MIT RESEARCH ADMINISTRATION SUPPORT GUIDE TO.

THE PHS HUMAN SUBJECTS & CLINICAL TRIAL INFORMATION FORM
& EXTRACTED STUDY RECORD

SUPPORTS VERSIONS 2 & 3 FOR NIH FORM SERIES F FOR KC S2S AND WORKSPACE
May 2020




<

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

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 features to:

+ attach afile for specimens/data use

+ aftach a delayed onset justification

« attach other information specified in the announcement

* an extractable Study Record, and a place to aftach
completed Study Record(s)

In a KC s2s proposal, this ‘cover’ is populated from:

* human subject compliance detail entry & upload of the
Study Record or Delayed Onset file

+ Answer the $28 Questionnaire regarding specimen use.

* Proposal attachments for use of specimens or specimen

data, or other requested information file.

In GG Workspace, the specimen use, other materials,
and delayed onset files are uploaded to this form. But
the Study Record must be either filled out or uploaded
in the
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PHS Human Subjects and Clinical Trials Information

CIME Mumier 0525-0001
| 'h"lewBLlﬂenStaEmeﬂI Expiration Date- 02282023
Ues of Human Spacimens andlor Data
* Dues any of the: Inthe Irwohve human andiordata? [ | Yes L | N
Frovide am explanafion for any use of human specimens andior data not considered fo be human subjecls ressanch.
| | Acta atinchunend | [ Delet= Amachment | [ view Atiachment |
Fleass compiate the human ssbjects section of the Research & Retated Ciner Project Infommation form prior o compieting fhis form.
The following Ikems are taken from the Research & Related Ciher Project form and here for yourr Any o these
fieids must be made on the Research & Related Céher Froject iInformabion form and may impact the data Bems. yow are required o compleds on this form.
A= Human Subjects Inwaled? E‘f‘es [ Mo
Is the Froject Exempt rom Federal regulations?  [[] Yes [] Mo
Exemptian mamber: 1 O20:2040=0s 07 Os

I Mo fo Human Subjects

Ekip the rest of fe PHE Human Subjects and Clinical Trisls Informadion Fomm.
It Yae o Human Subjscts
Agdd a record for each proposed Human Subject Study by selecting “Add New Study’ or ‘Add Mew Delayed Cnset Study’ as appropriste Delaysd onset
shudles are those for which there ks no wel-dedined plam for uman subject irreok nt at the time of per agency policles on Delayed Crset
Sludies. For delayed onset studies, you will provide the siady name and a jusificafion for omission of human subjects study Inlommation.

Other Requested Information

| | |Md.l-:|rnut| | Dwiete Afischment Il ‘ol Adtnckment

Click here to exiract the Human Subject Study Record Atiachment |

gtudy Record(s)

Amach human subject study records using uniqus Slenames,

¥ |11 Fieass aach Human Eubject Baudy 1 | | Add Atiachment ||I:|ee|.e -‘CIE.G'I["lE'Il” View Atiachment |

Add New Study |
Datayad Onest Studyflea)
Anticipatad
Study Titie Clinkcal Justification
Trial?¥

! | |

| Ad Atechment | |Delete Atachment] | view atiachment |

| Add New Detayed Onset Study |




For KC S28S:

Option 1: use the hyperlink in your KC proposal: S2S Opportunity Search
> Forms screen. Click on the PHS form hyperlink to download the file.

Option 2: Go to Grants.gov website and

download the User Attached

form. https://www.grants.gov/web/grants/forms/r-r-family.html

[ GRANTS.GOV™

HOME LEARN GRANTS SEARCH GRANTS APPLICANTS GRANTORS SYSTEM-TO-SYSTEM FORMS ~

GRANTS.GOV ) Forms Forms Repository ) R&R Family

CONNECT

HELP | REGISTER | LOGIN

LSOl Grant Opportunities ¥ Enter Keyword. GO

SUPPORT

R&R FAMILY

» Forms Repository

» R&R Family

» SF-424 Family

» SF-424 Individual Family

» SF-424 Mandatory Famity

» SF-424 Short Organization Family
» Post-Award Reporting Forms

» Refired Forms

» Forms Development
.

& NOTE: The PDF forms available on this porfion of the site are for sample purposes only and cannot be

submitied with your application package. If you are applying for a grant, please complete and submit your

application using Grants.gov Workspace.

RER FAMILY FORMS:
Form
Agency Adobe Form Form GG
Qwner - Form Name Form Schema \temsr Instructions | Version
Description

OMB OMB
HHS PH3 Fellowship Supplemental Form
HHS PHS Human Subjects and Clinical Trials Information

Grants.gov Project Abstract

o e e el oy B s
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Opportunity Search

W Remove opportunity = Change opportunity

Opportunity Forms Submission Detail

Forms
Form Name

PHS398_CoverPageSupplement_5_0-V5.0
PHS398_ModularBudget_1_2-V1.2
PHS308_ResearchPlan_4_0

PHSHuma nSuib“'ectsAndCIin icalTrialsinfo 2 0-W2.0
PHS_AssignmentRequestForm_3_0-V3.0
PerformanceSite_2_0

RE_Budget_1_4

RE_KeyPersonExpanded_2_0
RE_OtherProjectinfo_1_4-V1.4

RR_SF424_2 0-V2.0

RR_SubawardBudget30_1_4

PDF Schema
PDF Schema
, P‘J\]U Schema

User Attached Forms

FID
FID
FID

e

Mandatory

Yes
No

Yes
Yes
No

Yes
No

Yes
Yes
Yes

No

Instructions

RETRIEVE THE PHS HUMAN SUBJECTS & CLINICAL TRIAL INFORMATION FORM:

The forms are NOT interchangeable between KC and Workspace.

50
20
1.2

Include -~

Yes

Yes

Yes

Yes

Yes
Yes

Yes

0925-0001
0925-0001
4040-0010

anan Aman

KC $2§

Description

Available
Available
Available
Available
User Attached Form
Available
Available
Available
Available
Available

Availabla

02/28/2023
02/28/2023
1213172022

A A A


https://www.grants.gov/web/grants/forms/r-r-family.html

EXTRACTING THE PHS STUDY RECORD FORM: KC §2§

The forms are NOT interchangeable between KC and Workspace.

For KC S28S:

PHS Human Subjects and Clinical Trials Information ™y «  Open the downloaded form with Adobe Reader
View Burden Statoment SR * Answer Yes to human subjects
Use of Human Specimens andlor Dats « Use the button to extract the study record.
oty v st ke e i s

Provioe an expianation for any Use of NUMan SpecMens anmior 43ta not consiserad to be UMan subjects research.

| (oo Atachment] | ceete Atachment | | view attacnment J IW\_‘ Wﬁmm&hﬁﬂ‘ﬂ‘ﬁm\ =T ;_15 ,l_‘l - WF\'\A‘\

Flease complete the human subjects section of the Ressarch & Related Ofer Project information fam prior fo completing fhis form.

Please compiete the human subjects section of the Ressarch & Relaled Ofner Project informatien Tam prior ke compileting this fanm.
The following ltems are taken from the Research & Related Other Praject Infarmation form and displayed here for your reference. Any changes fo these FI1
flelds must be made on the Research & Retated Cther Prajeet Information form and may Impact the data ik2ms you ane reguined fo complete on this farm. are the a and far cha o

Are Human Subjects Imvolved? fields must be made on the Research & Related Clher and may Impact the data ltems you are reguinad to complesa on this farm.
Exempt from Federal reguations? ¥ N Jres

1 fne Profect Exempt o Feder g Lyes  LIMe ATe HUMEn Subjecs Invoived? Plives [INe

Exemption numbsr: O O2 0204 0s Oe O e —

15 the Project Exempt from Federsl reguiations?  |[_] Yes [N |
If No to Human Subjects Exemption numbsr: MM Oz20O30«+ 05 06 Q7 ™=

Shlp the rest of the: PHS Human Subjects and Clinical Triaks Infarmation Form.

If Yes to Human Subjects If Mo to Human Subjects

A & recond for each proposed Human Subject Study by selacting ‘Add New Study’ or ‘Add New Deiayed Onset Study' 35 appropriste. Delayed anset 1

studies are oz for whlch there 15 1o well-ened pian for uman subject Imiaivement at the fime of submission, per ageney pollcies on Delayed Oneet Saip the rest of the PHS Human Subjects and Clinical Trials Infarmation Fom
‘Stutles. For delayed onsat studies, you will provids e study na for omission of jects Shudy Informatian. :
Other Requested Information If Yes to Human Subjects
| [ma | [ oetete attsenment | [ view Attacrment |

And a record for each proposed Human Subject Study by sekeling *Add Mew Study’ or “Add New Delayed Onsat Study’ as appropriate. Delayed onset
[T Glick here o exiract the Human Subject Study Record Atlachment | studies are Mosa for which fere |s no well-Jefned pian for uman subject Imvolvement at the time of submission, per agancy pollcies on Delayed Onsed
Study Recordis) Studies. For delayed onsat studies, you will provide e study name and & justification for omission of human subjcts study Informagian.

Other Requested Information

| | | Asa Atacnment | | Delete Atzenment || wiew Atachment |

Click here to extract the Human Subject Study Record Attachment I

Study Record(s)

numan subject study recards using
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1.
2.
3.
4.

—

DOWNLOADING THE PHS STUDY RECORD FORM: WORKSPACE

The forms are NOT interchangeable between KC and Workspace.

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.

rd

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

| Go To Subforms (0) h

Lock | Download | Upload | Reuse |
Webform

O

ResearchwRelated Budget [V1.4]

Workspace Subforms

Subform Name (Click to Edit)

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

Workspace Subforms

Manage PHS Human Subjects and Clinical

Subform Status

Add Subform

“Subform Name: My demo study record|

Subform Mame (Click to E 3
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pdated o Ry

Add Subform Row (150 MAX)

Subform Actions

Add Subform Row (150 MAX)

Subform Actions

!| Save | Cancel
Tlose

Workspace Subforms

Manage PHS Human Subjects and Clinical Trials Information [V2.0]: Subforms (1 of 150)

Subform Name (Click to Edit)

| My demo study record

Subform Status

Subform row successiully added

View Subform Participants Add Subform Row (150 MAX)

Last Updated

Date/Time Locked By

Subform Actions

| Lock | Download | Upload | Webform | Rename | Delete

Close




Check Form forErors | | Save |
Study Record: PHS Human Subjects and Clinical Trials Information

‘OMB Number: 0925-0001
Expiration Date: D2/26/2023

* Always required fleid

OVERVIEW OF THE PHS STUDY RECORD EXTRACTED FORM KC S§25

The forms are NOT interchangeable between KC and Workspace.

Section 1 - Baslc Information

1.1. * Study Titie (gach study tite must be uniqus)

Saction 3 - Protection and Monitoring Plans

1. of Human Jacts | | | mmu-—l | Deiete ama:mnzn:l | 1ﬂzu\-.-\llar.w-eq-tI

,IDYE ] ma I

OrO20:04¢0%0s8 O7 Os

1.2+ Ia this Study Exsmpt from Faderal

1.3. Examption Numbes

1.4.* Clinlcal Trial Gusstionnalrs

If the answiers to all four questions below are yeE, tis study mests the definfion of @ Cinical Tral

1.4.a Doas the study Involve human participanta? B ves [ me
1.4, Are tne parficipants prosp y to an intervention? [[] ves [ ho |
1.4.c. ls the study deaigned to svaluate the effect of the intervention on the participants? YES (]
1.4.d. Is fhe effect that will be evaluated a health-retated or ity [ |ves [ | Wo

1.5. Provide the ClinicalTriale. gov identifler (e.g., NCTETES4321) Tor this trial, If applicable |:|

3.2 |2 this a multl-site etudy that will uss the same protocol to conduct non-exempt human subjects ressarch at more than one domeetic stte?

[0 ves [ Mo [ mea
If yes, describe the singla IR plan | || e attachment | | oatete atachment | | view attacrment |
3.3. Data and Safaty Monitoring Plan | ” mmu-:-l | Deiete MI::hm:ntI | ‘;1:u'ﬂ.llm:rrcrt|

3.4.WIll a Data and Safety Monltoring Board be appointed for this study?
[ wes [ me

%.5. Overall Structure of the Study Team | || mmd-ull | =R M!::hm:ntl|".a1=wNIarrrert|

Section 2 - Study Population Characteristics

The Study Record consists of 5
sections and expands when

Inclusion Enrollment Reports are
added.

2.1. Condifione or Focus of Study

x]

22 ENglblity Criteria

2.3. Age Limite Minimum age | |

o e —

233 INciusion of INGNVIduAIs ACTosa e Litsapan | [[1Ace Amsenment | [Seete stzement]

2.4. Inclugion of Women snd Minorities | || e asocment || et e | |

2.5. Recrultment and Rstention Plan | ||mdu-dunmt“n=:m .ulacrrznt"'

2.6 Recrutment Status [

|

2.7. Study Timsiine | || mmc—ll D!Iehe.'-.nan'n!'t”

2.8. Enroliment of First Participant |

| 1

2.9. Inclugion Enroliment Reportia)

| Add Inclusion Enroliment Report_|

Saction 4 - Protocol Synopeds
42 Oufc Maasures
4.1. Study Dasign I
X Name
4.1.a. Detalad Description Type =
Time Frame
Brist Degcription
4.1.b. Primary Purposs El
Add New Outcome |
4.1.c. Interventions 4.3. statistical Design and Power | || mmu-:-” chhe.'\.llan'rcrtl | View ﬁm::nm:ml
X I Intervention Type
Hame
4.4. subject Parficipation Duration | |
Deecription
I Add New 4.5. Wil the study use an FDA-Teguiated Intervention? [ es [Cne
4.5.3. Hyes, tne ity of Proguct (IP) and tigational New Drug [INDY
4.1.0. Study Phase | B Davica Exemption (IDE) statug
[ | (A2 Attachment| [ Detete Attachment | [ viw Atiachment
Es this an MIH-gefined Phass W clinkcal frial? ] Yes [ wo
4.6. Iz thie: an appiicable ciinlcal frial under FOASAT D‘fEE DND
41,8, Intsrvantion Mods! | B
47. Dlzasminstion Pan || A Attacturend | [ Deiete Attachment | [ View Atschment
4.1.1. Maeking [ res [ me
[ Patticipant [] CareProvider [ Ivestigator  [] Gutcomes Assessor
Saction 5 - Other Clinlcal Trial-relsted Attschments
4.1.q. Allocation | B
51. Ofher Clinical Triak-related Aftachments ma—:mml | Deimte Attachments | | \iew Aftacments J

43 RA Guide to

Forms F: PHS HSCT & Study Record -May 2020




The primary difference with the Workspace
Study Record is the Workspace Form
information cover page.

Scroll down to access the Study Record

pages.
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OVERVIEW OF THE PHS STUDY RECORD DOWNLOADED FORM WORKSPACE

The forms are NOT interchangeable between KC and Workspace.

W500493433-PHS... X

B & @ /7 AR MO @ = om T

» ’
= GranTs Gov WORKSPACE FORM

This Workspaca form is one of the forms you need to complete prior to submitting your Application Package. This forrn can be completed in its entirety offfne using
Adobe Reader. You can sawe your form by clicking the “Save” button and see any emors by clicking the “Check For Ermors” bution. In-progress and completed forms
«£an be upleaded at amy time to Grants_gow using the Workspace feature.

1-300-513-4726
SUPPORT@GRANTS.GOV

‘When you open a form, required fields are highlighted in yellow with a red border. Optional fields and completed fields are displayed in white. I you enter invalid or
incomplete information in a field, you will receive an eror message. Additional instructions and FAQs about the Application Package can be found in the Grants_gov
Applicants tab.

OPPORTUNITY & PACKAGE DETAILS:

Opportunity Number: PR-20-185
Opportunity Tithe: HIH Research Project Grant (Farent BRIl Clinical Trial NHot Allowed)
Opportunity Packape ID: ~ PXG00261433

CFDA Number:

CFDA Description:

Comgpetition 1D FORMS-F

Competition Title: TU=e for due dates on or after May 25, 2020

Opening Date 05/05/2020

Closing Date: 05/07/2023

Agency: Hational Instivuses of Health

eRA Service Desk Monday to Friday 7 am to 9 pm ET http://grants.nih.gov/support/

APPLICANT & WORKSPACE DETAILS:

W30o:53423

Apphcation Filing Mame: Bosemary'= Form's F test propo=al

DUNS: 0014255540000

Organization MRIZACHUSETTS INSTITUTE OF TECHROLOGY

Form Mame: Study Record: PHI Human Subjects and Clinical Trials Information
Form Version: Z.0

Subform Mame: My demo study record

Requirement: Mandatory

Diownload DateTime: May 08, Z0Z0 03:135:26 FM EDT

Form State: Mo Errors.

| CHECK FOR ERRORS J | SAVE ‘ | PRINT |

‘



« 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 KC $2S proposals, this PDF file is added in the KC Attachments screen:
Proposal Attachment type: PHS_HumanSubjectsAndCT_InvolveHumanSpecimensExp

* 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...



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
iNn 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.

* If 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 fo 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 KC $28: Add Human Subjects on the Compliance screen; select Delayed Onset checkbox, type in the
Study Title in the field that presents; upload the PDF justification file in the upload file field.

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 FOR WORKSPACE

In GG 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 siDoes any of the proposed research in the application

involve human specimens and/or data?: A response to this
| )‘ Add mLE"‘""‘""@""I | Delete Al oy estion is required.

Yes: Check to select.

In GG 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 I |De|ete Attachment| | View Attachment I
]
‘ Add New Delayed Onset Study | ’ Justification - Add Attachment: Attach a PDF formatted file.
See funding opportunity announcement and
agency-specific instructions for additional guidance. This
43 RA Guide to Forms F:|PHS HSCT & STUdy Record -May 2020 field is required for each delayed onset study entered.
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SPECIMEN & DELAYED ONSET
UPLOAD/ATTACHMENT DETAILS FOR KC S2§

In KC $25, if delayed onset: Add a Human Subjects
Compliance detail. Check Delayed Onset; Enter the fitle,
check if it clinical trial is anticipated, and choose file to
upload your Attachment (file name must be 50 characters or
less, and not use any special characters.

In KC $25, if the research is not using human subjects, but will
use biospecimens or specimen data:
Check “Yes,” in the GG S2S Questionnaire, and add as a

Proposal Attachment
PHS_HumanSubjectsAndCT_InvolveHumanSpecimensExp
(file name must be 50 characters or less, and not use any special characters)

Add Compliance Entry

2 Key Personnel > Questionnaire Type:® | Human Subjecis |
«" Compliance Grants.gov 528 Questionnaire + PHS 398 Cover Page Supplement v5-0 « Approval $tatus: * | Pending TQ

@ Aftachments . . Protocol Number:

Grants.gov S2S Questionnaire (Complete) rotocol Number:
25?5 . Does the proposed research involve human specimens and/or data? @ Application Date; =

® Yes
(8 Budget No Approval Date; =
Expiration Date: =
Proposal (9) Personnel (1) Abstracts (0) Internal (0) Motes (0) Exemption #: Nothing selected
Proposal. (9) Comments:
Add attachments to this proposal 4
-

+ add | | Dowmload Al Delayed Onset:

Clinical Trial:

Upload & Add Study Title:

4
i * *
File Type Status D Human Study Mo file chosen
; . ¢ Attachment:
1 Specimens-data.pdf PHS_HumanSubjectsAndCT_InvolveHumanSpecExp ¥ Complete ¥
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> ___....—«—-"-—."p-»--“"""_ \
T T

EXEMPT STUDIES & THE STUDY ...

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

Section 2 son 4 Section 5
Study — - Other Clinical Trial
R T ——

Population . k
Characteristics (Clinical Trials only) | cpicnt Trials only)

All exempt categories require Exemption 1 Complete Complete Complete Complete, if clinical frial Complete, if clinical trial

sections 1 and 3, but only Exempt 4

allows leaving section 2 unfilled. Exemgption 2 Complete Complete Complete  Comgplete, if clinical tial Complete, if clinical trial
Please note that eCommons will not SR RFFRES Complete Complete Complete  Complete, if ciinical tial Complete, if ciinical trial
accept (e.g. error) your proposal if

the study record is improperly filled [ Complete Mo Complete Mo Mo

out.

Exemption 5 Complete Complete Complete  Complete, if clinical tial  Complete, if clinical trial

Exemption 6 Complete Complete Complete Complete, if clinical frial Complete, if clinical trial

43 RA Guide to Forms F: PHS HSCT & Study Record -May 2020



DENTIFY YOUR STUDY TYPE:

HUMAN SUBJECTS OR CLINICAL 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 eCommons.

* 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.

 Use the Decision Tree on the next slide, review the NIH website resources, or
contact the MIT COUHES office for help identitying 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

43 RA Guide to Forms F: PHS HSCT & Study Record -May 2020



— §
MIT Clinical Trial Decision Tree —

Does the research prospectively assign
participants to an infervention?

, Is the research designecvj to evaluate an effect 1 The study is
of the intervention on the participantse
) Yes ’ lo|
Is the effect being evaluated a health-related clinical trial
i biomedical or behavioral outcome? )
Yes

SNZ

[Study meets the NIH definition of clinical trial. COUHES reviews research if the following criteria are me’r.]

The research does not involve significantly greater than minimal risk. m—
e Contact
MIT has the appropriate resources necessary to facilitate the research. FIE-—' COUHES
L Yss | 617/253-6787

hitp://couhes.mit.edu/policies-procedures

[Reseqrch required to follow policies and procedures set forth by the COUHES office.
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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.
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couhes.mit.edu

s

ESTUDY RECORD KC $28

ERE TO UPLOAD T

Add Compliance Entry

In KC S2s: On the Compliance screen:
« Add a Human Subjects entry.

« Use Pending for the status — as this
Protocol Number: reminds everyone to review the

Type:* Human Subjects v

Approval Status: * Pending v

Application Date: = protocol status at JIT and award stage.
Approval Date: E « Use the ‘Choose File' button to locate
Expiration Date: = and select the completed Study record.

Exemption # | Nothing selected . « Click Add Entry to complete and save.

Comments:

) If needed, you can replace the study
Delayed Onset; record in the Human Subjects detail
Clinical Trial:
pCIne|. MFM\LMI\WMWM

Human Study No file chosen
Attachment:

Clinical Trial:

Human Study Attachment:
tst_HumanSubjectStudy_2_0-V2.0 pdf

Replace
Add Entry Cancel &

T et et TS ot ISt

43 RA Guide to Forms F: PHS HSCT & Study Record -May 2020



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

Sats i T usced” | My 052 74
[W\Mﬁh Flan [V4.0] T Mandadory Gy 08, 20203727 4

‘I Go To Subforms (1) P

] Research & Related Budget [V1.4] COptional - -

Passed May 08, 2020 03283

Manage PHS Human Subjects and Clinical Trials Information [V2.0]: Subforms (1 of 150) View Subform Participants Add Subform Row (150 MAX)
- . Last Updated .
Subform Mame (Click to Edit) Subform Status Date/Time Locked By Subform Actions

My demo study record In Progress [Locked] Rosemary Hanlon

2 Close

Unlock | Download | Upﬁad | Webform | Rename | Delete

Form Upload

T —

3

1.

*Application Package Form: + Choose ‘

Form

*Application Package Form:

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

- . Last Updated )
Subform Name (Click to Edit) Subform Siatus Date/Time Locked By Subform Actions
My demo study record Paszed May 08, 2020 03:24:11 PM EDT — Lock | Download | Upload | Webform | Rename | Delete

ReSUIi Close

4

UPLOAD THE STUDY RECORD WORKSPACE

Upload: In the PHS HSCT form row,
use Go To Subforms to open that
window.

In the Subform Row, click Upload
to open the search window.
Click Choose & locatethe file.
Click Upload, then close the
SubForm window.

Cancel

Upload

+ Choose

WS500493433-PHSHumanSubjectsAndClinicalTrialsInfo_2_0-V2.0-
My_demo_study_record pdf

* Upload Cancel
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STUDY RECORD TIPS — eCOMMONS ENFORCED!

 Human Subject studies must complete sections 1 through 3.2.
« At least one Enrollment Report must be added, unless the study is Exempt 4.
 Clinical Trials must complete all Sections 1 through 4. (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 — 50 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 af NIH's discretion.
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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 reguired and system enforced.
@@ 1.2. " Is this Study Exempt from Federal Regulations? I [] Yes [] No é:l d y

If Study Exempt is Yes, must provide
1.3. Exemption Number It 2 s 4[5 e 7 []# exemption number. Exemption must
also 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 D No If four questions are
1.4.b. Are the participants prospectively assigned to an intervention? | | Yes | | No all Yes AND FOA

allows clinical tnals,
then study will be
flagged as a Clinical
Tnal (CT) study .*

1.4.c. Is the study designed to evaluate the effect of the intervention on the participants?
1.4.d. Is the effect thaIwiII be evaluated a health-related biomedical or behavioral outcome?

@ 1.5. Provide the ClinicalTrials.gov Identifier (e.g., NCT87654321) for this trial, if applicable AN

Do NOT provide an answer in 1.5 UNLESS
it is the Clinical Trial Identifier ID number |©ptional. 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

in the DEFINED Format. existing study, enter NCT# for ancillary study (if available), not the parent study.
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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
2.2. Eligibility Criteria / unless study is exemption 4 or

otherwise noted in opportunity.

enforced

Dropdown list: Years,

| ¥

Months, Weeks, Days,

2.3. Age Limits

Age limits are required and system enforced unless Hours, Minutes, N/A (No limit)
¢ study is exemption 4 or otherwise noted in opportunity. (No limit)
Minimum Age / Maximum Age N A

Dropdown list: Years,
Months, Weeks, Days,
Hours, Minutes, N/A ]

2.3.a. Inclusion of Individuals Across the Lifespan

[Required and system enforced unless :el.tudy is exemp:tlion 4. |ttachment

” AYAT=ITY] .&H’}hmpnf I

2.4. Inclusion of Women and Minorities

|Required and system enforced unless éiudy is exempiion 4. Fﬁathment

2.5. Recruitment and Retention Plan

Required and system enforced unless study is exemption
4, 1.4.a=No, or otherwise noted in opportunity.

lete Attachment

2.6. Recruitment Status |:

Required and system enforced unless study is exemption
4, 1.4.a=No, or otherwise noted in opportunity.

If "N/A (No Limit)"
selected, do not
provide
numerical min/
max age.

2.7. Study Timeline L Required and system enforced unless study is exemption

4, 1.4.a=No, or otherwise noted in opportunity.

bie Attachment

YView Attachment

2.8. Enrollment of First Participant 4\

L Dropdown list:

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

Anticipated,
Actual

opportunity.

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

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

| Add Inclusion Enroliment Repor‘tq_ Click the bution add

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

20



[A’r least one Enroliment Report must be added & completed, unless the study is Exempt 4. ]

@ @ Inclusion Enrollment Report

1. * Inclusion Enroliment Report Title

‘ Required. Up to 600 characters. \

2. * Using an Existing Dataset or Resource ID Yes [ ] No I Answer required and system enforced.

3. " Enrollment Location Type |D Domestic D Foreign I

4. Enrollment Country(ies)

Answer required and system enforced. Do not mix domestic and foreign

enrollment data on the same inclusion enroliment report.

Multi-select from list of countries.

No: fill in Planned Enrollment Report

Yes; fill in Cumulative/Actual Enrollment Report

5. Enrollment Location(s)

6. Comments

Up to 500 characters.
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@D

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

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

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

43 RA Guide to Forms F: PHS HSCT & Study Record -May 2020
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Cumulative (Actual)

Cumulative (Actual) enrollment 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

Not Hispanic or Latino

Hispanic or Latino

Unknown/Not Reported Ethnicity

Total

Racial Categories

Female

Male

Unknown/
Not
Reported

Female

Male

Unknown/
Not
Reported

Female

Male

Unknown/
Not
Reported

American Indian/
Alaska Native

Asian

Native Hawaiian or
Other Pacific Islander

Black or African
American

White

More than One Race

Unknown or Not
Reported

Total

[
L]
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3.1 and 3.2 are required for human subjects (3.3-3.5 are optional). @ Reauired for Human Subjects studies

All fields in Section 3 are required for clinical trials.

@ Required for Clinical Trial studies

Section 3 - Protection and Monitoring Plans

@ @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?

[] Yes [ ] No [] NIA

If yes, describe the single IRB plan

@ 3.3. Data and Safety Monitoring Plan

Answer required and system enforced. "N/A" is only a valid option if study is exempt from federal
regulations (i.e., Question 1.2a is Yes).

NIH: If Yes, not required. Add Attachment | | Delete Attachment | | View Attachment
AHRQ: If Yes, required.

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

@ 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

Optional. Add Attachment | | Delete Attachment | | View Attachment
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Do NOT complete Section 4 when Human Subjects — but ALL fields required for Clinical Trials

© O

© 000

@
@

@

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

Name

Description

|Up to 1,000 characters. | (e.g., vitamins, minerals)

Dropdown list: Drug (including placebo); Device
(including sham); Biological/\Vaccine; Procedure/
& Surgery; Radiation; Behavioral (e.g.,
Psychotherapy, Lifestyle Counseling); Genetic
|Up to 200 characters. | (including gene transfer, stem cell and
recombinant DNA); and Dietary Supplement

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

4.1.g. Allocation | |

Dropdown list: N/A; Randomized; and Non-randomized |
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If Masking is Yes, you
must select at least 1 of
the Participant/Care
Provider/Investigator/
QOutcomes Assessor
check boxes.

@ Required for Clinical Trial studies
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Only complete Section 4 when your study is a Clinical Trial.

© 0 0 0000

© 0

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

Name [Up to 255 characters. |
Type |Dropd0wn list: Primary; Secondary; and Other
Time Frame [Up to 255 characters |
Brief Description [Up to 999 characters. |
4.3. Statistical Design and Power Required and _SyStem eljforced for [_:T study \tlachmentl ‘ Delete Attachment | ‘ View Attachment |
unless otherwise noted in opportunity .

Up to 255 characters. Required and system enforced for CT studies

4.4. Subject Participation Duration unless otherwise noted in opportunity.

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

4.5. Will the study use an FDA-regulated intervention? D Yes |:| No

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

‘ |Required and system enforced if Yes. ” ‘ Add Attachmentl ‘ Delete Aﬂachmentl ‘ View Attachment

4.8. Is this an applicable clinical trial under FDAAA? D Yes D No
Required and system enforced for CT study. Generally one Dissemination Plan per
4.7. Dissemination Plan application is sufficient. Can attach same plan (unique filenames) in multiple studies.

@ Required for Clinical Trial studies

Section 5 - Other Clinical Trial-related Attachments

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

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