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Quickly navigate through the guide using the icons in
the top-right corner of each page

A\ . . To access the MISP Applicant Portal, click the link below:
LnJ Guide Main Menu https://mrk.envisionpharma.com/ienv_mrk/visiontracker

/portal/login.xhtmI?pgm=ISR
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presentation mode or when viewing the PDF version of this guide please contact: vt support(@msd.com

O Last Page Viewed For general MISP questions, or to request system access support
This feature is only available when viewing the guide in PowerPoint @ g q ’ q b PP ’

{ | Previous Page

For technical support, contact the Envision Pharma Helpdesk:
us: +1860-266-4944 UK&EU: +441403-322095

Email: helpdesk@envisionpharmasupport.com

> NextPage
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01 | MISP Portal and Registration

MISP Portal Overview
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New Account Activation
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NEW ACCOUNT REGISTRATION LnJ O < >

MISP Portal Overview
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3
Py
NEW ACCOUNT REGISTRATION S
<
)
Home How to Apply FAQs o
3
a System LDg| n = Returning Applicants enter 2
credentials in the System Login ]
I section
| .
{ ] New Applicants must first create = —
an account by selecting the s
Register for New Account link é
e
Register for New Account < >
Forgot Login 107 %
=
S
:
o
p=d
- wn
Investigator Studies Program (MISP)
The iEnvision Grant Management website is now open for For technical assistance with the grant management system, please 9 Contact Us
Investigator Initiated Study submissions. Please refer to the details email us at helpdesk@envisionpharmasupport.com
an the Investigator Studies Program site for more information. _SyStem support can be_ found
in the Contact Us section
Prior to submitting your request, please reference jnvestigator & Email: vt support@msd.com <

Studies Program for the “Areas of Interest”. Also, at the top of the
page, you will want to familiarize yourself with our “FAQs" and "How
to Apply™ documents.

& Envision Pharma Helpdesk:
helpdesk@envisionpharmasupport.com

From EPG site: © 2016 Emision Pharma Limited. “Ervision Pharma Groug”™, “Ervision Technology Solutions”, “Datavision”, “Visientracker”, "Claar”, “Exetulive Window”, “WMednfo®, SEnvision”,
“Erwision Scientific Solutions”, "Evidence Sceilic Solutions”, "Engage Scientilic Solutions”, "Exce| Sadentific Solutions”, “Proscribe”, "Ernvision Market Access Salutions”, and "MSLevate”, are
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NEW ACCOUNT REGISTRATION

Register for a New MISP Account

Applications for MISP support are submitted through the MISP portal. Before applying, you must first register for an account:
Self-register for an account by clicking the Register for New Account link on the right-side of the MISP Portal

Complete the User Registration form; required fields are marked with an asterisk (*)
Read and agree to the Terms and Conditions by selecting the checkbox
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Click Register

=z
s
e @, User Registration =
System Login = () o
>
Registration Instructions Registration Info %
-
Name Prefix *First Name *Email Address *Confirm Email Ia)
>
=
. (@]
Middle Name *Last Name *Password *Confirm Password =z
\ [ ) J ) ) =
Name Suffix Organization *Security Question 1 *Answer
[ ] [ ] [ Selact Question — | vl [ ]
O
RE'ﬂiStEI’ for New Account Address Line 1 *Security Question 2 *Answer 8
Forgot Password? [ ] [ Sefect Question — | "l { ] "
- i (9]
FDI'gOt Logln 107 Address Line 2 *Security Question 3 *Answer %
[ ] [--- Select Question - | vl [ ] =<
[« C 2
ountry vy My preferred language is.. Time Zone g
[ select One — | vl [ ] [———SelectOne——— | vl [———SelectOne——— | v] =z
State/Province ZIP Code g
[ ] [ D *| agree to the Terms and Conditions =
<
Primary Phone Number Register -m -
[ | @ 5
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NEW ACCOUNT REGISTRATION LnJ G < >

New Account Activation .
%

S

Once the registration form is submitted, 3
the next step is to activate your account: 5
You will receive an email containing an %
activation link. Click the link to activate Dear MISP Applicant, B System Login = >
your account. S

Welcome to iEnvision. To complete your registration, [ ]

Enter your email address as your User please click the link below.
gltarn;gig{\r(; ttir(l)i Password you selected cLink to MISP Portals | |

Register for New Account

C||Ck Log In Forgot Login ID?
.. L. Log In
For login issues, contact the Envision ==
Pharma Helpdesk using the email
address or phone number found under
Contact Us 9 Contact Us
&% Email: vt_support@msd.com

& Envision Pharma Helpdesk:
helpdesk@envisionpharmasupport.com
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Starting a New Application Scientific Summary Node g
=
Acknowledgment Protocol Node
=z
Application Screen Overview Requested Funding Node <
2
o
General Information Node Requested Product Node %
hel
Personnel Node Planned Publications Node g
(@]
=z
Primary Site Node Attachments Node =
Concept Summary Node Submit Your Application

Proposal Node
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NEW APPLICATION L C < >

Starting a New Application

After logging in, you will arrive on your home page
From here you can start a new application:

Click the Start New button found on the Welcome panel
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Select the Application Type, Clinical or Non-Clinical, based on the provided definitions

Click Continue
=
s
=
S
® A Application Type p
Wednesday —_— L
-
3 Investigator S
Please indicate what you are applying for (:D|
=z
[0z}

e) Clinical Research
Interventional Studies in human beings in which individuals are assigned by an investigator based on a protocol to

receive specific interventions. Subjects may receive diagnostic, therapeutic or other types of interventions. The
assignment of the intervention may or may not be random. The individuals are then followed, and biomedical
and/or health outcomes are assessed. Non-Interventional studies are those in which participants are identified as
belonging to study groups and are assessed for biomedical or health outcomes. Participants may receive
diagnostic, therapeutic, or other types of interventions, but the investigator does not assign participants to a
specific interventions/treatment. Source: ClinicalTrials.gov

AP last Login- 02 Feb 2021 1... a Start New Non-Clinical Research

Biomedical studies not performed on human subjects. The term includes in vivo (animal or plant studies) or in
vitro (laboratory) studies.

3 Incomplete Applications =z

e Continue =
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Acknowledgement

Once the application type has been selected, you will be prompted to read and accept the Acknowledgement statement
Review the statement

Check the Acknowledged box to confirm consent to the processing of your personal information as described in the
statement
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Click General Information to open your application and begin providing details around your request for support

a Acknowledgement

Merck & Co., Inc., Kenilworth, NJ, USA, which has a tradename of MSD outside of the U.S. and Canada ("MSD"), is committed to ensuring your personal information is handled in accordance with all
applicable data privacy laws and the MSD's internal policies and procedures.

The personal information that you provide above, and on ongoing basis, will be processed by MSD specifically for the purposes of the management of the Investigator Studies Program ("MISP"). In this
sense, you agree to MSD's collection, use, and disclosure of personal information about you, such as contact information, professional credentials, profiling, Conflict of Interest checks based on conflict of
interest laws and Foreign Corrupt Practice Act (FCPA) requirements only to the extent necessary to verify the appropriateness of the MISP grant, and, to the extent necessary, tax identification number to
process payments, and additional activities required for the management of the MISP.

SNOILY2I1ddV dSIWN M3N

You further agree to MSD's processing of personal information about you to invite you to participate in other MSD scientific programs and to keep track of MSD's interactions with you both online and
offline, to ensure compliance, and to remember your professional preferences.

Consistent with the purposes described in the MISP, personal information about you provided to MSD may be transmitted to our subsidiaries and to companies globally that provide services on our
behalf and in accordance with our instructions. It also may be transmitted to qualified experts to help evaluate your propesals. This may include sending your personal information to countries having
laws less protective of your personal information. Any party handling information on behalf of MSD is required to process your Personal information in accordance with the same privacy standards as
MSD.

Should you at any time wish to access, amend, correct or delete the personal information you provide to MSD, you can exercise your rights by contacting your Scientific Leadership & Research Manager a:
http://engagezone.msd.com/contacts.php

If you would like to know more about MSD's privacy policy, please go to http://www.msd.com/privacy/

By clicking on the following button, you expressly consent to the processing of your persenal information as described in this Notice.

General Information -
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NEW APPLICATION

Application Screen Overview
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Global Tools provide access to P
L ) system support, bookmarks, =
Use the Navigation menu to navigate notifications, and profile m
across the MSD platform = , : o
management =
E €3 MsD  MISP Portal 00QOoC 2
Dashboard - MISP Applicant > General Information (New Application) (ZD
: ¢ Clinical ... TEMP-000529 Tof1v 0 Applicant Incomplete 15 Apr 2021 @ Actions v N .
The Context Bar contains the B save The Actions menu is used to
application number, the name of the © Acknowledgement @ General Information - complete actions, such as
Applicant and the application status O General Information Throughout the system 5 - submitting your application
(O Personnel . o . . ) r
and date O Primany nvessgaor Submission Type @ click on the 0 icon to ;ee Submit
O st further details regarding
. Sites .
The Table of Contents lists the afield

(O Primary Site

sections, referred to as nodes, that _ #Study Title
. . (O study Information
make up an application. The node you O Proposal
are on appears in bold
(O Pprotocol .
(O Planned Publications ) _
*Short Title *Concurring RDMA (Mon US Only)

O The node has required fields that

@ Attachments [ ] [ ]
have not been completed

*T/A 1o be Studied Please SpECIf}-‘ Other Therapeutic Area

@ The node has required fields that
have been completed

@ The node has no required fields

A The node has required fields that
must be completed in order to

[ --- Select One ---

-]

*Areas of Interest

[-- Select One or More --

Additional Areas of Interest Information
‘ v]

& Acknowledgement

Personnel -

progress the application

J

Move to the previous or next
node using the navigation
buttons at the bottom of the
screen. As you move from
node to node, the system will
automatically save your work

CIMsD |
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General Information Node

=
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2 Non-Clinical R... TEMP-000498 10f7 v o Applicant Incomplete 26 Mar 2021 2 Actions v %
The first section of your application is the © Acknowledgement 5], Generalinformation E
General Information node O General Information v P
. . . O Personnel *Submission Type *Type of Support g
Start by selecting your Submission Type O Primary Investgator ) [ selectone ] z
Attachments
Pr0p053| (OnCOIOgy Only) ONCO LOGY © e 5 . Lab/Specimen Processing (;3'
N *Study Title — Salact One — v
Protocol (ID / GenMed / Vaccines / Pt [selear0 -]
Engagement) [Rea;elst Cc)o_mt'“).r ‘ ]
- Select One - v
For more information on Submission Types 2 I o——
refer to the MISP Portal [ | [ || =D
Next, prOVide the StUdy deta”s *T/A to be Studied Please Specify Other Therapeutic Area
Choosing a T/A to be Studied wil [~ seecione - B
populate the Indication and [DSH’*O )
Product/Material fields
Indication to be Studied (Must select T/A first) Please Specify Other Indication
. . . [ Select Ore or More - ‘ v l
LISted On the rlght-hand-SIde Ofthe screen *Areas of Interest Additional Areas of Interest Information o
are the type of support you are requesting [~ Selec: One or e - ) g
and whether the study will be On-Label @
and/or Multi-Site P 2
*Product (Must select T/A first) Additional Products 8
[ Select One — ‘ ~ l [ Select One or More - ‘ vl %
>
Consortium? If yes, please specify 9
[ Select One — | v ] §|
5
€ Acknowledgement Personnel =

IMsD | »


https://misp-investigator-studies.com/access-misp-resources
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Personnel Node

=
(92}
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. 3 . . x
Add the Primary Invesj:lgator information on Qg Personnel >
the Personnel node using one of the following S
th ree Options: Expand rows [ » ] to see detailed nformation. 8
. . Personnel Type Name Email Address Institution Name Country %)
Search for a Primary Investigator, enter - 3
three or more characters in the search field, -
. . - . e . ) =)
then click the Q,icon for additional options \ O | cormyrene =
Personnel Type Please Specify Other Personnel Type *Institution Type Please Specify Other Institution Type
. . . Primary Investigator [ Select One - | W ]
Complete all required fields the Primary P R
Investigator information manually [ I | ]
*Middle Name *Last Name *Address Line 1 (No PO Box)
[ I ) )
|f_y0u are one Of the key personnel’ yOl:l can Suffix HCP Identification Number o Address Line 2
click Copy My Profile to populate the fields [ I | ]
with your information 2+ Aad Personna

Click + Add Personnel to add additional key
personnel such as the Grant Administrator,
Drug Supply Contact and Study Coordinator as
appropriate

S3AILIAILIV NOISSINGNS 1S0d




NEW APPLICATION

Primary Site Node

Add the Primary Site information on
the Sites node using one of the following
three options:

Search for a site by entering at least
three characters in the search field
then click the Q icon for additional
options

Enter the site information manually

Click Copy From to populate the fields
from a profile or primary investigator

Add additional sites by clicking + Add Site
(such as all secondary and drug shipment
sites)

wO<>

o Sites

Expand rows [ »] to see detailed information.

Site Type Institution Name Institution Type Country Contact
“  Primary Site
|/ @ Il Copy from v
e
Site Information Contact Information
Site Type *Institution Name Prefix *First Name
Primary Site [ ] [ ] [
*Institution Type Please Specify Other Institution Type Middle Name *Last Name
[---SelectOne--- | vl [ ] [
Website Suffix

[ )

[

)

*Address 1 (No PO Box)

*Primary Phone Number

Fax Number

[ )

[

J

Address 2 *Email Address
*Country *City
[---SelectOnE--- | v] [ ]

*State/Province ® *Postal Code

[ J )

< Personnel

+ Add Site

Proposal =

I MsD |

NOILVYLSIOFY / TV.LHOd dSIW
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Proposal Node
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3

Add the mandatory information on the 3
Proposal node including: =
ﬁ

.. . 0 » | @

The proposed study timing and design a o G

*Study Type *Trial Design / Model / Enrollment Allocation *Study Phase P

- >

This top sectionis for ALL study [ — ) [ [ [rsomsone- - §

submissions [ | E— B

Enroliment Duration (in months) Treatment Duration (in weeks) *Length of Study (in months)

Diversity and Inclusion [ I I

*Visits Per Patient *Contract Execution to First Patient In (in months) *5tudy End to Final Study Report (in months)

This top sectionis for ALL study e [ ) ,:‘] [ ' - e

submissions

Sans Serif & NMormal tBIUS AX xHEESEEE=-S9SB LB Sans Serif ¢ Mormal tBIUS AXXHEEEE=-SB LB

varying sge, race, Plesse explain if the study design, recruitment and cenduct will be informed by a patisnt or patient advoca

Patient Engagement

This top section is for ALL study
submissions

° *Hypothesis @7l +Background, Significance of Selected Topic, Preliminary Data or
.
HypotheSIS Sans Serif % MNormal $BIUS Afgx xHESEE=®B %L & Sans Serf  # Normal FBIUS AxuHEZSEE=%B LB

ONCOLOGY ONLY

Background, Significance of Selected
Topic, Preliminary Data

ONCOLOGY ONLY

z
m
3
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D
T
>
T
©
=
o
>
=
o
=z
]

€Sites Scientific Summary-»
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NEW APPLICATION

Scientific Summary Node

ONCOLOGY ONLY

wO<>

| == Scientific Summary

Provide the required study details on the
Scientific Summary node including:

Objectives
Study Design

Attachment
Study Design/Clinical Plan
Inclusion Criteria
Exclusion Criteria
Treatment Plan
Statistical Plan
Population
Collateral Research

Primary Endpoints

Study Design

D Attach file

*Objectives 3} *Study Design/Clinical Plan el
SansSerf % Nomal 3 B I US AMXGHEESEEEzZ®B LB SansSerf ¥ MNomal 3B T US AMYx HESEEzZ%8LB
—Reguirag-- —~Required—

*Inclusion Criteria

+ M *Exclusion Criteria

Sans Serif ¥ Normal

—Required--

*Treatment Plan

1B IUS AmX

Sans Serif $ MNormal

—~Required—

L} *Statistical Plan

1B I US AmX

X Ho

*Primary Endpoints

Sans Serif ¥ Normal

Primary Endpoints

:BIUS AmX

SansSerf % Nomal $ B8 I US AmXnmHES=E=Ez%B8 LB SansSerf ¢ MNomal 2B I US Amxx, HESE=S=% 8 5L B
—Reguirag-- —~Required—

*Population LY *Collateral Research L 1
SansSerf ¥ MNomal $ B I U S AMX x HEESEEEzZ%2B8 L R SansSerf f MNomal $ B I US ABEXx HESEEzZ®BE L B
—Reguirag-- —~Required—
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NEW APPLICATION . ONCOLOGY ONLY /Lrﬁ C < >
Requested Funding Node

=

wn
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S

. . . . o)

If you are requesting funding, you will be required to O Roaueaed Fondng >

complete the Requested Funding node o S

m

. . . . Budget Template Instructions Budget Submission Instructions )

PrOVIde your Re'queSted Fundlng_ Informatlon by Click on the link to download the template, and open the Enter all amounts in the currency you have specified. Enter the local currency you wish (ﬁ

Manua"y enterl ng the enter entl re Stu dy Costs as Yvorkpook in Mic.rosoft Exce.\. All costs must be entered When complete, upload the template using the link. g)uzegta;dumll'na below disniave >

into either the Direct or Indirect table, and have one of the  Values will be extracted from the template, and moved to udg y play: —

3 aH ’ 3 H ’ = direct and overhead subtotals P

Dlrect COStS ] Mlsce"aneous and PSS FEREET S the table. calc_ulaledfrom your budget (ZD
‘Amount, & Download Budget Template & Upload and Extract ;T;;I::.enter the overhead

percentage applied by your site.
Total Project Costs will be reflected
below.

Please ente_r the the amoun_t you
SeIeCt your RequeSted Currency ‘l, *Type G *Category @ *Amount () Descriptiorc s :;{iigl:iﬁtmesugpg‘n‘”n é
Direct Costs Miscellaneous Fees e *Requested Currency: é
The Budget Summary will auto-populate based " Select One - B K
on the information you have provided 3
Budget Summary [
Direct Costs 0.00 Q
Finally, List other sources of funding Owmeadss [ 3
Total Direct Costs w... 0.00 5)

Total Indirect Costs 0.00

Total Project Costs 0.00

*Amount Requested () C]

° *List other sources of funding (grants, additional supporters, etc) (1]

P

£ Scientific Summary Requested Product >

T
(@]
7]
_‘
0
c
[vs)
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0
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o
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>
)
.
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Protocol Node

Provide the details on the Protocol node
including: & rrooco

When complete, then navigate to Actions and choose "Submit Protocol” to submit your Protocol

A copy of the Protocol
0 Please attach a copy of the protocol that aligns with this submission. Please attach a copy of the final budget that aligns with the attached protocol.
A copy of the Protocol Budget 0

*Protocol Protocol Budget
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Enter your Budget Summary details [ “™ [) ~erne

ForEx Rate at date of submission é
Budget Summary <
Enter 1for USD Currency o
*Requested Currency *ForEx Rate >
Y
Protocol and Protocol Budget Templat [--seectone - El l E
Can be found On MISP Portal ['Eﬂi'nacsd Budgst () l l*.-‘c'm}u’ul:REquc—soE::l-fl l g
o
*List other sources of funding (grants. additional supporters, etc) o (%
I 4
| Oncology Analysis Requested Product=

S3AILIAILIV NOISSINGNS 1S0d
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Requested Product Node

=<

S

S

If you a&e req UeStlmg prl:]Odﬁth, yOU V\SII be 1of6v o Requestor: Applicant Status: Incomplete Requested: 1 r 2021 g Actions v ':_E|

required to complete the Requeste 6 <

P g d d P 9 ® Requested Product - g2

rO UCt noae & Copy Record @

. . Expand rows [ »] to see detailed infermation. & Print Lﬁ

Populate the required fields broduct S F— f— Subrit 5

R ~  MK-0217 (alendronate sodium) Capsules 10mg 1,000 o w )

From the Actions menu, select Save 0 """"""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""" e - =
*Product *Formulation *Dosage *Quantity *Quantity of Placebo Drug

TO delete a pFOdUCt from the table, [MK—021?(aIendronate sodium) ‘ v] [Capsules ‘ v] [10mg ] [1,000 ] [100 ] -

click the Til] icon Commens T

<

To add requests for additional Z

products and/or materials, select + 2 3

=

Add PrOdUCt ° =+ Add Product ;’

—'

€ Requested Funding Planned Publications - o

&

T
(@]
7]
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c
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0
%2}
o
b4
>
)
.
<
=
m
n



2\
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Planned Publications Node

<
wn
v
0
(@]
Add planned/potential publications on the 3
Planned Publications node i MannedPublicanops S
m
I/Congress 9
Select + Add Journal/Congress - - e L @
Journal/Congress Publication Type Anticipated Date -
Mo Line ltems Found >
Select the type of target (Journal or : =
Cong FESS) 4 Requested Product Attachments = z
SearCh fOr the target Search Target Name w Search Target Name
Enter at least three characters Select the type of target e
within the search field R fnglld i
If searching for a congress, you will ( ) b g
have the option to set a timeframe
to narrow your search results (e | [
earch Clear Cancel ] The following targets are recommended.
Click Search e MNEngl] Med New England Journal of Medicine o
. If you did not find your target, please click here to add it manually.
Select the desired target from the
search results —
Click the @ icon to view a detailed

summary of the target, including the
website, T/As, and submission timeline

Confirm the target information is
correct, then select Add

S3AILIAILIV NOISSINGNS 1S0d
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Attachments Node

<
S
S
Any documents associated with the application are | S—— =
. i S cnr x
stored in the Attachments node. Use the & Actions V] =
Attachments node to store project documentation B save e o
such as tax information, letters of request, and 4 New Supporting Material @ 2
addltlonal documents' * Download Attachments (;;
. . oy - R Attachment Type >
There is also an option to upload additional RiEouriEeand [Eeer——
documentation: 8 Print
o o Additional Info {Outline)
From the Actions menu select New Supporting pdonatine onne [ Post |
Material Start Outline Review
Select Attach file and upload your End Outline QC Checklist
documentation Manage Outline QC Checklist
Next, select the General Attachment Type
Click Post to add the document to the v I Section Attachments (1)

Attachments node
W - Personnel

From the Attachments node you can select the « B Briggs, Rita
L icon of an existing attachment to choose S
N 8 osted By Posted Date
whether to Remove, Replace, or View the v MISP Investigator0 28 Oct 2020 12:44:28 o
attachment

General Attachments

S3AILIAILIV NOISSINGNS 1S0d

Oncology Proposal submissions require

‘Feasibility Sheet’ to be uploaded here
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NEW APPLICATION

Submitting The Application

When all the required information has been entered submit the application for review and approval:
Check that all required information has been entered, completed nodes will be indicated with a checkmark

Select the Actions menu and then Submit

If there are required fields that must be completed in order to submit, they will be highlighted in red, and the node will be
marked with an icon

NOILVYLSIOFY / TV.LHOd dSIW

Your project will be assigned a Tracking Number and the Status will be updated to Concept Summary Evaluation, Proposal
Evaluation or Protocol Evaluation

You will be notified if the Scientific Leadership & Research Manager requires additional information and/or when a review
decision has been made

@ Study Information
® Concept Summary
@ Attachments

{Concept Summary | VJ

*Study Title

¢ Clinical Research TEMP-000477 Tof2v o Requestor: ApplicantkKD Status: Incomplete Requested: 03 Feb 2021 R Actions v
@ Acknowledgement LE] General Information |
@ General Information 4 I Copy Record
8 Print
@ Personnel *Submission Type L W
@ Bonney, Lucia J* V1| Submit

Lab/Specimen Processing

Lorem Ipsum Dolor

[No

4]

On Label?

[ Yes

[+

£

Muilti-Site Stud

"

¢ Clinical Research 110057

L

10f2v ©

Requestor:

ApplicantKD

Status: Concept Summary Evaluation

€MD | 2
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03 | Post Submission Activities

Study Nodes

NOILVYLSI9OFY / TV.LHOd dSIW

Providing Additional Information

Submitting Requlatory Information

Submitting a Milestone Update

Submitting Publication Information

SNOILYITddV dSIW M3AN

Submitting an Amendment

Submitting the Project Closure Information

o
(@]
)
_|
)
c
s~}
=
0
u
o
pd
>
0
d
=
|
m
n

ADDITIONAL INFO REGULATORY MILESTONES INVOICING PUBLICATION INFO AMENDMENTS PROJECT CLOSE e MSD ‘
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Providing Additional Information

=<
o
T
. .. Tracking Number : 110061 (§
You may be asked to pr0V|de Additional Study Title: Clinical Study Funding and Product Support Saturday . o
Information after the application has been Investigator: MISP Applicant 27 MISP Applicant i
submitted 26 Mar 2021 o
Dear MISP Applicant, MAR G
You can access a Req uest for This communication is to inform you that the regulatory information associated with g
HIp : : . "Clinical Study Funding and Product Support" has been received. Additional =
Addltlonal Informatlon by elther' information is needed in order to adequately review this request. 1 Additional Information Requested (ZD
Clicking the link in the notification Can you add an updated IRB/EC on the Regulatory node?
ema" Please log into iEnvision by clicking on the link below to complete your update.
Link to MISP Portal PLast Login - 26 Mar .

Clicking the Additional

|nf0rmati0n Requested taSk On 10f8 v ° Applicant Active Project 27 Mar 2021 O & Actions v €2 Actions v
the Welcome panel BT3 Regulatory Update —
When complete, please navigate to Actions and choose 'Provide Project Update' to submit your Project Status Update. & Copy Record
View the Additional Information Exparcrows 3] o e detad nformation -
Questions window; you can open the —— e o Ll Submit Additonal Info
window if it is closed by clicking | Create Amendment
H H *|IRB/EC Approval Dag = = S
the o ICOﬂ |n the ConteXt bar Additional Information Questions Request Cancellation -
(@]
. vie *IRB/EC Expiration Date ls a
Pr0V|de the requested addltlonal o gggggu add an updated IRB/EC on the Regulatory ;
infOrmatiOn *Institutional IRB/EC Number ToTTEpETTETTTTETsrEweree] NUmber CCU
12345 (%
Select the Actions menu a nd th en *IRB/EC Approval Document Reulatory Authorization *Public Database Registration Number g
select Submit Additional Information @ I =
*Registration Posted Date (@]
IRB-EC Approval Documen... Regulatory Authorization.... | g
27 Mar 2021 22:07-10 27 Mar 2021 22:07-10 =
*Location of Registration m
ABC XYZ 2

+ Add Regulatory Update

ADDITIONAL INFO REGULATORY MILESTONES INVOICING PUBLICATION INFO AMENDMENTS PROJECT CLOSE 6 MSD | 25




POST SUBMISSION

Submitting Regulatory Information

wO<>

Tracking Number : 110061
After your protocol is APPROVED, you will be Study Title: Clinical Study Funding and Product Support
asked to provide regulatory information Investigator: MISP Applicant
26 Mar 2021
You can access Regulatory Information Dear MISP Applicant,
req uests by either: Thank you for the opportunity to review your proposal entitled, " Study
e . . . . . . Funding and Product Support".

Cl ICkIng the lln k in the nOtIflcatlon emall The Review Committee has approved your protocol and determined that
you may proceed to submission of regulatory information. As a next
step, please provide regulatory information as required.

Clicking the Regulatory Information Link to MISP Portal

Requested task on the Welcome panel

Saturday

27
MAR

MISP Applicant

1 Regulatory Information Requested

PlastLogin - 26 Mar 2. Start New

QIO Regulatory & Actions v/
Click Regulatory Node _ B s
» (O Application | Copy Record
Provide the information on the Regulatory @ summary SR e — —
node required ﬁe|ds are notated With and @ Acknowledgement ETtryDate- IRB/EC Approval Date IRB/EC Expiration Date Reg P Sul)m|tRegulator},
aster,isk (*) @ o R ~ 27 Mar 202 Mth[lra w
@ Personne *IRB/EC Approval Date Regulatory Approval Type
Select the Actions menu and then select @ Shes | _ [0 | [seeaone- )
Submit Re ulato . @ Study Information *IRB/EC Expiration Date Regulatory Approval Date
gHlately G e [ B E)
@ Oncology Analysis *Institutional IRB/EC Number Regulatory Authorization IND/EudraCT Number
=i | ] |
i e *IRB/EC Approval Document Regulatory Authorization *Public Database Registration Number
OQR ~e-||------ ozt D Attach file D Attach file [ ]
egulatol
O a,.l.g o r_‘r‘ *Registration Posted Date
g [ B
LR U *Location of Registration

ADDITIONAL INFO REGULATORY MILESTONES INVOICING PUBLICATION INFO AMENDMENTS PROJECT CLOSE

I MsD |

NOILVYLSIOFY / TV.LHOd dSIW

S3AILIAILIV NOISSINGNS 1S0d



2\
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Submitting a Milestone Update pege o2

z
wn
0
0
[ o
You will be notified when your active project > @ Application z
requires an update Saturday v (O Project Management 5
MISP Appllca nt @ Project Status Updates oy
i 27 - 8
You can access Milestone Update requests S el g
by clicking the Milestone Update Due task MAR Y —— =
on the Welcome panel _ S
@ 'nvoices z
From the Milestone Updates node select ° 1 Milestone Update Due @ Publications
either: @ Regulatory Update -
+ Add No Change Milestone Update if | 4 e 2
there are no changes to report Sestoan e @ Amendments %
' 3
B
+ Add Milestone Update to provide (V) Mriilestone Updates it " ] : S
When complete, please navigate to Actions and choose 'Provide Project Update' to submit your Project Status Update.
an update on one of the scheduled §
wn

m | | esto n e Expand rows [ »] to see detailed information.
Entry Date Target Enroliment Last Reported Enrollment Updated Number of Subjects

4+ Add No Change Milestone Update | 4 Add Milestone Update

& Attachments Invoices —

T
(@]
7]
_‘
0
c
[vs)
=
0
%2}
o
b4
>
)
.
<
=
m
n
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Submitting a Milestone Update pege20r2

<
@
Enter any Subject Updates, as applicable %
. Milestone Updates =
N um ber Of Evalua ble SU bJeCtS Please provide any updates to your planned publications at this time as well. When complete, then navigate to Actions and :E
Enrolled choose 'Provide Project Update' to submit your Project Status Update. o
m
Evaluable is defined as all subjects Expad rows 110 see detaed] mformation o
Whose data can be USEd |n the flnal Entry Date Target Enroliment Last Reported Enrollment Updated Number of Subjects §
analysis data set v _08Nov2022 100 0 @ =
U pdatEd N umber Of ACtIVE SUbJECtS *Target Enroliment Last Reported Enrollment Number of Evaluable Subjects Enroll... @ | | Updated Number of Active Subjects on ... =
on Treatment 100 o [ I
Reforecast Updated Plan Date items, as | e | B Action: v}
needed Date First Patient is Enrolled 01 Nov 2022 [:@ |_ B save
Actual is marked when completed R S R A e CEHE =) = s
8 Print
. Date First Patient Visit is Complete 1 Nov 202 ]
Answer the question, Have any SAEs I i [:@ = Provide Project Update
occurred Slnce your |aSt update? Date all Patient Visits are Complete | 01 Nov 2024 [:@ E Create Amendment
Note any Study Progress Final Deliverable Received Date (31 Mar 2025 [ oo Request Cancellation

Once all the Milestone Updates have been . 1)
completed, select the Actions menu and .k n

the select Provide Project Update

Study Progress

£

S3AILIAILIV NOISSINGNS 1S0d
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Completing the Payment Request Node

=
%)
o
o
o O
el
_|
>
e £ Actions ~
| 2
m
Expand rows [>] to see detailed information. B Save g
. . : =
Directions to complete Entry Date Milestone Reached Payment Amount - loc... Status Paid Am¢ © View Changes §
. ; 3
Payment Requests. v 23 Mar 2026 Submitted i Copy Record o
............................................ XY PRI Ay A IR T Po— ST ST P APy oA ISP Z
. &= Print
1. Select milestone reached Milestone Reached Payment Amount - local currency Attach Invoice, If Required
2. Entryisoptional. If you choose | — Select one — GE’ [ j Attach file o Run Bebarmient Ehea:
to complete this field, user your Needs Meeting
local currency or follow the S
amount outlined in your D This check box is not used and can be left blank.
contract. Create Amendment
3. Attachinvoiceif required Comments from Approver to Submitter Comments Request Project Closure Info

4. You may leave this box

. . Place On Hold

unchecked; attestation is not

required Request Study Cancellation
5. Inthe Actions Drop Down: s Terminate

Status Decision Date Paid Amount Paid Date
5a. Select Provide Project Update DY Hacenis
I
5b. Then select: Save Submitted v ‘ El] [empty]
6. Confirm that the Status reads: e Retrieve DV Document Info
[empty]

Start Publication Review
View All Feedback
D History

Workflow Execution Log

S3AILIAILIV NOISSINGNS 1S0d

] Delete

Your screen may look slightly different than this image.
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Submitting Publication Information

While the project is active, update the Publications node with any draft publications

Under Actual Publications, click + Add Journal/Congress
For more information on adding a journal/congress click here

Once you have added all your Actual Publications, select the Actions menu and
then select Provide Project Update

10f8 v 0 Applicant Active Project 27 Mar 2021 2 Actions v
A Save -
Publications I Copy Record
When complete, please navigate to Actions and choose 'Provide Project Update' to submit your Project| g rrin
Provide Project Update
Planned Publications SLUDIEIDCRERHE IR
Cancel Amendment
Journal/Congress Publication Type Anticipated| Request Cancellation
New Englanc Journal of Medicine Manuscript 01 Mar 2022
Actual Publications
Expand rows [ »] to see detailed information.
Entry ... Journal/Congress Publication Type Publication Date Status

4+ Add Journal/Congress

ADDITIONAL INFO REGULATORY MILESTONES INVOICING PUBLICATION INFO AMENDMENTS PROJECT CLOSE

wO<>

I MSD | w0

NOILVYLSI9OFY / TVLH0d dSIW

S3AILIAILIV NOISSINGNS 1S0d




POST SUBMISSION

Submitting an Amendment

wO<>

Torequest an Amendment on an active project
such as an additional funding request or an
administrative change:

From the Actions menu and then select
Create Amendment

On the Amendments node provide the
following information:

Description of change (required)
Reason (required)

Specify Reason if set to Other
IRB/EC Approval Date

Add any Amendment Attachments

Once you have provided the Amendment
details, select the Actions menu and then
select Submit Amendment

1of8v

EI General Information
4

Applicant

*Submission Type @

Active Project

27 Mar 2021
B save
| Copy Record
8 Print

Provide Project Update

& Actions v

Protocol
Create Amendment
*Study Title Request Cancellation
1of8v o Applicant Active Project 27 Mar 2021 2 Actions v
B sa
@ Amendments & CopyReco
& Print
Provide Project Update

Expand rows [ 2] to see detailed information.
Amendment Number Status

v #1- 28 Mar 2021 New

*Description of change

Additional Amou...

Amendment Attachments

File Name

No records found

*Reason

[-- Select One or More -- | hd }

Additional Amount Requested

IRB/EC Approval Date

Please 5|3E'Cl:y' Other Reason

[ I

I3

*Status Decision Date

New [empty]

Total Amendment Approved

usD 0.00

AdditioM8PAmq Cancel Amel

Type

Additional Amount Approved

[empty]

Submit Amendmen

dment

Reguest Cancellation

4 Add Attachments

Posted D... Posted By

ADDITIONAL INFO REGULATORY MILESTONES INVOICING PUBLICATION INFO AMENDMENTS PROJECT CLOSE
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Submitting the Project Closure Information

wO<>

Once all milestones are complete and the study record
is ready to be closed, you will receive a request for
Project Closure Information

You can access Project Closure Information
requests by either:

Clicking the link in the notification email

Clicking the Project Closure task on the
Welcome panel

Complete the fields on the Project Closure node
including:
Attach the Final Study Report (required)

Answer the question, Was There Unused
product/Material? (required)

Provide the Date Results Published on
Public Registry (required)

Attach a copy of the Drug Description
Certificate

Provide any Closure Notes

Select the Actions menu and then select Submit
Project Closure

Tracking Number : 110061

Study Title: Clinical Study Funding and Product Support
Investigator: MISP Applicant

26 Mar 2021

Dear MISP Applicant,

This communication is to inform you that your study Clinical Study
Funding and Product Support requires closure information.

Please log into iEnvision with the web address below to provide your

update.
Link to MISP Portal

Saturday

27
MAR

MISP Applicant

1 Project Closure

ALast Login - 26 Mar 2. Start New

4ofs~ @ Applicant

A%, Project Closure
(v Al

Please attach a copy of the Final Study Report.

*Final S[ley Report

D Attach file

*Was There Unused Product/Material?

[———Se\ectOne——— | V]

*All Funds Were Used per Contract

[---Se\ectone--- | V]

*Date Results Published on Public Registry

[ [

Closure Notes

Project Closure

Please attach a copy of the Drug Destruction

Certificate.

Drug Destruction Certificate

D Attach file

15 Mar 2021 2 Actions v |
B save
& Copy Record
8 Print
Provide Project Update

Submit Project Closure

ADDITIONAL INFO REGULATORY MILESTONES INVOICING PUBLICATION INFO AMENDMENTS PROJECT CLOSE 6 MSD 32
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DO
Definitions: Status Groups and Steps

<

Incomplete Project Setup Project Closure g

Submission in process; yet to be Project Setup Open for Project Closure =

submitted =

QC Check for Regulatory/Contract Project Closure Submitted ©

Proposal Evaluation ONCOLOGY ONLY o =

Additional Regulatory Info Needed Closed Successfully ke

Proposal Submitted o _ g
Additional Regulatory Info Submitted Closed Unsuccessfully

Proposal Under Review _ _
Active Project

Additional Proposal Info Needed .
Unsubmitted Amendment

Proposal Additional Info Submitted

Amendment Submitted
Proposal Committee Meeting

Amendment Under Review

Protocol Evaluation

Additional Amendment Info Needed
Protocol Submitted

Amendment AddI Info Submitted
Protocol Under Review

Amendment Committee Meeting
Additional Protocol Info Needed

Amendment Setup

Protocol Additional Info Submitted _
Cancellation Requested

Protocol Committee Meeting On Hold - Acti
n Hold - Active

S3AILIAILIV NOISSINGNS 1S0d
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Support Resources

®
®
@

To access MISP, click the link below:

https://mrk.envisionpharma.com/ienv_mrk/visiontr
acker/portal/login.xhtmI?pgm=ISR

For general MISP questions, or to request system access:
Email: vt support@msd.com

For technical support, contact the Envision Pharma Helpdesk:

us: +1860-266-4944 UK & EU: +441403-322095
Email: helpdesk(@envisionpharmasupport.com

Envision Pharma Operational Excellence | 2023.09 | iE 2.6
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