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Welcome to PHIRST!

PHIRST is a web-based application system used by the Johns Hopkins Bloomberg School of Public Health
Institutional Review Board (JHSPH IRB) as a portal for submission and review of human subjects research
studies.

This user guide was developed specifically for investigators, students, and study team members and
includes the following topics:

e Who should register in the PHIRST system
e Access to PHIRST and PHIRST account registration
e Your PHIRST Homepage — My Inbox
e Creating a new application
o Adding study team members
o Navigation
o Uploading documents
o Submitting your application
e The Application Workspace
e Application review process
o Responding to concerns
o Revising documents in response to review
e Your approved application!
o  Further submissions
=  Amendments—administrative and full
= Continuing Review/Progress Report
=  Problem Events
=  Final Study Report
= Other Administrative submissions

Find links to the PHIRST login page on the BSPH IRB Office website or here: https://phirst.jhsph.edu/.
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Who should register in the PHIRST system?

The PHIRST system allows investigators to create the entire study file (new applications, amendments,
continuing review/progress reports, etc.), provides access to those files for IRB members and reviewers,
and it provides the IRB a mechanism for verifying human subjects research ethics training and other
required training for investigators and study team members. Creating an account in PHIRST involves
providing current training certificates and their expiration dates. If a JHU registrant’s ethics training
certificate expires, access to PHIRST will be limited to that person’s homepage. All JHU faculty, staff, and
students conducting human subjects research should register in PHIRST, but not all non-JHU co-
investigators and study team members need to register. Only those non-JHU study personnel who need
access to the study documents in PHIRST should register in the system. The PHIRST application provides
an alternative mechanism for Principal Investigators to identify non-JHU co-investigators without
registration.

Access to PHIRST and Account Registration
A JHED ID (Johns Hopkins Enterprise Directory ID) is required to create an account and log in to PHIRST.

If you are affiliated with JHU and have a JHED ID, enter your JHED ID and JHED password at the PHIRST
login screen. An account will automatically be created for you.

If you are not affiliated with JHU, contact the PHIRST Help Desk, BSPH.phirsthelp@jhu.edu, to request
a Guest User Account. See Addendum A for details on completing your Guest account. Once your
Guest Account is complete a PHIRST account will automatically be created for you.

Once you have an account and have logged in, you should be on your PHIRST My Inbox Homepage. Your
name should be in the upper right corner of the screen. Now you need your “User Roles” to allow you
to fully use the system.

You may choose from the following user roles:

e Principal Investigator (PI) — For faculty members and approved Jhpiego/CCP staff who will serve
as Pls. The Pl role allows creation of new applications. Only Pls can submit applications.

e Co-Investigator — Co-investigators include professional colleagues on the study who are
“engaged” in human subjects research, e.g., interacts with study participants, obtains informed
consent, or accesses/uses identifiable private information associated with study data or
specimens. The Co-Investigator role may create, but not submit, new applications.

e Other Study Team Member — A study team member is someone who is involved with the study,
may interact with or obtain consent from participants, or will have access to identifiable data or
biospecimens. Study team members are not typically listed as authors on manuscripts but are
essential to study implementation. Students who are hired to work on a study may need this
role. The Other Study Team Member role may create, but not submit, new applications.

e Student Investigator — A “student investigator” is someone who is involved in the study in
partial fulfillment of their academic objectives. Itis not a student who is hired to work on a
study. The Student Investigator role may create, but not submit, new applications.
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e Study Contact* — A study contact is someone who is not engaged in human subjects research
but who works with the Pl in an administrative capacity.

*This role is assigned automatically when PHIRST creates your account at initial login.
Complete the following steps for to make your user role selection:

e Click on the Request User Roles activity on the left side of the screen.

e Select the userroles you need: Please be aware that the Principal Investigator user role can
only be assigned to BSPH Faculty on a formal professorial or scientific track.

e Upload your Human Subjects Training (HSR) certificate and record the expiration date of
your training. You may also upload your Good Clinical Practice (GCP) training certificate, and
your HIPAA training certificate — depending on what your study requires.

e Click OK to submit your request to the IRB

Request Roles

Select the roles you would like to request . An email will be sent to the IRE Office with your request.

Reguested Roles
Role

O Co-lnvestigator
[] Principal Investigator

(] Student Investigator

Notes for IRB Office:

* loggedFor HST Certificate
[Nong] | X, Upload

* Human Subjects Training Completion Date:

Your request will be reviewed and user roles granted as appropriate. You will receive an email from
PHIRST when your user roles have been assigned.

Once your account is complete with assigned user roles, you may begin creating an application.
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Your PHIRST Homepage — My Inbox

Once you have your user roles, log back in to PHIRST; you will arrive at your PHIRST Homepage called
My Inbox.

% l()ij\\ Hovmm PHIRST el estpi -

uu“m ALTH
My Inbox PHIRST Resources Ask PHIRST PHIRST News

Create New Application
Welcome to PHIRST

The online submission and review system for new human subject resaarch applications at JHSPH.
Request Roles
ALERT: Action Required-Respond to Study Participation Request
Mo data fo display.
paga | 1 no results 10 page
—p Action Items In Review Active All Studies
Name State Last State Change Review Team Pl Last Name
IRBO0011085 irst PHIRST Study Pre Submession 5/ A Bleving.
IRBO0011000 First PHIRST Stud, Pre Submission Bleving.

No data to display.

Pl Last Name

+ Name TSR Lot Ste Change Review Team
MOD0000000S =t PHIRST Study Copy 2 (Amendment # Pre Submission 11212019 10:48 AM IRE X
D » Name State Last State Change Review Team Pl Last Name
000001 Demo - Michelle 11/15/19 - Pre Submissior 11/15/2019 9:46 AM IRB FC

=

No data o display

Other Administrative Submissions

No data to display

T

No data to display

This page gives you access to all studies on which you participate as a Pl or study team member in their
various stages of a study lifecycle, including new applications and studies undergoing amendment or
ongoing review.

Your studies are organized in tabs across the top half of the screen as follows:

e Action Items — study submissions that require your action. These could include pre-submission
studies that require completion and submission, or other submissions (new applications,
amendments, continuing review/progress reports, etc.) which have pending questions from the
IRB.

e InReview —submitted studies that are under review by IRB staff or IRB reviewers.

o Active—approved studies that are still under active IRB oversight.

e Allstudies — all of YOUR studies, i.e., where you are listed with any role (PI, Co-investigator,
etc.), and studies that may be archived or withdrawn.
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Creating a New Application

The PHIRST system includes several pages of questions for you to complete that describe your study,
and which provide places for you to upload your study documents (Research Plan, Consent Forms,
HIPAA Application, Recruitment Materials, Instruments, etc.). Your responses to these questions must
be consistent with the study information provided in your study documents. The IRB review will include
both the responses to the PHIRST questions and the study documents.

Click on Create New Application in the upper left corner of your My Inbox homepage:

v Create New Application

This opens up the first page of the questions in the PHIRST application, Study Team and Study
Description. Required questions on this and all other application pages are marked with a red
asterisk*. You must provide an answer to all required questions in order to successfully complete each
page to “continue” to the next page, and to submit your application to the IRB. The application has a
“smart form” structure, so your answers to questions on this first page determine by logic the questions
you must answer on subsequent pages. Complete the first page and click Continue to save your
answers; an IRB number will be assigned to your application at this point. Proceed to the next page. If
you need to change an answer, you can go back and revise. The system has a “hide/show” feature; your
answer may trigger additional questions to appear.

BN JOHNS HOPKINS

Edit: IRB Submission - IRB00011000
o BLOOMBERG SCHOOL

af PUBLIC HEALTH

You Are Here: First PHIRST Study

Save [ Exit A Hide/Show Errors &= Print ¢ Jump To ~ m

Study Team and Study Description

1.0 * Study Title (formal title of your study) @
First PHIRST Study

2.0 * Provide a short description of your study (1-3 sentences). If your project is a planning phase activity, confirm that you will not involve human subjects and estimate
how long the planning phase activity will take.

testing

STUDY TEAM

All investigators and study team members who will interact with participants or access identifiable personal information/biospecimens must have human subjects research
ethics training. Hopkins investigaters and study staff must register in PHIRST. Co-investigators from other institutions who need access ta study documents in PHIRST must
be registered in PHIRST. Co-investigators fram other institutions whao do not need access to study documents in PHIRST do not need to register in PHIRST but must be listed
below and must upload their human subjects research ethics training documentation

4.0 * Principal Investigator: Select the JHSPH faculty member (or other approved Pl) responsible for this institution’s role in this research activity. This person must be
registered in the PHIRST system

Miye Schakne
4.1 " Does the principal investigator of the study have a financial interest (.g., royalty, income from consulting or other services) or a fiduciary relationship (e.g., board service)

with the sponsor or manufacturer/owner of products used in this project? All conflicted individuals must disclose potential conflicts of interest via edisclose.jhu.edu, the
University wide online disclosure system

QO Yes @ No Clear

4.2 * Pl Faculty Title:

Professor v

5.0 Co-Investigator(s) registered in PHIRST: Add all Hopkins co-investigators who will be interacting with study participants or accessing identifiable personal
information/bicspecimens. Add all ce-investigators from other institutions who need access to PHIRST study documents. All these individuals must register in PHIRST. Q@

+ Add

Last Name First Name Department E-Mail Profile
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Adding Study Team members

As we mentioned earlier, there are two ways to add co-investigators and essential study team members

to your application:

1. Adding someone who has registered in PHIRST — In question 5.0, click “Add” to open a window
where you can type in the individual’s name. The name of that registered user will display so that
you can select that person. Click OK in the lower right side of the window and you will see the
individual’s name listed in your application.

2. New Feature: Adding a non-JHU co-investigator or essential study team member does not need
access to PHIRST and study documents (and thus, doesn’t need to register in PHIRST) — The IRB
does not need all non-JHU people to register in PHIRST, but does need to verify their agreement to
participate in the study and their training certifications. For people who don’t need access to the
study documents, use this method. In question 6.0, click Add to open a window where you can type
in the individual’s name and upload that person’s human subjects research ethics training certificate
and the completed “Investigator’s Agreement” available on the IRB website on the Amendments
page. Click OK in the lower right side of the window to display the individual’s name.

5.0 Co-Investigator(s) registered in PHIRST: Add all Hopkins co-investigators who will be interacting with study participants or accessing identifiable personal
information/bicspecimens. Add all co-investigators from other institutions who need access to PHIRST study documents. All these individuals must register in PHIRST. 9

+ Add

Last Name First Name Department E-Mail Profile

There are no items to display

6.0 Non-JHU co-investigator(s) not registered in PHIRST: List each co-investigators from other institutions who will be interaction with study participants or accessing
identifiable personal information but who do not need access to study documents in PHIRST. These individuals must provide documentation of their human subjects
researsgethics training. They do not need to register in PHIRST.

+ Add

Last Name First Name HST Cert
There are no items to display
Enter Investigator Not Registered in PHIRST:
]
\‘ FirstName
* Last Name

* Upload HST Training Certificate
[None] | & Upload
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Navigation

PHIRST provides several tools in the Navigation bar across the top of the application: Save, Exit,
Hide/Show Errors, Print, and Jump To. Please note —in order to save your answers, you must either
click Save or Continue. The Back button will take you to the previous page but it will NOT save your
answers.

The Jump To feature displays all the pages of your application and allows you to go directly to a later
page in the application without having to click through each application page to get there. Do not use
this feature when you are completing your new application because you don’t want to skip any
important pages. It is a help when you are correcting or completing different pages or creating an
amendment application once your study is active.

5) 1
ﬂ JOHNS HOI KINS Edit: IRB Submission - IRB00011000
sl BLOOMBERG SCHOOL PI I IRST
of PUBLIC HEALTH

You Are Here: First PHIRST Study

—» HSave @ Exit A Hide/Show Errors & Print

Study Team and Study Description

| 'Study Description and Study Team

Research Data Descnption

Study Population

AP: Research Plan
Collaborations Funding and CQl
Miscellanecus Documents

1.0 - Study Title (formal title of your study): 9
First PHIRST Study

plication End

2.0~ Provide a short description of your study (1-3 sentences). If your project is a planning phase activity, confirm ts and estimate

how long the planning phase activity will take. 9 ‘\—_/

testing
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Uploading Documents

You are able to upload all study related documents in your PHIRST application. Specific sections and
pages will have questions with upload areas for your Research Plan, Consent/Assent/Parental
Permission forms, Surveys/Instruments, etc. ALL study related documents must be uploaded on the
appropriate pages in the PHIRST application to provide a complete record of the study. Use the
Miscellaneous Documents page to upload any documents specific to your study that fall outside the

stated categories.

There are two types of upload fields throughout the application (the variability is beyond our control at

the present time):

1. “Dragand drop” — Hover over the upload area. If you see a message in orange, Drag and drop files
to upload, you will be able to upload multiple documents at the same time. If this option is
available, open up the folder where your documents reside, click on one or more documents you
wish to upload (using the “Shift” key for a continuous group or the “Ctrl” key for specific
documents), and drag them over to the upload area. The selected documents will automatically

copy into the upload area field.

You Are Here: MVC 1211119 tesiing appicatio

Bsave @Ext A Hide/St

Miscellaneous Documents
1.0 Recruitment Materials;
+ Add
Title Modified Date Owner

There are no items to display

== {oh == 2.0 Surveysfinstruments Questionnaires
@ N <7 e 1 2.0 Surveyslinstuments Questionnaires
(o=« Teain.. + Testdocuments = [ 43| Search Test do » s
+ Add
Organize v [l Open  Sharewith = Piint  » k- [l @ 5
= Title Modified Date Owner Title Modified Date Owner
4 Home Dete
K- Faiories There are no items la display There are no items to display

B Deskiop. (5] PHIRST Another Test Study document

1 Downloads £ B PHIRST Test Approval Mgmo
7l Recent Places G| PHIRST Test Study Docum: 3.0 Medical Release Forms: 3.0 Medical Release Forms
@ OneDrive - Johns Hopkins Univ i
+ Add
I Desktop Title Modified Date  Owner §
N Title Modified Date Owner

4 Libraries
There are no items to display

B Schakne, Deboreh There are no items to display
ovaciejre_usage
AppData 4.0 OihePB hg'%& L) —_—
1 Contacts + [Add 2 4.0 Other Documents:
e Deskiop 1 '
I - ", ) b = > Moy 1 + Add
.. - | Title Modified Date™ /% ar |
= 3 ftems selected the Add atitle 1 ¥
E | There areno items to display | Title Modified Date  Owner
TR, & Upload Revision PHIRST Test Approval Memo.docx 121412019 4:58 PMtest pi
Progress File Name

smo.docx (11 KB)

4.0 Other Documents: "_ dox (11 KB)
s

Title Modified Date Owner
2 Upload Revision PHIRST Test Approval Memo.docx 12/4/2019 4:58 PM test pi
PHIRST Test Study Document.docx 12/4/2019 4:58 PM test pi

& Upload Revision

2 Upload Revision PHIRST Ancther Test Study document.docx 12/4/2019 4:58 PM test pi

10
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If a true “drag and drop” option is not available (no orange message), click on “Add” to open the

“Add Attachment” window. Option 1 —drag individual documents from your folder into this
window, but only one document at a time. Option 2 —click “Choose File”, select your document

from your folder and click “Open” to upload the document.

@ JOHNS HOPKINS
- BLOOMBERG SCHOOL
of PUBLIC HEALTH

PHIRST STAGING

EEr=El

Edit: IRB Submission - IRBO0011127

You Are Here: MVC 12/1/19 testing applicatio

[ Add astachmen - Google Chrome

SEra)

ownloads = @Y PHIRST Test Approval Memo 1

% Recent Places ‘ G PHIRST Test Seudy Decument Option 1
siep2’ [

& OneDrive - Johns Hopkins Univi

+ Add L | [ cmﬁ
__{’-"‘
itle Modified Date Owner 2. Name: (i nol sup[4 Copy | file name will be shown

There are no items to display

2.0 Surveysiinsty Semstionnaires:
Option 1,
*adi| | srep 't

There are no items to display

B Deshaop
4 Libraries
1 Schakne, Deborsh
L oracle yre_usage
L AppData
&5 Centacts

I Desitop
(N S——

et

OK and

m v

()= I = Train... » Tex documents < Ty | [ Search Test documents |
okt =] 2 oo
3 Ll ustomDataT: |
Omganze @ Open »  Sharewith »  Pint > =+ O ® r = =
— - 1 Name * Ditke Miscellaneous Documents
I Desitop ‘ @] PHIRST Ancther Test Study decument 1273, 1.0 Recruitment Materials:

ll

Add Another

Continue 3

o= PHIRST Test Study Document  Title: Add a ttle

E =

soit Word Document

3.0 Medical Release Forms:
+ Add

Title Modified Date Owner
Thers are no items to dispiay

4.0 Other Documents:
+Add

Title Modified Date  Owner

There are no items {o display
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Submitting your application

When you arrive at the last page of the application, you have two choices:

e If you are finished with the application and are ready to submit it to the IRB, check YES on
question 2.0, and click FINISH at the top or bottom right of the screen to automatically submit
the application to the IRB Office.

e If you are not ready to submit the application, check NO on question 2.0 and then click FINISH.
This will save the information you have entered and allow you to return to the application at a
later time to continue work on it. The application will appear in the “Action Items” tab of your
Homepage. The registered users that you have added to the application will see the application
in their “Action Item” tab on their PHIRST Homepage.

@ Jqﬂﬁi};}?ﬁlﬁlj\is PHIRST STAGING Edit: IRB Submission - IRB00011000

of PUBLIC HEALTH
‘You Are Here: First PHIRST Study

MSave @ Ext A HdeShowEmors SPrint @ JumpTo~ [ e ]

Final Page
THIS APPLICATION HAS NOT YET BEEN SUBMITTED TO THE JHSPH IRB!
1.0 Use the text area below to communicate any additional information to the IRB Cffice:

|Additional information here

A

If you are ready to submit this information to the IRB, answer "Yes" to the question below and click "Finish" at top or bottom right of the page

If you are not ready to submit this information to the IRB at this time, answer "No" to the question below, then click "Finish" and the information you have entered will be
saved

2.0 With this submission, | affirm the following:

= | have read the protocol and this application

= All questions on this application are answered truthfully and with appropriate completeness.

= Adequate resources and facilities are available to carry out the proposed research.

= |nvestigators and study team members will adhere to the current state and federal regulations, local law, international law, and institutional policy governing this research

| will ensure that all study personnel have the certification and/or credentialing required by law and by institutional policy to perform their assigned study activities, the appropniate
training to conduct the portion of this study in which they are involved, and that they understand the study's standard operating procedures

s | will ensure that all study team members (including students) have completed any and all required ethics, Good Clinical Practice. HIPAA and all other trainings needed for the study
= | wilégnsure that the study personnel understand how to conduct the protocol in accordance with the terms of the JHSPH IRB approval and guidance

QO Yes O No Clear

Bsave ®Ext AHdeShowErmors BPint A uumpTo (e

12
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The Application Workspace

Every study in PHIRST, from pre-submission through approval, has its own Application Workspace. Think
of it like a file folder identifying the study and key information related to the study, including the Study
ID Number, Study Title, Pl, and the status of the application.

KN JOHNS HOPKINS

Hello, test pi~
bl BLOOMBERG SCHOO!

of PUBLIC HEALTH

- My Inbox HineT Ask PHIRST PHIRST News
Resources

Application State

Applcaton RB00011119: Training Test Study Application
Application Submitted

PI: test pi Review Team:
D View Application Study Contact:  test studycontact Review Type:
Department: Biochemistry Specialist:
&= Print Application Date Submitted: 11/25/2019 Expiration Date:
Date Approved: Approval Memo:

@ View Differences

Have All Study Team Members Agreed to Participate: Yes

4 Respond to Study Team Note

® P! Withdraw History Documents Study Team Notes Study Team Participation
& Request Study Team
Participation
o) Send Nots to Analyst Activity Author « Activity Date
Changes Made i, test 11/25/2019 11:44 AM
Available Activities Eat;an Submitted pi, test 1112512019 11:44 AM

e Application State — On the upper left side of the screen is the application state. This will tell you at a
glance the current state or status of you application at any point in the IRB review process. Studies
that have yet to be submitted are in “Pre-Submission”; studies that have been submitted and
assigned to an IRB review team are “In Review”; approved studies are “Active”. There are other
sub-categories under the “In Review” state as the submission communications go back and forth
between the IRB and the PI. Studies determined to be “Not Engaged in Human Subjects Research”
or “Not Human Subjects Research” go straight to “Archives”; completed and closed studies will also
be moved to “Archives”.

Under the “Application State” header are different ways you can access your application
information. “Edit Application” allows you to make changes to the application. “View Application”
gives you access to each page of the PHIRST application, page by page, without editing capacity.
“Print Application” is a view that gives you a one, long page that includes all of the PHIRST
application pages. “View Differences” is a tool used with Amendment Applications; it will show the
changes in the revised application.

13
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e Activities — On the left side of the screen, under the study state are a list of Activities. You will see
only those activity options available to you in any given state. For example, when you submit an
application, the activities differ from the activities that appear in “Concerns Pending”, when the IRB
has sent you concerns or questions to respond to. The list of activities changes as the study
progresses through the review process to allow you to communicate with the IRB.

e Tabs — The tabs organize application information in a logical and accessible format. For example,
instead of paging through the application to find a document, you can just click on the Documents
tab, where all documents uploaded in the application are available in a list.

e Study Information — The area at the top of the screen, under the Study Title, will populate with
information from submission of the application through completion of the IRB review and eventual
approval. When a study is approved, the relevant dates (approval/expiration) will display, along
with a link to your Approval Memo.

14
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Application Review Process

When the IRB receives your submitted application, it is assigned to one of the IRB staff review teams:
Exempt, IRB X, or IRB FC. An IRB Analyst will perform an initial review of the submission and will assign it
to IRB committee members for review, if appropriate. The Analyst will communicate with the Pl through
PHIRST by sending “Concerns” which require a timely response to keep the review moving forward.

Responding to Concerns:

When the IRB has questions about your study while it is under review, the IRB Analyst and/or IRB
member/reviewer will enter those questions as “Concerns” in your PHIRST application. The Analyst will
then send the study back to you to address/answer those questions. You will receive a PHIRST email,
“ACTION REQUIRED: Respond to Concerns”, with a link to the study. When you log in, you will be able
to view and respond to the concern(s). Click on the “Respond to Concerns” activity. Then click on the
pencil icon next to the concern. This opens up a window where you can type in your response to the
concern in a text box. Click OK in the window to save your response. When you are ready to send your
response(s) back to the IRB, check YES under “SEND RESPONSES BACK TO IRB” and click OK. Please note
- If you fail to click “OK,” your response will not return to the IRB.

EX JOHNS HOPKINS

Hello, test pi v
A BLOOMBERG SCHOOL :

of PUBLIC HEALTH € hitpsii jhsph.edu/sph/sd/C: i ion/Choosers/Entity/CustomDataT,.. | = | =] 3%
@ stagephirst2jhsph.edu/sp

d/CommonAdministration/Choosers/Entity/CustornDataType/...

o ( v and review any
Application IRB00011119: Training Test Study Application Read the IRB concern(s) below and review any attached documents
Concerns Pending (Pre To RESPOND TO CONCERNS, click "OK", and then click on "P| Respond to Concemns" activity on the
Review) Pl test pi left side of the page.
» Study Contact: _test studycontact Title:
(&' Edit Application Department Biochemistry ToAEOREET
= Date Submitted: 11/25/2019

& Print Application Date Approved Created Date
11/25/2019

@ View Differences
Concern

Questi d
Have All Study Team Members Agreed to Participate: Yes L s

Documents Sent with Concern
4= Respond to Study History Summary Documents g Name
Team Note

€ Execute Pl Respond to Concerns” on IRBO0D11118 - Gaogle Chrome | There are no items to display
4= P| Respond ta Study Team Response to Concerns:

[bh @ stagephirst2jhsph.edu/sph/sd/ResourceAdministration/Act

study team response|
® Pl Withdraw

48 Request Study Tea
Participaticn

When you are ready to send your response(s) jo#IRE, click on

=) Send Note to Analyst Concerns from IRB Requiring gR&Sponse - click on the bution

@ Request Roles Date Cf

- P
7 | lest concern

SEND RESPONSES BACK TO IRB? "Yes" will send the applicatf .

Yes (O No Clear

11/25/2019 11:32 AM

[ o | e

15
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Revising documents in response to IRB concerns:

When you are asked to revise submitted documents, make sure to turn on “Track Changes” in your
Word document so the IRB can easily see the revisions you have made. Make sure to return to the
application page where the original document was uploaded and upload your revision there.

OHNS HOPKINS Edit: IRB Submission - IRB00011119
% J BLOOMBERG SCHOOL PHIRST STAGING

of PUBLIC HEALTH
You Are Here: Training Test Study Applicatio...

&« Back Save @ Exit A Hide/Show Errors & Print  ¢® Jump To~ Continue 3
[@ gt Attachment - Google Chrome [=le = )
Informed Consent for Adults | & hirst2,jhsph.edu/sph/sd/Commor 1/Choosers/Entity/CustomDataType/DataEntry/Form?...

1.0 * Do you plan to obtain informed consent from your stud{ LI EE L ED S

@ Yes O No Clear

1. File to attach:
REVISED PHIRST Test Study Document(0.02) €

1.1 “Which of these describes your informed consent proce: PHIRST Tost Sty Dorumorr.. [

Consent document signed by participant
2. Name: (if not supplied, the file name will be shown)
O Consent document and separate HIPAA authorizatl —
REVISED PHIRST Test Study Document

O Combined consentHIPAA authorization document]

O Oral consent script (.g. participant will not sign (h/

O ©ral consent script signed by witness not affiliajef

[ Consent obtained from adult's legally autpdfized re

1.2 * Will you translate your English consenydbcuments int
O Yes @ No Clear

1.3 *Provide consent documentg/Aer al languages

Date Medified Document History

Z Update EVISED PHIRST Test Study Document(0.02) 11/25/2019 History

Save @ Ext A Hide/Show Errors & Print ¢ Jump To~

Continue »

Both your original document and your revised document will be available to the IRB to review.

Title: REWISED PHIRST Test Study Document
File: PHIRST Test Study Document.docx
Owner: test pi
Author:
Content Type: Decument
Version: 0.02
Description: ;
Revised document
History:
Compare ~ Date Version Person Action Uploaded File
O 11/25/2019 6:13 PM 0.02 test pi File Uploaded & Edited PHIRST Test Study Document.docx
O 11/25/2019 11:34 AM 0.01 test pi Created PHIRST Test Study Document.docx

M4 1-20f2 PH

Compare

Original document

16
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If you are not updating previously submitted documents and are instead uploading new documents to the
study, simply upload them via the ‘Edit Application’ option on the left-hand following the instructions on
uploading new documents as described on page 10.

Please note that once new documents are uploaded please save and exit the current view to return to the
application and resume the ‘Respond to Pl Process’ as attempting to use the finish option at the end of the
‘Edit Application’ path will cause an error

17
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Your Approved Application!

When the IRB determines that your application is complete and that all concerns have been addressed,
the IRB will make a final determination about your application. If approved, you will receive an email
from PHIRST, “FYI: Application Approved”, and when you log in, you will see that the application state is
now “Active”.

KN JOHNS HOPKINS
i

BLOOMBERG SCHOOL PHIRST STAGING Hello, test pi v

af PUBLIC HEALTH

I My Inbox PHIRST Resources Ask PHIRST PHIRST News

IRB00011119: Training Test Study Application
Active

PI test pi Review Team:  IRB X
D View Apphcaﬂon Study Contact: test studycontact Review Type: Expedited
Department Biochemistry Specialist test rss
& Print Application Date Submitted: 11/25/2019 Expiration Date: 11/24/2020
Date Approved: 11/25/201% Approval Memo:

M View Differences

Further Submissions Study Team Responses

B Amend/ Continuing Last Name First Name Date Invited Date Accepted Date Declined COl  Role on Study
A\ Problem Event There are no items to display
I Other Submission

3 Final Study Report

4= Respond to Study Team Note

History Summary Submitted Documents Approved Documents Concerns

History - Project Log
@ PI Withdraw

&) Send Nate o Analyst Activity Author « Activity Date
Letter Sent Schakne, Miye 11/25/2019 6:34 PM
Approval Letter Signed Schakne, Miye 11/25/2019 6:33 PM

After Initial Approval

Once your study is Active, you may submit future IRB reports (“Further Submissions”) through the
PHIRST system.

On the left side of the screen, you will see “Further Submissions”. Click on the appropriate link:
e When there are changes to your study requiring an Amendment or Administrative Amendment
e  When your study is due for Continuing Review
e Toreport problem events
e Tosubmitadministrative study documents
e To close your study with a Final Study Report

18
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Further Submissions

Amendments

To start an amendment, log in to PHIRST and click on the Active tab to view your approved studies. Find
the study you wish to change and click on study title link to go to the study workspace.

¥N JOHNS HOPKINS

BLOOMBERG S¢ H?\'(I)l PHIRST STAGING Hell, test pi v

of PUBLIC HEAL

My Inbox PHIRST Resources Ask PHIRST PHIRST News

Create New Application

&2 Components

Welcome to PHIRST

The enline submission and review system for new human subject research applications at JHSPH

Request Roles

ALERT: Action Required-Respond to Study Participation Request

No data to display.

page | 1 no results 10 /page

Action Items In Review All Studies

New Application

ID  Name State  Last State Change Review Team Pl Last Name
IRBO0011088 Demo - Michelle 11/15/19 -2 Active 11/15/2019 8:07 AM IRBFC pi
IRBO0011084 Demo 11/15/2018 - Michelle 1 Active 11/15/2019 3-03 PM IRBX pi
IRB0O0011091 First PHIRST Study Copy 2 Active 1121/2012 10:17 AM IRBX pi
IRBO0E++#a—— Training Test Study Application Active 11/25/2019 6:368 PM IRBX pi

On the left side of the study workspace, click on the “Amend/Continuing” link.

BN JOHNS HOPKINS

i BLOOMBERG SC Ht_"lu PHIRST STAGING Hello, test pi »

of PUBLIC HEALTH

] s ] My Inbox PHIRST Resources Ask PHIRST PHIRST News

IRB00011119: Training Test Study Application

Pl test pi Review Team: IRB X

O View Application Study Contact_test studycontact Review Type. _ Expedited
D Bi Specialist testrss

& Print Application Date Submitted: 11/25201% Expiration Date: 11724/2020

Date Approved: 11/25/2019 Approval Memo:
M View Differences

Further Submissions Study Team Responses:

B Amend/ Continuing < Last Name First Name Date Invited Date Accepted Date Declined COl  Role on Study
A Problem Event There are no items to display
I Other Submission

B 'Frial Sy Repa History Summary Submitted Documents Approved Documents Concerns =

Act

ies

4% Respond to Study Team Note History _ Project Log

® Pl Withdraw

) Send Note to Analyst Activity Author « Activity Date
Letter Sent Schakne, Miye 11/25/2019 6:34 PM
Approval Letter Signed Schakne, Miye 11/25/2019 6:33 PM
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This will open a new page where you will see “Amendment” and “Continuing Review”. This is how you
open new submissions to work on; select “Amendment”.

7 OHNS HOPKINS New: IRB Submission
% J BLOOMBERG SCHOOL PHIRST STAGING

of PUBLIC HEALTH

You Are Here: Training Test Study Applicatic .. > IRB Submission

& Back Save &= Print Continue »

New Submission

“ Select your submission type. 9
(@] Amendment d—
O Continuing Review *

Clear

When you click on Amendment, you can choose either an Administrative Amendment to change study
team or funding, or a Full Amendment. (Note: you may also make study team and funding changesin a
full amendment along with your other changes). You may only submit one of each type of Amendment
at a time; the earlier amendment must be completed before submitting another one. If an
Administrative Amendment overlaps with a Full Amendment, the last one approved will overwrite the
other one.

OHNS HOPKINS lew: ubmission
W woose o PHIRST STAGING ki

You Are Here: Training Test Study Applicatio... > IRB Submission

New Submission

* Select your submission type."
. Amendment

(@] Continuing Review

Clear

20
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The administrative amendment is a two page application where you can make changes to your list of co-
investigators, student investigators, or study contact, and to your funding information. As with the new
application, you can submit the administrative amendment from the second (Final) Page, by answering
YES to the statement, “l agree that the information in this administrative amendment is correct and
accurate to the best of my knowledge” and clicking FINISH.

OHNS HOPKINS it: ubmission -
%;! J BLOOMBERG SCHOOI PHIRST STAGING S ek

of PUBLIC HEALTH
You Are Hers: Training Test Study Applicatio.

Esave @ Exit 4\ Hide/Show Errors & Print ¢ Jump To~

Admin Amendment Final Page

1.0 Use the text area below to communicate any additional information to the IRB Office

Adding a new co-investigator]

i

If you are ready to submit this information to the IRB, answer "Yes" to the question below and click "Finish™ at top or bottom right of the page.

If you are not ready to submit this information to the IRB at this time, answer "No" to the question below, then click "Finish” and the information you have entered will be saved.

| agree that the information in this administrative amendment is correct and accurate to the best of my knowledge: @Yes O No Clear

Your administrative amendment is now submitted to the IRB.

B OIS HOKIN PHIRST STAGING

of PUBLIC HEALTH

] s ] My Inbox PHIRST Resources Ask PHIRST PHIRST News

Administrative A d it
gkt MODO00000011: IRE00011119  Training Test Study Application (Amendment #0)

Application Submitted
PI: test pi
View Application Study Contact: test studycontact
Date Created: Date Su itted: NOT YET SUBMITTED

& Print Application

= Checklist for Submission
@ View Differences

= All study documents are uploaded
e = All key co-in 5, student in and study team members are listed on the application
= All listed investigators and study team members have been invited to participate using the “Agree or Decline to Participate” activity

4y Respond to Study Team Note gLy THE PRINCIPAL INVESTIGATOR (PI) MAY SUBMIT THIS APPLICATION

@ Pl Withdraw The Pl may submit the PHIRST application by clicking the “Submit” button before all study team members have responded
All study team members must accept participation before the IRB will grant final approval. If a study team member declines participation, the Pl must remove that person
=) Send Note to Analyst from the application before the IRB may complete the approval process

Study Team Responses:
Last Name First Name Date Invited Date Accepted Date Declined COl Role on Study
There are no items to display
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The first page of a Full Amendment asks you to provide information on the changes you are making to
your study. There are two kinds of changes: changes to the PHIRST application, which will appear in
“View Differences”, or changes to study documents. You must describe each change individually and
provide your reason for making that change. If you are submitting new documents, you must clarify if
you are submitting revisions to currently approved documents (will need track/changes) or you are
submitting new, previously not reviewed documents.

W OIS PHIRST STAGING it

af PUBLIC HEALTH

You Are Here: Training Test Study Applieatio. . » Training Test Study Appiicatio & o hisdi Administratian/Choosers/Entity/CustomDataType/DasaEntry/Form?pastback=184 0.
«Back Save(s - . . - - Conlinue »
Add Aendment Changos
Amendment Amendment Changes
10 & 53th of your changes baiow and the rsason why you are making sach ons When you complets this pagel sviawed by the IRE
1.0 * Description of Change:
+ Add
Making big changes 1o my study
Deseription of Change Explanation/Rationale Behiny

Thara are no flems to display

2.0 Are you ravising study documents or adding new study documents?

O Yes O Mo Clear

20 * Explanation/Rationsle Bshind the Changs:
3.0 * How doss the propased amendmant afect the risk 1o particants or the potential benshit that the study ofisre?
The ehanges are importank

40 * Do panicipants need to be informed about the propased changes?
O Yes O No Clear

Other Approvals Permissions
9.0 " Does another IRB (U.S. based or local 1o the study site) nead lo revew these changes?
O Yes O Mo Clear

After you complete the questions on this page and click Continue, you will arrive at a copy of your
original approved study application. If you are making changes to the PHIRST application, make the
needed changes on the relevant pages of the application and when you are ready, submit the full
amendment from the final page.

¥ JOHNS HOPKINS

-~ BLOOMBERG SCHOOL PHIRST STAGING Hello, test pi v

of PUBLIC HEALTH

_ My Inbox PHIRST Resources Ask PHIRST PHIRST News

Anetdment MOD00000012: Training Test Study Application (Amendment #0) - Parent Study:IRB00011119
Anpiication Siubmittad
Pl test pi Review Team: IRB X
O View Application Study Contact: test st Review Type
Department: Bicchemistry Specialist test rss
&= Print Application Date Submitted Expiration Date:
Date Approved Approval Memo

M View Differences

Have All Study Team Members Agreed to Participate: No
4% Respond to Study Team Note
@ Pl Withdraw History Documents Study Team Notes Study Team Participation
=) Send Note to Analyst

Activity Author = Activity Date

Application Submitted pi, test 11/25/2019 8:10 PM

Changes Made pi, test 11/25/2019 8:03 PM
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Further Study Submissions: Continuing Reviews, Other Administrative Submissions, Final
Study Report

Review for all further submissions follows the same process as the review process for the New
Application and Amendments. During the review, the IRB will send you “Concerns” and you will respond
to those concerns using the same activities as you have in the new application. When all concerns have
been addressed, the IRB will make a final determination about the submission.

A few things to keep in mind:

You can submit an administrative amendment and a full amendment at the same time, but no more
than one of each at any given time. To avoid confusion, it is recommended that if you have both
substantive study changes and study team or funding changes, combine them in one full amendment to
ensure that all the requested changes are approved together. However, if you have study team
members who must be added immediately, and before review of a full amendment is complete, the
administrative amendment option is available to you.

You can submit a continuing review while an amendment is under review (and vice versa) but it is
important to communicate with the IRB to ensure that all elements of both submissions are harmonized

during the review process.

You can submit multiple problem event reports as needed.
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Finding your Further Study Submissions

Once your study is approved and active, you will see in the study file a series of tabs across the page,
starting with “History” and moving from left to right, and including tabs for your Amendments,
Continuing Reviews, etc.

© OISR PHIRST STAGING

HEALTH

My Inbox PHIRST Resources Ask PHIRST PHIRST News

il IRBO0O11118: Training Test Study Appiication

Hallo, tost pi

Pl testpi Review Tesm: _IRB X
O View Application Study Contact test studycontact Review Type  Expeciled
Department Biochemistry Specialist teatrsa
& Frint Application Date Submitted 1 9

Expiration Date: 112472020

Date Approved: 1

Approval Memo
M Vview Differences PP

Further Submissions Study Team Responses.
B Arend/ Gontining Last Name First Name Date Invited Date Accepted Date Declined col Role on Study
A Problem Event There are no items to display

B Other Submission
By Final Study Repart

History, Summary Submitted Documents Approved Documents Concerns Study Team Notes Continuing Reviews
== ProgeessReports
dy Respond fo Study Team Nete

Amendments Adverse Events
@ Pl Witndraw

Final Study Report

) Send Nete to Anaiyst o ol

1MOD00000012

MODO00000 11

2iteme paga | 1 of 1 10 /page

You can also locate further submissions from your PHIRST My Inbox homepage. Look under each of
your tabs, “Action Items”, “In Review”, “Active”, and “All Studies”. New applications and further
submissions will be listed under their appropriate area. The “All Studies” tab has a search feature that
allows you to search using several options including study title, Pl last name, study state and so on.

Action Items In Review Active All Studies

0 p v
|

Filter b

nter text to search for “ + Add Filter

New Application

~ID MName State
State P .
IRBOOOT1I1 Last State Change tudy Application Active
IRBODODT109 Review Team Stucly Copy 4 Prs Sub
IRB Analyst -
IRBOOOY109 p| Last Name Btudy Copy 2 Active
IRESE]DIO‘I\“CLP-R Demao l'1i°nl=||=41‘1."15.-'1 9-2 Active
IRBODO11034 Demo 11/15/2019 - Michelle 1 Active
IRBOOOOTO0Y MNen-Communicable Disease Risk Factor Mobile Phone Survey - Formative Phase Applicatig

Amendment
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Addendum A

Creating a PHIRST Guest User Account

1. Send an email to BSPH.PHIRSTHelp@jhu.edu to request a Guest User account. In the email,
include the following information:
e First Name

e Last Name

e Email that you want to use for this account

You can use any email that you want for this account, such as your work email, Gmail, Hotmail,
Verizon, AOL, etc. Some .DOD and .ORG emails may not work.

2. Once PHIRST Help has setup your Guest Account, you will receive the following email. Click on the
“Accept Invitation” link near the bottom of the page to accept the creation of your PHIRST Guest
User account.

Johns Hopkins invited you to access applications within their
organization

mm Microsoft Invitations on behalf of Johns Hopkins &
<invites@microsoft.com>
Fri 4/22/2022 8:57 AM
To: You

© Please only act on this email if you trust the organization represented below. In rare cases, individuals may
receive fraudulent invitations from bad actors posing as legitimate companies. If you were not expecting this
invitation, proceed with caution.

Organization: Johns Hopkins
Domain: [livejohnshopkins.edu]live johnshopkins.edu

If you accept this invitation, you'll be sent to hitps:/myitjh.edu/cgi-binsinvitation/redirect.pl?
data=michcampbell@hotmail.com&url=aHROCHM6LySwaGlyc30QuamhzcGguzZWR1.

Accept invitation _

Block future invitations from this organization.

This invitation email is from Johns Hopkins ([live.johnshopkins.edu]live.johnshopkins.edu) and may include
advertising content. Read Johns Hopkins's privacy statement. Microsoft Corporation facilitated sending this email
but did not validate the sender or the message

Microsoft respects your privacy. To leam more, please read the Microsoft Privacy Statement. Micosol
Microsoft Corporation. One Microsoft Way. Redmond. WA 98052 = -

3. After you've activated your Guest Account, you will be taken to the PHIRST home page. Click on
the “Login with JHED/Guest User” button to access PHIRST.
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OHNS HOPKINS
@ J BLOOMBERG SCHOOL PH I RST

of PUBLIC HEALTH

Public Health Institutional Review Submission Tracking

Welcome to PHIRST, the online submission and review system for new human subject research applications to the IRB at JHSPH.

Templates for the research plan and consent documents can be found on the IRB site,
www |hsph_eduw/offices-and-services/institutional-review-board/applications-and-forms/.

IRB Office: 410-955-3193
Email: JHSPH.irboffice@jhu.edu
PHIRST Help Desk: JHSPH phirsthelp@jhu.edu

Log in with JHED

— Remember JHED Login Preference

If you are not affiliated with JHU and are involved in a study for which you need access to study documents,
you may need to register in PHIRST. Contact the PHIRST Help Desk to request an ad-hoc JHED ID:

JHSPH.phirsthelp@jhu.edu

If you have applications under review in the old PHIRST system or just need to access your old applications and files (new
applications cannot be created and submitted in old PHIRST):

Log into old PHIRST

4. Sign-in using the email you provided for the creation of your guest account.

JOHNS HOPKINS

UNIVERSITY & MEDICINE

Sign in

Llser' Sign In Address (see below)

Can’'t access your account?

Login or MFA Problems? Click Here for Help
For your User Sign In Address use:

JHED User: JHEDid@jh.edu

Guest User: Your email address

First Time JHED Users Click Here

% Sign-in options

5. Enter the password for your personal email account. This is the password that you use when
accessing this email account and is not associated with PHIRST. If you forget your password, you
will need to reset it within your personal email (e.g., Hotmail, Gmail, etc.).

19Dec2023
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BT Microsoft
michcampbell@hotmail.com

Enter password

Password

Forgot password?

Email code to mc=***@jhsph.edu

6. After signing in you will be taken to the study team workspace page. Follow the steps in the
“Setting up Your User Profile” guide below to upload your human subjects training certificate(s)
and request the role(s) you will need on the study.

? J%Zogégué:%:\) PH I RST Hedlo, Michelle CampbellTEST +
8 Components
Site Links Welcome to PHIRST
PHIRST is the online research submession and revew system for BSPH IRB applications. The PHIRST de 15 available to assist you Contact PHIRST Help &t
sph phirsthel

& Create New Application p@hu edu for PHIRST related concems, or contact the BSPH IRB Office at jhsph it edu for all other concems.

Notification Date Created
Safe HSR Protecol Plans are no longer required. Explain your COVID isk mitigation plan under the “Risks” section of ihe research plan 4142022
My Workspace Templates Students and Faculty. Contact Tobey McGuiness, BSPH IRB Navigator, at IRBNav@sh edu to set up an appointment for help with your application submessions 3112022
Study Team Wo Amendment Submissions: Please do NOT delete any previously submitted documents or they wil be lost to the permanent IRB file and problematic for 2udit 3102022
New Apphicabon Submissions: Piease use the most recent Research Plan Template, which 15 posied on the IRB website 2152022
ALERT! Agree to Participate on the Following Studies:
No data o display.
Action Items In Review Active All Studies
New Application
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https://publichealth.jhu.edu/offices-and-services/institutional-review-board-irb/training

First Steps for setting up your PHIRST profile

1: When you open your PHIRST landing page for the first time please navigate to the ‘Request Roles’ link
in the upper left hand corner under the ‘Site Links’ options, this will open a popup window.
(e | My Inbox | PHRSTResowos [ |

B8 Componer
Welcome o PHRST

Compliance Teaining PHIRST s the online research submission and review system for BSPH IRB applications. The PHIRST User Guide is available to assist you. Contact PHIRST Help at jnsph phirsihelp@jhu edu for PHIRST related concems, or contact the
IRB Office BSPH IRB Office at jhsph irboffice@ihu edu for all other concems.

Raquest Roles. _— Notification Date Created
Students and Faculty: Contact Tobey McGuiness, BSPH IRB Navigator, at IRBNavi@jh edu to set up an appointment for help with your application submissions. 341112022
& Create NewAppl ] issions: Please do NOT delete any previously approved documants o they will be lost to the permanent IRE fila and problematic for audit 310/2022

Neo data to display.

Action Items In Review Active All Studies

New Application

No data to display.

Adminisirative Amendment

No data to display.

Amendment

No data to display.

Continuing Review | Progress Report

No data to display

2: This popup window presents you with several options for you to choose from based on your role on
your Study. Please be aware that the Principal Investigator user role can only be assigned to BSPH Faculty
on a formal professorial or scientific track. Once you have selected your Roles please scroll down within
that window to upload your CITI HSR Certificate.

OHNS HOPKINS
Wistonas  prrpet ‘
of PUBLIC HEALTH | [ Execute "Request Roles" on sih83pd1 - Profile 1 - M

| &1 g sipmmpsptedusi oo

e

oft Edge - o x

2 Compone;

Welcome to PHIRST

Select the role{s) you would fike to request. An email will be sent to the IRB Office with your request Please aflow 2-3 business
Compliance Training

| days for the IRB Office t i ,
PHIRST is the online research sub °/* "¢ o eslgn your olas). phirsthelp@ihu edu for PHIRST related concerns, ar contact the
IR8 Office BSPH IRB Office at jhsphirboffice{ g sure to seroll to the bottom of this window and click on the ‘0K’ button or your request will not be sent

Request Roles Noaiaton O Colmvestigator Date Created

Students and Faculty: Contact b8 3172022

3102022

{ ‘Other Study Team Member
® Create New Application Amendment Submissions: Pledse

My Workspace Templates

Study Team Workspace

Principal Investigator

Student Investigator

Notes for IRB Offica

i
Action Items In He\ri1

* Human Subjects Training Certificate:
Test Documentdocx(0.01) | & Upload Revision | ©

* Human Subjects Training Completion Date:
91512023 =]

HST Training Expiration Date
91152028

HIPAA Training Certificate
Test Word Doc docx(0 01) | &, Upload Revision | © -

No data to display.
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3: Scroll down until you see the field that will allow you to upload your CITI HSR training certificate. Once
this is done please remember to update the completion date field and to hit the OK button to save your
changes. Please allow 1 to 3 business days for our office to process your request. Once your roles are

approved your name will appear in the appropriate Role menus allowing you to be added to the study in

that capacity.

3T
I

D Execute "Request Roles” on sih83pd1 - Profile 1 - Microsoft Edge

jects Training Certificate

st Document docx(0 01) | & Upload Revision

Welcome to PHIR

PHIRST is the online research sub| - . T &
BSPH IRB Office at jhsph irbifice Human Subjects Training Completion Date
9115/2023

5

HST i
9/15/2028

Students and Faculty: Contact Tol HIPAA Training Certificate

Notification xpiration Date

Amendment Submissions: Please| T..; word Doc docx(0.01)

2. Upload Revision | €

HIPAA Training Completion Date:
10/25/2023

Good Clinical Practices (GCP) Certificate
[None] | 2 Upload

Action Items InRevie G404 Clinical Practices (GCP) Completion Date:

12/3111969 =
GCP Training Expiration Date:
12311972
sIRB Training Certificate

Test Word Doc docx(0 01) | & Upload Revision | €

sIRB Training Certificate Completion Date
10/26/2023 =

7

<=

o

) https://phirstjhsph.edu/sph/sd/ResourceAdministration/Activity/form?LoggedFor=com.webridge.account.... A"

x

o

-

[

n.phirsthelp@jhu.edu for PHIRST relat

L1

Continuing Review [ Progress Report

Version 2: 12/11/2023
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