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OVERVIEW OF THE HUMAN STUDIES & CLINICAL TRIAL INFORMATION (HscT) FORM

PHS Human Subjects and Clinical Trials Information

I View Burden Statement l mwnim Deke: Qar28r2003

Use of Human Specimens and/or Data

* Does any of the in the rwolve human specimens andiordata? || | Yes | |No |

The HSCT form is present in all NIH funding opportunities: it is
required whether or not human subjects are a part of your
project. The form consists of a “cover” page that provides

Frovide an explanation for any use of human specimens and/or data not considerad % be human subjects research.

| Acd Attachment || Deiet= Atachment || view Attachment |

Fiease complete the human subjects section of the Research & Related Ofher Project form prior 8o his form.

features to: The folowing ltems are taken from the Research & Relsted Ofher Project Information form and displayed here for your reference. Any changes fo these
fields must be mace cn the Research & Rejaled Ofher Project Infarmation foem and may Impact the data Bems you are required % complete on this foem.

e attach afile for specimens/datause L s :

Are Human Subjects Invoived? : Yes [[] No

*  attach a delayed onset justification 15 e Project Exem bom Federal reguiatices?
. attach other information specified in the announcement Exemption rumber: O O2 0204 0s Os O7 Os
* an extractable Study Record, and a place to attach completed Study

Record(s) If No to Human Subjects

Skip the rest of the FH2 Human Subjects and Clinical Trials information Form.
In G.G Workspace, the specimen use, other materials, and It Yee to Human Subjects
dEIayed onset files are Uploaded to th|S form. But the StUdy Add 3 record for each proposed Human Subject Bludy by selecting *Add New Study’ or ‘Add New Delayed Cnaet Gludy’ a3 appropriste. Delayed cnset
. . . shudies are those for which there Is no wel-detined plan for human subject involvement at the time of submission, per agency policles on Delayed Onset

Record must be either filled out or uploaded in the Sub Form Shues. ForGelayed cnset tudies. you wh SOV he 5820y name and  ustfcaton for omision of Puman suBjecs shdy Iommatin.
rOW/WindOW. Other Requested Information

[ | [Ada Attachment | [ Deiete Asischment | [ view Attachment |

Click here to extract the Human Subject Study Record Attachment |

Study Record(s)

Attach human subject study records using unique fllenames.

| 1) Preaze attach Human Suject sty 1 | | Aad Attachment I | Detete A:ta~:1me1l] ] View Attachment ]
Add New Study |
Delayed Onast Study(les)
Anticipated
Study Titie Clinical Justification
Trial?
= | |
[ Add Attachment | [Desete Attacnment] [ View Atachment |
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DOWNLOADING THE PHS STUDY RECORD FORM

In Workspace: In the PHS Human Subjects & Clinical Trials (HSCT) Information form row, use Go To Subforms to open that window.

Click Add Subform Row

Enter a name that helps you identify this study record, especially if there will be multiple, and then save.
Download the form to work offline, or open the webform to complete it that way.

v PHS Human Subjects and Clinical Trials Information [V2.0]

1 | GoTo Subforms (0) h

Mandatory — Lock | Download | Upload | Reuse |
Webform

O Research\JRelated Budget [V1.4]

Workspace Subforms

2 Subform Name (Click to Edit) Subform Status

Manage PHS Human Subjects and Clinical Trials Information [V2.0]: Subforms (0 of 150)

nAdd Subform Row (150 MAX) I

R
Ls ld B Subform Actions
Workspace Subforms

Add Subform

Manage PHS Human Subjects and Clinical [T { 0B E 1) X My demo study record| Add Subform Row (150 MAX)
Subform Name (Click to E 3 By Subform Actions

| save | | cancel
: A
Close

Workspace Subforms

Subform row successfully added

Manage PHS Human Subjects and Clinical Trials Information [V2.0]: Subforms (1 of 150) View Subform Participants Add Subform Row (150 MAX)

Last Updated
Date/Time

1 My demo study record . ‘ . ‘ o Lock | Download | Upload | Webform | Rename | Delete ‘

Subform Name (Click to Edit) Subform Status Locked By Subform Actions
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OVERVIEW OF THE PHS STUDY RECORD DOWNLOADED FORM

Workspace Form information
cover page.
Scroll down to access the
Study Record pages.
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WS00493433-PHS... X

XN Q O} BIE R MO ® o F

» /
= GRANTS Gov- WORKSPACE FORM SUPPORT@GRANTS GOV

This Workspace form is one of the forms you need to complete prior fo submitting your Application Package. This form can be completed in its entirety offine using
Adobe Reader. You can save your form by clicking the "Save™ button and see any errors by clicking the "Check For Errors” button. In-progress and completed forms
can be uploaded at any time to Grants.gov using the Workspace feature.

When you open a form, required fields are highlighted in yellow with a red border. Optional fields and completed fields are displayed in white. If you enter invalid or

incomplete information in a field, you will receive an error Additional i ions and FAQs about the Application Package can be found in the Grants.gov
Applicants tab.

OPPORTUNITY & PACKAGE DETAILS:

Opportunity Number: PR-20-185

Oppodun'ny Title: NIH Research Project Grant (Paremt ROl Clinical Trial Not Allowed)

Opportunity Package I1D: PXG00261432

CFDA Number:

CFDA Description:

Competition ID: FORMS-F

Competition Title: Use for due dates on or after May 25, 2020

Opening Date: 05/05/2020

Closing Date: 0s/07/2023

Agency: National Institutes of Health

Contact Information: eRA Service Desk Monday to Friday 7 am to 8 pm ET http://grants.nih.gov/support/
APPLICANT & WORKSPACE DETAILS:

Workspace ID: W300452433

Apphication Filing Name: Rosemary's Form's F test proposal

DUNS: 0014255940000
Organization: MASSACHUSETITS INSTITUTE OF TECHNOLCGY
Form Name: Study Record: PHS Human Subjects and Clinical Trials Information
Form Version: z.0
Subform Name: My demo study record
Requirement: Mandatory
Download Date/Time: May 08, 2020 02:15:26 PM EDT
Form State: No Errors
’ CHECK FOR ERRORS I SAVE | l PRINT |




DON’T COMPLETE A STUDY RECORD WHEN...

* Research uses qualified biospecimens or biospecimen data.
* All the specimens or data comes from cadavers or otherwise deceased individuals.

Instead of the study record:

* Provide an explanation for any use of human specimens and/or data not considered to be human subjects research. This explanation
should include:
* Who is providing the data/biological specimens and their role in the proposed research;
* Description of the identifiers that will be associated with the human specimens and data;
* List of who has access to subjects’ identities; and
* Describe how the privacy of research participants and confidentiality of data will be protected.

* In Workspace, this PDF file is uploaded directly to the PHS HSCT Information form.

(Not uploaded as the study record, which is added as a Subform).
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DON'T COMPLETE A STUDY RECORD WHEN...

Study meets definition of Delayed Onset - human subjects research is anticipated within the period of
award but definite plans for this involvement cannot be described in the application (because it depends on
the outcomes of the planned research).

Instead of a study record:

* Provide at Study Title - Enter a brief, unique title that describes the study the participants will be involved in.
* Provide a justification explaining why human subjects study information is not available at the time of application.

* |f NIH’s Single Institutional Review Board (sIRB) policy will apply to your study, this justification must also include information
regarding how the study will comply with the policy. The applicant must provide a statement naming the sIRB of record in the
Just-in-Time submission prior to award.

* If NIH’s Policy on the Dissemination of NIH-Funded Clinical Trial Information will apply to your study, this justification must
also include the dissemination plan.

In Workspace: On the PHS HSCT Information form, Delayed Onset Study(ies) section, enter the Title in Study Title field, use the
Add Attachment button upload the Justification file.
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SPECIMEN AND DELAYED ONSET UPLOAD/ATTACHMENT DETAILS

In Workspace, if the research is not using human subjects, but will use biospecimens or specimen data: Check “Yes,” and Add Attachment (file
name must be 50 characters or less, and not use any special characters.

Use of Human Specimens and/or Data

* Does any of the proposed research in the application involve human specimens and/or data? @ Yes [ ] No

Provide an explanation for any use of human specimens and/or data not considered to be human syDoes any of the proposed research in the application

involve human specimens and/or data?: A response to this
)‘ Add Amhme"tl I Delete Al question is required.
Yes: Check to select.

In Workspace, if delayed onset: Enter the title, check if it clinical trial is anticipated, and Add Attachment (file name must be 50 characters or less,
and not use any special characters.

Delayed Onset Study(ies)
Anticipated
Study Title Clinical Justification
Trial?
X
| |
q [ Add Attachment | |Delete Attachment| | View Attachment |
O
| Add New Delayed Onset Study I / Justification - Add Attachment: Attach a PDF formatted file.
See funding opportunity announcement and
agency-specific instructions for additional guidance. This
field is required for each delayed onset study entered.
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EXEMPT STUDIES & THE STUDY ...

Completing the PHS HS/CT Information Form -
Exempt HS Research

Section 5
Other Clinical Trial
Related Attachments
(Clinical Trials only)

Section 4
Protocol Synopsis

(Clinical Trials only)

All exempt categories require sections 1 Complete Complete Complete  Complete, if clinical trial Complete, if clinical trial

and 3, but only Exempt 4 allows leaving

section 2 unfilled. Complete Complete Complete  Complete, if clinical trial Complete, if clinical trial

Please note that eCommons will not Complete Complete Complete  Complete, if clinical trial  Complete, if clinical trial

accept (e.g. error) your proposal if the

study record is improperly filled out. Complete No Complete No No
Complete Complete Complete Complete, if clinical frial Complete, if clinical trial
Complete Complete Complete Complete, if clinical trial Complete, if clinical trial
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|[dentity your study type: Human susiects or CunicaL TriaL

* NIH now posts clinical trial specific funding opportunities. If you
select a clinical trial required opportunity and do not include a
clinical trial study report in your proposal, it will ERROR at
eCommones.

* It is imperative to determine if your study meets the NIH definition of
a clinical trial so you connect and submit with the correct funding
opportunity.

e Use the Decision Tree on the next slide, review the NIH website
resources, or contact the MIT COUHES office for help identifying if
your project is defined as a Clinical Trial.

For more information and definitions, please refer to the NIH compliance website:
https://grants.nih.gov/policy/clinical-trials.htm
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MIT Clinical Trial Decision Tree

Does the research prospectively assign
participants to an intervention?

Yes
— .
Is the research designea to evaluate an effect ‘ The study is
of the intervention on the participants?
Yes ’ d
Is the effect being evaluated ?ﬁalth-related biomedical or clinical trial
behavioral outcome?
Yes ’
5
Study meets the NIH definition of clinical trial. COUHES reviews research if the following criteria are met. ]
The research does not involve significantly greater than minimal risk. :-IE-—»
res Contact
MIT has the appropriate resources necessary to facilitate the research. _IE-—' COUHES
—" 617-253-6787

Research required to follow policies and procedures set forth by the COUHES office.
http://couhes.mit.edu/policies-procedures

10
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http://couhes.mit.edu/policies-procedures

Definitions for MIT clinical trial decision tree

Prospectively assigned term refers to a pre-defined process (e.g., randomization) specified in an approved protocol that stipulates
the assignment of research subjects (individually or in clusters) to one or more arms (e.g., intervention, placebo, or other control) of
a clinical trial).

Intervention is defined as a manipulation of the subject or subject’s environment for the purpose of modifying one or more health-
related biomedical or behavioral processes and/or endpoints. Examples include: drugs/small molecules/compounds; biologics;
devices; procedures (e.g., surgical techniques); delivery systems (e.g., telemedicine, face-to-face interviews); strategies to change
health-related behavior (e.g., diet, cognitive therapy, exercise, development of new habits); treatment strategies; prevention
strategies; and, diagnostic strategies.

Health-related biomedical or behavioral outcome is defined as the pre-specified goal(s) or condition(s) that reflect the effect of
one or more interventions on human subjects’ biomedical or behavioral status or quality of life. Examples include: positive or
negative changes to physiological or biological parameters (e.g., improvement of lung capacity, gene expression); positive or
negative changes to psychological or neurodevelopmental parameters (e.g., mood management intervention for smokers; reading
comprehension and /or information retention); positive or negative changes to disease processes; positive or negative changes to
health-related behaviors and, positive or negative changes to quality of life.

Significantly greater than minimal risk to subjects means that there is a probability of an event that is serious, prolonged and/or
permanent occurring as a result of study participation or there is significant uncertainty about the nature or likelihood of adverse
events.

Appropriate resources: see website COUHES.MIT.EDU for list of available resources at MIT.



couhes.mit.edu

Upload the Study Record Workspace

1. Upload: In the PHS HSCT form row, use
NN rfS 305 Restion Plan [V4.0] iibiiaa Mand2/ory J—\P:s’s‘eﬂ/:* May 08,72020‘03':27:% Go To Subforms to open that window.
+ | PHS Human Subjects and Clinical Trials Information [V2.0] Mandatory | Passed | May 08, 2020 03:28: 2. Inthe Subform Row, click Upload to
1 Go To subforms (1) ffjmmm— open the search window.
= 'Research&ReIated Budget [V1.4] Optional 3 C||Ck Choose & |Ocate the flle

4. Click Upload, then close the SubForm
Manage PHS Human Subjects and Clinical Trials Information [V2.0]: Subforms (1 of 150) .
window.

Subform Name (Click to Edit) Subform Status LasUdated Locked By

Date/Time Subform Actions

My demo study record ‘ In Progress [Locked] \ - | Rosemary Hanlon Unlock | Download | U%d | Webform | Rename | Delete

2 Close / Form Upload
*Application Package Form: | 4 Choose ‘

Upload Cancel
|

*Application Package Form: 4 Choose

WS00493433-PHSHumanSubjectsAndClinicalTrialsInfo_2_0-V2.0-

2 B g 2 My_demo_study_record.pdf
Manage PHS Human Subjects and Clinical Trials Information [V2.0]: Subforms (1 of 150) View Subform Participants Add Subform Row (150 M 4
Subform Name (Click to Edit) Subform Status by Locked By Subform Actions *‘ Upload Cancel
‘ My ﬁemo study record \ Passed \ May 08, 2020 03:24:11 PMEDT — \ Lock | Downloaq | Upload | Wepfoqn | Rer)ame | Dgletg
Result -
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Study Record TIPS — eCommons enforced!

* Human Subject studies must complete sections 1 through 3.2.

e At least one Enrollment Report must be added, unless the study is Exempt
4,

must Comp|Ete . (5 - only if the FOA requests it.)
* All narrative uploads must be plain PDF format.
* File names must be 50 characters or less.

* File names must be unique — so if you have more than one study record-the file names cannot be identical
(e.g. ‘timeline.pdf”).

* Use the correct version for the F series: initial FOA’s will use V-2.0, but will
transition to V-3.0 at NIH’s discretion.



Required for Human Subjects studies

Required for Clinical Trial studies
Study Record: PHS Human Subjects and Clinical Trials Information

OMB Number: 0925-0001

* Always required field Expiration Date: 02/28/2023

Section 1 - Basic Information

1.1. * Study Title (each study title must be unique)
Required and system enforced. Up to 600 characters. Study title must be unique within the application. First 150
characters of title will show in application bookmark.

_ Answer required and system enforced.
@@ 1.2. " Is this Study Exempt from Federal Regulations? I [] Yes [ ] No kl d y

If Study Exempt is Yes, must provide
1.3. Exemption Number O 203040506 (17 [8  |exemption number. Exemption must
N—lalso be selected on Other Project
1.4. * Clinical Trial Questionnaire <—Answers to questionnaire required and system enforced. Information form.
If the answers to all four questions below are yes, this study meets the definition of a Clinical Trial. 1.4.a defaults to Yes and is not editable. |

1.4.a. Does the study involve human participants? Yes [] No  [iffoor questons are
1.4.b. Are the participants prospectively assigned to an intervention? all Yes AND FOA
1.4.c. Is the study designed to evaluate the effect of the intervention on the participants? allows clinical trials,

1.4.d. Is the effect thaIwiIl be evaluated a health-related biomedical or behavioral outcome? then study will be
flagged as a Clinical

A Tral (CT) study.*

@ 1.5. Provide the ClinicalTrials.gov Identifier (e.g., NCT87654321) for this trial, if applicable
Do NOT provide an answer in 1.5 UNLESS it is
the Clinical Trial Identifier ID number in the
DEFINED Format.

Optional. Provide NCT# for this study, if available. Newly proposed studies do not
need to be entered in ClinicalTrials.gov at time of application. If building on an
existing study, enter NCT# for ancillary study (if available), not the parent study.
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@O0
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Section 2 - Study Population Characteristics

@ Required for Human Subjects studies
@ Required for Clinical Trial studies

2.1. Conditions or Focus of Study

|Required and system enforced unless study is exemption 4. Up to 20 conditions at 255 characters each. |

Required and system enforced Dropdown list: Years,
2.2. Eligibility Criteria / unless study is exemption 4 or Dropdown list: Years, Months, Weeks, Days,
| 7 otherwise noted In.opportunity. Months, Weeks, Days, Hours, Minutes, N/A ]
Age limits are required and system enforced unless Hours, Minutes, N/A (No limit)
\é_ study is exemption 4 or otherwise noted in opportunity. (No limit)
2.3. Age Limits Minimum Age 4 Maximum Age A4 N
~\

2.3.a. Inclusion of Individuals Across the Lifespan

[Required and system enforced unless gtudy is exemp"ﬁon 4. |tachment

2.4. Inclusion of Women and Minorities |

Required and system enforced unless éiudy is exempifon 4. f\ﬁachmem

1 view attabnment|
If "N/A (No Limit)"

selected, do not

provide
' : —|Required and system enforced unless study is exemption numerical min/
e |4, 1.4.a=No, or otherwise noted in opportunity. EEA NI max age.
2 6. Recruitment Status I: Required and system gnforced L{nless stud)( is exemption
4, 1.4.a=No, or otherwise noted in opportunity.
2.7. Study Timeline |_ Required and system enforced unless study is exemption fpie Attachment || View Attachment
4, 1.4.a=No, or otherwise noted in opportunity.

2.8. Enrollment of First Participant /1\

[Date: MM/DD/YYYY. |
2.9. Inclusion Enroliment Report(s)

Actual opportunity.

I_Dropdown list: J& Dropdown selection required and system enforced unless
Anticipated, study is exemption 4, 1.4.a=No, or otherwise noted in

Inclusion Enrollment Reports required and
system enforced unless study is exemption
4 or otherwise noted in opportunity.

‘ Add Inclusion Enroliment Reportq_ Click the button to add

[Up to 20 Inclusion Enroliment Reports can be added. |

15



[At least one Enrollment Report must be added & completed, unless the study is Exempt 4. ]

@ @ Inclusion Enrollment Report

1. " Inclusion Enroliment Report Title

Required. Up to 600 characters.

3. " Enroliment Location Type ||j Domestic [ ] Foreign I Answer required and system enforced. Do not mix domestic and foreign

enroliment data on the same inclusion enroliment report.

4. Enroliment Country(ies)

Multi-select from list of countries. '
No: fill in Planned Enrollment Report

Yes; fill in Cumulative/Actual Enrollment Report

5. Enrolliment Location(s)

6. Comments

Up to 500 characters.
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Planned |Dataset or Resource" question is No. System enforcement relaxed if Comment is provided.

Planned enroliment information is required and system enforced when answer to "Using an Existing

Racial Categories

Ethnic Categories

Not Hispanic or Latino

Hispanic or Latino

Total

Female

Male

Female

Male

American Indian/
Alaska Native

Asian

Native Hawaiian or
Other Pacific Islander

Black or African
American

White

More than One Race

Total

52 V1 RA Guide to the PHS HSCT and Study Record October 2021
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Cumulative (Actual)

Cumulative (Actual) enroliment information is required and system enforced when answer to "Using an
Existing Dataset or Resource" question is Yes. System enforcement relaxed if Comment is provided.

Ethnic Categories

52 V1 RA Guide to the PHS HSCT and Study Record October 2021

_ _ Not Hispanic or Latino Hispanic or Latino Unknown/Not Reported Ethnicity Total
Raclalicategerios Unknown/ Unknown/ Unknown/
Female Male Not Female Male Not Female Male Not
Reported Reported Reported
American Indian/ ‘ : . , 5
Alaska Native 0 0 0 0 0 0 0 0 0 0
Asian 0 0 0 0 0 0 0 0 0 0
Native Hawaiian or ; A R . 5 5 ) . . R
Other Pacific Islander ‘ L N ‘ ' L L \ U
Black or African
5 0 0 0 0 0 0 0 0 0 0
American
White 0 0 0 0 0 0 0 0 0 0
More than One Race 0 0 0 0 0 0 0 0 0 0
Unknown or Not 3 . : B 2 s 7 0 o A]
Reported : ; v ( x 0 ( 0
Total 0 0 0 0 0 0 0 0 0 0
Report 1 of 1
18




3.1 and 3.2 are required for human subjects (3.3-3.5 are optional).

All fields in Section 3 are required for clinical trials.

Section 3 - Protection and Monitoring Plans

@ Required for Human Subjects studies

@ Required for Clinical Trial studies

@ @ 3.1. Protection of Human Subjects

Required and system enforced.

Add Attachment

Delete Attachment

View Attachment

@ @ 3.2. Is this a multi-site study that will use the same protocol to conduct non-exempt human subjects research at more than one domestic site?
Answer required and system enforced. "N/A" is only a valid option if study is exempt from federal

[] Yes [] No [] N/A

If yes, describe the single IRB plan

@ 3.3. Data and Safety Monitoring Plan

regulations (i.e., Question 1.2a is Yes).

NIH: If Yes, not required.

Add Attachment

Delete Attachment

View Attachment

AHRQ: If Yes, required.

@ 3.4. Will a Data and Safety Monitoring Board be appointed for this study?

[] Yes [] No Answer required and system enforced for CT study unless
otherwise noted in opportunity. Optional for HS study.

@ 3.5. Overall Structure of the Study Team

Required and system enforced for CT study. Optional for HS study. Ient

View Attachment

Optional.

Add Attachment

Delete Attachment

View Attachment

52 V1 RA Guide to the PHS HSCT and Study Record October 2021
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Do NOT complete Section 4 when Human Subjects — but ALL fields required for Clinical Trials

© 000 0 0o

O 0

o

Section 4 - Protocol Synopsis

You are not allowed to complete fields in Section 4 (i.e., will receive system error) if FOA does not allow
clinical trials and/or you answered No to one of the Clinical Trial Questionnaire questions in Section 1.

4.1. Study Design

4.1.a. Detailed Description

[Up to 32,000 characters.

4.1.b. Primary Purpose

Dropdown list: Treatment; Prevention; Diagnostics; Supportive Care; Screening;
Health Services Research; Basic Science; Device Feasibility; and Other

4.1.c. Interventions |UP to 20

Interventions allowed. |

Intervention Type

K

Name

|Up to 200 characters. |

Description

[Up to 1,000 characters. |

Dropdown list: Drug (including placebo); Device
(including sham); Biological/\accine; Procedure/

Surgery; Radiation; Behavioral (e.g.,
Psychotherapy, Lifestyle Counseling); Genetic

(including gene transfer, stem cell and

recombinant DNA); and Dietary Supplement
(e.g., vitamins, minerals)

4.1.d. Study Phase

Dropdown list: Early Phase 1 (or Phase 0); Phase 1; Phase 1/2;

Phase 2; Phase 2/3; Phase 3; Phase 4; and N/A

Is this an NIH-defined Phase Il clinical trial?

[] Yes [] No

4.1.e. Intervention Model

Dropdown list: Single Group; Parallel; Cross-Over;

Factorial; Sequential; and Other

4.1.f. Masking [] Yes [] No

If Masking is Yes, you
must select at least 1 of
the Participant/Care

[] Participant [ ] Care Provider [] Investigator [ ] Outcomes Assessor Provider/Investigator/

Qutcomes Assessor
check boxes.

4.1.g. Allocation | |Dropdown list: N/A; Randomized; and Non-randomized |
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Only complete Section 4 when your study is a Clinical Trial. () Reauired for Clinical Trial studies

© 0 606 0000

O 0

At least one Outcome Measure required and system enforced for CT studies unless
4.2. Outcome Measures |otherwise noted in opportunity. Up to 50 Outcome Measures allowed.

Name [Up to 255 characters. |
Type [Dropdown list: Primary; Secondary; and Other |
Time Frame

[Up to 255 characters. |

Brief Description

[Up to 999 characters. |

4.3. Statistical Design and Power

4.4. Subject Participation Duration

4.5. Will the study use an FDA-regulated intervention? [] Yes [JNo

Required and ASyStem er_‘forced for QT study \tlachmentl | Delete Attachment | ’ View Attachmentl
unless otherwise noted in opportunity.

Up to 255 characters. Required and system enforced for CT studies
unless otherwise noted in opportunity.

Answer required and system enforced for CT study
unless otherwise noted in opportunity.

4.5.a. If yes, describe the availability of Investigational Product (IP) and Investigational New Drug (IND)/Investigational

Device Exemption (IDE) status

| IRequired and system enforced if Yes. " ‘ Add Attachment | | Delete Attachmentl ’View Attachment

4.6. Is this an applicable clinical trial under FDAAA? E] Yes |:| No

4.7. Dissemination Plan

Required and system enforced for CT study. Generally one Dissemination Plan per
application is sufficient. Can attach same plan (unique filenames) in multiple studies.

Section 5 - Other Clinical Trial-related Attachments

5.1. Other Clinical Trial-related Attachments Add Attachments I | Delete Attachments I | View Attachments I

Form supports up to 10 attachments. Attachments only allowed for
CT studies. Only include attachments requested in opportunity.
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