click “Submit.”
1. Submitting a request will initiate the following process:

a. NCI review of the request. Any administrative issues identified
during this review that require corrections will be communicated
by email to the email address provided in the User Account
Profile.

b. Request for a Data Use Agreement signature. A DUA will be
sent by email to the Requestor and then the Authorized
Representative to sign. Additional instructions regarding DUA
signatures are provided in H1.111.V Provide DUA Signature(s).

vi. Confirmation that the request was submitted in the Archive will appear as a green
banner at the top of the screen. A system email will also be sent to the requestor
indicating that the request has been successfully submitted.

An NCTN/NCORP Data Archive Administrator will reach out by email with information regarding the
outcome of the review. If the request is approved, access to the data is granted for 3 years from the DUA’s
NCI countersignature date.
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IV) Frequently Asked Questions

How can | know if specific data are available?

You can search for specific data using the “Search Single-Trial Publications” or “Search Multi-Trial
Publications™ links found in the left-hand menu. Select a trial of interest to view the available datasets
affiliated with the trial and a brief description of the datasets. Select the title of an individual dataset and
then select the Data Dictionary PDF to view a list of the variables included in the associated dataset. A user
account is not required to view data dictionaries. If a data request is approved, you will receive all available
datasets affiliated with a requested trial (except for datasets from multi-trial publications unless they are
specifically requested by PMID in Step 1 of the Data Request Form).

Can | request data from single-trial and multi-trial publications in the same request?

Yes. In the Requested Data section of Step 1 in the Data Request Form you may enter NCT numbers or
PMIDs to request data from single-trial publications and PMIDs to request data from multi-trial
publications. All datasets which will be provided if the request is approved will be summarized in Step 2
of the Data Request Form. However, higher volumes of requested data result in greater request review
timelines.

Does the Archive contain any patient Protected Health Information (PHI)?
No. Data in the Archive are fully de-identified and contain no PHI.
How long does the review of requests take?

Review timelines vary due to a variety of factors. Requests for data from trials not conducted under a
collaborative agreement typically require 1 — 2 weeks of review time from receipt of an Authorized
Representative signature, and requests for data from trials conducted under a collaborative agreement
typically require 2 — 4 weeks of review time from receipt of an Authorized Representative signature, but
these timelines are not a guarantee. There is no estimated review timeframe for requests from users outside
of the United States.

How can | get an update on the status of my request?

Login to your Archive account and click “View Existing Requests” on the left-hand menu to view all
requests you have initiated. If the Request Status reads “Under Review”, you have successfully submitted
the request and NCI is reviewing it. If the Request Status reads “Revisions requested” or ‘“Pending
signatures”, an action is required from you to allow NCI to continue processing the request. Check the
email provided in your user account for instructions from an Archive Administrator regarding the action
required. You can reach out to an Archive Administrator NCINCTNDataArchive@mail.nih.gov with
additional questions regarding your request.

Can | continue using the data if | change to a different Entity?

You cannot continue to use the data under the same Entity that signed the original Data Use Agreement
(DUA). To continue using the data, you must create a new user account with your new Entity information
(including an official email address from your new Entity) and submit a new request. In most cases, requests
submitted to change Entities are eligible for expedited review.

Can | share the data with anyone?

Data can be shared with anyone listed as an Other Approved User on your request. Transferring data to
anyone not listed as an “Other Approved User” is considered a breach of the Data Use Agreement and is
not permitted. Unauthorized transfers of data may result in legal action.

Can | collaborate on data analyses with anyone?
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You can collaborate on data analyses with anyone permitted to use the data by the NCTN/NCORP Data
Archive. To collaborate with someone from your own Entity, simply list the individuals with whom you
wish to collaborate as “Other Approved Users”. To collaborate with someone from outside your own Entity,
they must submit a request of their own with an Authorized Representative signature from their Entity.

Can | provide the inbox for the Research/Contracts Office as the Authorized Representative
email?

Itisan NCI legal requirement that the individual, Entity email is provided for the Authorized Representative
(AR). This serves as evidence that the AR belongs to the same Entity as the requestor. We also use this
email to send the Data Use Agreement (DUA) to the AR for signature and must ensure that the DUA reaches
the AR designated in the request.

Can | publish using the data?

The results of any data analyses performed using data obtained through the NCTN/NCORP Data Archive
can be published. However, publication or disclosure of any individual data (including example data) is
considered an unauthorized data transfer and is not permitted. Aggregate data can be used in publications.

Do I have to include any acknowledgments in my publications?

The clinical trials from which data were used must be acknowledged in any manuscripts from the use of
the data. Example acknowledgment language can be found in the Data Use Agreement. Additional
acknowledgments are required if also publishing using imaging data obtained through the Archive’s data
integration with The Cancer Imaging Archive (TCIA).

Do I have to inform NCI when | publish?

You must abide by all terms and conditions contained within the DUA that you and your institution signs.
For requests for data from trials not conducted under a collaborative agreement, you do not need to inform
NCI before publishing, but you must send the PubMed ID of any publications within 60 days of publication.
For requests for data from trials conducted under a collaborative agreement, you must also send any planned
publication (including presentations, abstracts, manuscripts, dissertations, etc.) to NCI and the
pharmaceutical collaborator(s) for review prior to publishing. Additional details can be found within the
sample Data Use Agreements on the Archive homepage.

If NCI previously reviewed my publication and | have reformatted it for another
journal/conference, do I need to inform NCI1?

Any reformatted or revised versions of publications that NCI previously reviewed must be submitted for
another review period. Depending on the degree of revision, shorter review timelines may be possible.

Are there any costs associated with requesting data from the Archive?
There are no costs associated specifically with requesting or accessing data that are available in the Archive.
What do I do if the data I’m seeking isn’t in the Archive?

If the data you are seeking is within the Archive’s scope (see 11) Scope), but are not available for request in
the Archive, then the data are still being prepared for data sharing. Although the Archive contains limited
data from NCTN or NCORRP trials that are not within the Archive’s scope, it may not be possible to make
additional out-of-scope data available via the Archive. You can contact an Archive administrator
NCINCTNDataArchive@mail.nih.gov with any questions about data from a specific trial.

Can | use data from the Archive to develop a product or invention?

Any product or invention developed using Archive data must adhere to all terms of the Data Use Agreement
(DUA). Among other activities prohibited by the DUA, Archive data cannot be embedded in a product that
is intended for use beyond the DUA’s effective date (3 years) and Archive data cannot be made accessible
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to anyone not included as an Other Approved User in the DUA, including through access to a product in
which Archive data are embedded. The complete terms to which projects using Archive must comply can
be found in the sample Data Use Agreements on the Archive homepage.

V) Questions and Comments

For questions or comments about the NCTN/NCORP Data Archive or any requests placed through the
system, including inquiries regarding the status of a data request, please contact
NCINCTNDataArchive@mail.nih.gov.
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