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Registration Info

[

Name Prefix *First Name *Email Address *Confirm Emal
] [ ] [k\yomi,suwa@gma\\ com ] [
Middle Name *Last Name Password Policy:

Minimum Length - 8
] Upper case leter required

R(CIRNB. User Registration®ElE i

Lower case letter required
Number or special character required

PR ZHERLULLET |

GHA(IRR—Hh SN LE |

Address Line 2

ED |

Country

[ --- Select One -

State/Province

[

Primary Phone Number

[

] *password *Confirm Password
] *Security Question 1 *Answer
[ Select Question - ‘ v] [ ]
] *Security Question 2 *Answer
[ Select Question - ‘ v] [ ]
My preferred language is Time Zone
] [ Select One — ‘ v ] [ Select One - | o ]
O *By checking this box, | understand that my personal data will be processed in accordance with Servier's Data Privacy Policy,

Cookie Policy and Terms of Use

& Servier Cookies Management Policy.pdf

& Servier Data Privacy Policy.pdf

& servier Terms of Use Policy pdf
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Registration Info

*Email Address *Confirm Emai

(1] XXX XXXX@VVV.VV

Password Policy:
Minimum Length - 8

Upper case letter required
Lower case letter required

kl\uml)e* or special character required

*Password *Confirm Password
*Security Question 1 Answer

[ Select Question --- ‘ v ] [

*Security Question 2

[ Select Question - ‘ v ] [

My preferred language is... Time Zone

0 [ --- Select One --- ‘ veSeIect One ---

B

6 @ *By checking this box, | understand that my personal data will be processed in accordance with Servier's Data Privacy Policy,
Cookie Policy and Terms of Use.

& Servier Cookies Management Policy. pdf

& Servier Data Privacy Policy.pdf

& Servier Terms of Use Policy.pdf
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Dear New Investigator,

Welcome to Servier ISS/CRS Platform! To complete
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click the link below:
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P

=} sTAGE ___gggglsé_:lnvestigator Sponsored Study Portal

Dashboard > 1SS Applicant

ISS Applicant

ﬂ STAGE SERVIER

Dashboard

&= Workbench

No data to display. As you use the system, items will

appear on the dashboard.

Flast Login - 17 Jul 2024 11:23:08

g Start New

My Projects

No data to display. As you use the system, items will appear on the dashboard.
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@ Clinical Study

@ Non-Clinical Study
DWINHZEEIRLTLSIESE

@ ~—=HTFDContinue® 2
Jw LTS O -

Clinical Studies refers to scientific studies performed on human subjects in a prospective (primary data collection) or retrospective
ine clinical care on health related, biomedical,

E STAGE SERVIER Investigator Sponsored Study Portal

Dashboard > ISS Applicant > (New Application)

00QoC

New Application Requestor: Requestor 1 Servier-ISS Requested: 24 May 2024 e £ Actions v

A Application Type

way (secondary use of data) to evaluate the effects of intervention(s) or routi

behavioral outcomes.
Non-Clinical Study
Biomedical studies not performed on human subjects.
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N — =5 = card - ISS Applicant > Acknowledgement (New Application)
Q UTF&EIHEER<IZSLY | |
al Study TEMP-000200 Tof22 v @ Requestor: Servier-ISS .atus: New Requested: 24 May 2024 m m 2 Actions v

B Save
@ Acknowledgement Q Acknowledgement

@QzERVEE IO ET R T, |

Submit Concept

(O Primary Investigator

S AT LNEEITTEMP ID"Z5 L
/ QO sites SERVIER's willingness to provide support to this unsolicited request is based upon its review and acceptance of your Study concept proposal.

i g O Primary site Sponsor and Principal Investigator having also provided evidence satisfactory to SERVIER that adequate expertise and facilities will be available for the conduct and completion of the Investigator Sponsored Study with adhoc

@Reques’rer REEOUNTREINE

O Study Information FeSOUTCEes.
O Concept Tunderstand that completing this form expresses my interest in solliciting SERVIER and does not guarantee support for this Investigator Sponsored Study.

O scientific Summary I authorize SERVIER to use the contact information provided with this submission to contact me by telephone, SMS, Fax, or email.

(O Planned Publications
By ticking this box below, I confirm and agree to all of the statements listed above.
@ Attachments

@STOTUS New

@ L&D AcknowledgmentORAEZEC (4]
2D L, R—ZHTFTD @
Acknowledgment®diiwy 27 X %
FIrwvo

@ General InformationZ®2o 1w 2

*Acknowledged

General Information=>
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Acknowledgment 2/2 <EIEECH > 1)

SERVIER's willingness to provide support to this unsolicited request is based upon its
review and acceptance of your Study concept proposal.
S=ZEZFTIC. Acknowledgmen’r Sponsor and Principal Investigator having also evidence satisfactory to SERVIER that

B
DEEELRYE S ZTOEHAERTT adequate expertise and facilities will be available for the conduct and completion of
fEn the investigator Sponsored Study with ad hoc resources.

| understand the completing this form expresses my interest in soliciting SERVIER and
does not guarantee support for this Investigator Sponsored Study.

| authorize SERVIER to use the contact information provided with this submission to
contact me by telephone, SMS, Fax or email.

By ticking this box below, | confirmed and agree to all of the statements listed above.
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Dashboard - ISS Applicant > Acknowl
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) Acknowledgement
(O General Information
(O Personnel

O Primary Investigator
() sites

(O Primary Site
(O Study Information

(O Concept

(O scientific Summary
(O Planned Publications
@ Attachments



General Information Field

*T/A to be Studied

Ly p—— Type
[— O [Oncology [ v] Request Type
Zj‘_“}j [| | l - Select One - v ]
Select One

Q@) Study TiHleD LSS, " * "EIDD B
(S ZBIHETCTY
Select the T/A: "*Oncology”&/c [, General nformaton
-~

(F"NA"ZZEIRLU T 20N ' \
@ ﬁﬂ 7o (CHONSE S ABIRL TR0 estucy T o / S
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*Type of Support

Oncology

2 DBLEZA/ID "Additional Servier

PrOdUCT” *Fﬁb\a:\@}R th < Eéb\ (%gé;&i% 4 {Fund\'ng and Product/Material 0]

*Short Title *On Label?

RE]) _ _
ServiertA B L RUMBA I NAZER [ ——— | oo B
L/_C < 7_ _C_‘TL\ 9 "T/A to be Studied *Multi-Site Study

|

@ “Indication or Disease to be dg" ) [ Selectone )

*Number of Sites

| ]

*Indication or Disease to be Studied (Must select T/A first) Please Specify Other Indication or Disease '*'Number))éountries

Servier Product/Material (Must select T/A first Additional Servier Products/Materials
studied " ZEIRL T 2 | |
- ERER(SEYIREDHNIRMEE (I Please
SpeCify”ﬁaﬁ(L%_ T‘—‘;Eﬁ < 7_“ _C-‘TL’\ Acute Myeloid Leukemia ‘ v ] { ]
- EHJ'LO)V\] SHYC DHEICE S HOIRLG /
"NA" t(__ SCA < 7’ =0\ *Indication or Disease to be Studied (Must select T/A first) *Type of Support

@ EE ﬁd)%iiﬁ(; CJ: D lSS (EETEE\EE?& [ACUte el tedeme . Funding and Product/Material v]
M%) F/2FCRS (REMR) DLY O |

NHeERL TS IZS0 |

@ FBEIBUR— MEBRL T ZE =

- Funding

Ivosidenib ‘ v ] [ Select One or More - ‘ v

]

— Product/Material
— Both

B (ERDNR—D([CHEFT

| O

Funding and Product/Material




Personnel {'l\
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E STAGE SERVIER Investigator Sponsored Study Portal

— (o]
Z j ‘\J j £ Clinical Study TEMP-000200 10f22v ) Requestor: Servier-ISS Status: New Requested: 24 May 2024 m m £ Actions v
@, Acknonledgement General Information
(O General Information 4
General Information® A1 h\5e Q rersos
TG (- Primaiy.nvestizatar Study Servier 1 [lnvesligalur Sponsored Study (ISS) | v ]
Q Ssites .
T Lj 7:: b @ E G e n e rO | (O Primary Site Type of Support
O study Information p [Funding and Product/Material | v ]
Information ADDEEA T 5 avems g “onen
1 T (O scientific Summary [Ser’\ller? ] [Yes | v]
O) P e rS O n n e | % 0 IJ y 0 O Planned Publications SHAtehetndi e *Multi-Site Study
@ Attachments [Onco\ogy ‘ "] [Yes | V]

*Servier Product/Material (Must select T/A first) Additional Servier Products/Materials *Number of Sites

[Ivosrdemb ‘ v] [--Se\ectone or More - | v] [5 ]

*Indication or Disease to be Studied (Must select T/A first) Please Specify Other Indication or Disease *Number Of Countries

AXDOTEDLDRRAIY—>
(CEEIUE T, < TIEFMAZEIC
BB EEIDEHIRZ AN LT

[A(ute Myeloid Leukemia ‘ - ] [Z ]

o Personnel->

00QOC

<Acknowledgement
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E——;E _SERVIER Investigator Sponsored Study Portal

Dashboard > 1SS Applicant > Personnel (Study Servier 1)
£ Clinical Study TEMP-000200 9
). Ackiodiedgement 1 Personnel

For US Studies: A copy of your organization's W-9 is required when submitting your concept. Please go to the Attachments section and click New Supporting Material in the
Actions menu to upload the W-9 to this request.

Requestor: Servier-ISS Status: New Requested: 24 May 2024

1of22v Q)

@ General Information
QO Personnel

(O Primary Investigator
Q Sites
O Primary site Please ensure to click Save in the upper right corner of the request prior to adding any additional personnel entries.

O Study Information Expand rows [>] to see detailed information.

O Concept Institution Name Country

Personnel Type Name Email Address

[empty]

(O scientific Summary v Primary Investigator [empty]

(O Oncology Analysis
(O Requested Funding
(O Requested Product
(O Planned Publications

@ Attachments

P
(\ e 1B Copy My Profile

Please Specify Other Personnel Type

Personnel Type *Institution Type Please Specify Other Institution Type

Primary Investigator [ Select One - ‘ v ]

Prefix *First Name *Institution Name

Middle Name *Last Name *Address Line 1 {No PO Box)

[ ) J | ]

Address Line 2

Suffix *HCP Identification Number L]



Personnel
(Primary Investigator)
AFYT
@ P13 < EBPrimary Investigator M
BERIADLUTLSZEELY, CDIEH
MNCOR—ZTHREAYUITY

@ F/2d. BU. HUBICSERVIERFE(C
ARZIBEDC REN D DIHE. T
ERRDIBHRN T TICCDIRXFTAIC
ADTCTWBZENHNDFET, FlEZ=
< I BESHIC. “Copy my profile”
MY > =T EERERHNOIE—
nxd

TIPS

@ @M 7ra>zmnB L. BECHB
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@ “Add Personnel"7h45 > Cl3@BZED
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Dashboard - 1SS Applicant » Personnel (Study Servier 1)

i Clinical Study TEMP-000200

® Acknowledgement
@ General Information
O Personnel
() Primary Investigator
QO sites
(O Primary Site
(O study Information
(O cConcept
(O scientific Summary
(O Oncology Analysis
Q Requested Funding
(O Requested Product
(O Planned Publications

@ Attachments

D Artach file

& General Information

10f22v @

L!Personnel

Requestor: Servier-ISS

Status: New

()

Requested: 24 May 2024

For US Studies: A copy of your organization's W-9 is required when submitting your concept. Please go to the Attachments section and
Actions menu to upload the W-9 to this request.

Please ensure to click Save in the upper right corner of the request prior to adding any additional personnel entries.

Expand rows [»] to see detailed information.

Personnel Type

0’rimary Investigator

Name

Email Address

Py
|
LN

Oo

Personnel Type

Primary Investigator

Please Specify Other Personnel Type

Institution Name Col
[empty] [en
B Copy My Profile 9
*Institution Type Ple:
[ Select One --- | v ]

Prefix *First Name *Institution Name
Middle Name *Last Name *Address Line 1 (No PO Box)
Suffix *HCP Identification Number L] Address Line 2

Sives ¥



Personnel (HCP ID #)
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Sites 1)
0C

ATYI 00Q

E sTAGE SERVIERZ Investigator Sponsored Study Portal

£ Clinical Stu - o v equestor: Servier-| tatus: New equested: a ctions v
£ Clinical Study TEMP-000200 10f22 Req Servier-1SS S N Req d: 24 May 2024 0 Acti
PersonnelDH - hDEXAZ1— “Site" &2 T
— ervier-ISS, Requesrar
e SO e — e O sit Site Type Institution Name Institution Type Country Contact
ites
IJ \y / 7 O HCL Lyon 1+ v  Primary Site HCL Lyon 1 Clinic Middle East Servier-ISS, Requestor 1
O Study Information l/ e 1 Copy fromv
/==J == M O Concept = o Profile
= —_ v S P
ﬁm ER (L F*ﬁ g 5" ﬁ $E%ljj l_/ C < 7—: é k/ \o Q scientific Summary e Siteintarmatiory g Primary Investigator
(O Oncology Analysis Site Type *|nstitution Name Prefix *First Name
O Requested Funding Primary Site [H(L Lyon 1 w [ ] [Requesmr 1 ]
%g*&ﬁ/_Erbn r ﬁ/—iE /_\(j: ﬁ EE [ O) LA d d (O Requested Product *|nstitution Type : o i ) ; .
= % ype Please Specify Other Institution Type Middle Name Last Name
y mnﬂ m ﬁ = S I_I A (O Planned Publications [C\imc | V] [ ] [Semer—ISS ]
ite"7R45 > 9 EEEEERDIFIRN AT
SITe / \ /%¢$ &%EQ mnﬂd) ﬁ \A . Attchmants Website Suffix
= o = —s —’\ljj < 7—_3 ) [ ] [ ]
TEFXI (INTHRETS 20N
*Address 1 (No PO Box) *Primary Phone Number Fax Number
[rue du taur ] [ ] [ ]
Address 2 *Email Address
TI PS [ } [RequesmmASemer@ISS.(cm ]
I *Country *City
[Mlddle East | v ] [Lyon ]

RZ) = ([CR/N\3XFZ AP LT A

@

*State/Province

9 *Postal Code

e = )
ST & BECANSNIHERNERS o
ns 3
B Fr. ANEAMETZDCENTHNE,
Z\E %O)jm j 7 ’I/) b(:@%ﬁﬁ%ﬁll‘%*&\ 357—4: %  Drug Shipment [empty] [empty]

(EPrimary Investigatordjies%|EiEkaE 1 E —
IBRICENTEET

Site Information

*5ite Type *Institution Mame

0 [Dmg Shipment v ]

*Institution Type

® sL. BREOAFNHRECBSBAE @)
THRICEFRLUTLSIZEV, ZDIR. Site
Type%"Drug Shipment"&#IRL C< 2=
k/\ [--- Select One -— ‘ w l

Please Specify Other Institution Type




Concept Proposal

AFYIT
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TIPS

Q E¥DOIER (BB KXUHAEZEEEH T
D) (F. ARDIALSA2EEL
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BDIEDICEEAZHBFANLET

COR—TTRAWEZIEKIER (K
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E sTAGE SERVIER Investigator Sponsored Study Portal

Workbench > Investigator Sponsored Studies > Concept (Servier User Guide Project)
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Following this review, Servier [Country] and Servier Global Medical Affairs agrees to continue the review process of this project and confirm interest in potential support for this study.
As a next step, you are requested to provide a full protocol and detailed protocol budget.

Please be aware that submission of a protocol does not guarantee support.
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Study Number: TEMO-000283

Study Title: Servier User Guide Project
Product: Ezetimibe / Atorvastatin
Investigator: Requestor1 Servier-ISS
31Jul 2024

Dear Requestor 1 Servier-ISS,

Thank you for the opportunity to review your protocol entitled, “Servier Study 1”.

The Review committee has approved the protocol, and you may proceed to submission of
regulatory / IRB/Ethics...

According to local requirements.

As a next steps, please provide corresponding approval as required.

Please log into iEnvision by clicking on the link to upload Approvals.

https://staging3.envisionpharma.com/lenv_servier/visiontracker/portal/login.xhtml?pgm=IS
R

Please be aware that final approval of the study by Servier will be dependent upon
complete submission and approvals of all required regulatory requirements and execution
of the Agreement by each party.

Kind Regards,
Servier ISS Coordinator

597023-30034
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Study Number: S95013-30044
Study Title: Servier User Guide Project 0
Product: Liposomal Irinotecan

Investigator: Requestor 1 Servier-ISS
12 Oct 2024

Dear Requestor 1 Servier-ISS,

This is a reminder that the overall study progress update is due by 15 Oct 2024.

Please let us know also if there are any changes in the provisionally defined Study Status.

In line with the applicable safety reporting regulations, we would like to remind you of your
responsibility as Sponsor to transmit any safety events to SERVIER as defined in the Clinical
Study Protocol and Contractual agreement.

If you have already submitted your update, please disregard this message. It will be processed
as soon as possible, and we will reach out if further information is required.

Please log into iEnvision via the link below to enter and submit your study status updates.

https://staging3.envisionpharma.com/lenv_servier/visiontracker/portal/login.xhtm|?pgm=ISR

Kind Regards,
Servier ISS Coordinator

Leon Marchant

2 Active
1 Milestone Update Due

E STAGE SERVIERRequest Management

Workbench > Investigator Sponsored Studies

Q, Milestone Update Due: 1 of 19

easm 3-30044 o

o Marchant, Leon
User Guide Study Active Project

Clinical Study

© Acknowledgement

© General Information

© sites

© chu1*

©® Study Information

© Concept
© Scientific Summary
© Oncology Analysis
@ Protocol
@ Requested Funding
@ Requested Product

@ Liposomal Irinotecan

@ Attachments

((@ Project Status Updates \

K © Servier-ISS, Requestorﬁj

@ Milestone Updates
@ 'nvoices

@ Product Shipment
@ Regulatory Update
© Publications

@ Personnel

© Amendments

m £ Actions v

B Save

& Copy Record

E’ _J—__-._-l

Submit Project Update
Create Amendment

Reguest Cancellation


https://staging3.envisionpharma.com/lenv_servier/visiontracker/portal/login.xhtml?pgm=ISR

Milestone Updates
AFYT
®/\°—§J:F:.’BEOD“+Add Milestone Update' %=
gUw o
@ s AmMoMEZUpdate LT ZEL)

E STAGE SERVIER Investigator Sponsored Study Portal (@ sove
I Copy Record
-

Submit Project Update e

Create Amendment

Dashboard > ISS Applicant > Milestone Updates (User Guide Study)

£ Clinical Study $95013-30044 20fav ) Requestor: Marchant Status: Active Project Requeg

©@ Acknowledgement

0 Milestone Updates

@ General Information When complete, please navigate to Actions and choose 'Submit Project Update’ to submit your Project Status Up ke;]besl Cancellation

© Sites I ‘ _
EL. LWInhdUpdated Plan Dates(cZ @ chuts il .
Sl i . Entry Date Target Enrollment Last Reported Enrollment Updated Number of Subjec
L at|
b\@n(g:ﬂ&IE LJ Z < ; g l/\ | | IleSTOne @@ Z = imﬂ . l+ No Update Since Last Submissi0|l+ Add Milestone Updatel
oncep

o Milestone Updates

When complete, please navigate to Actions and choose 'Submit Project Update to submit your Project Status Update.

@ Scientific Summary

dateNERERRDIBEIMELEL EBIC. A

(@ Oncology Analysis

“w — xpand rows [ 1o see deta armation
9: \ /- 7 | \ /- 7 2 9: \ / 7 Z P ol
O)ACTU O | I \J / \ \J (L— I \J L/ < @ ratoca e Entry Date Target Enrollment Last Reported Enroliment Updated Number of Subjects \
“ (@ Reguested Funding v 150ct 3024 450 0 a5
72: é (/ \ (® Requested Product
*Target Enrollment Last Reported Enroliment Updated Number of Subjects
= 5 | Irinotecan
Y- V=[] o = S, 2 @ Liposoma 450 0 a5 |
7 A = 7 w L
RDLZABIEFNDECA (AT, .
@ - - ‘ Attachments Current Total Subjects Screened Updated Total Subjects Screened
@ Project Status Updates [empty] ‘50 |
@ Milestone Updates Current Total Subjects Treated Updated Total Subjects Treated
. [empty] ‘45 |
@ 'nvoices
. Product Shipment Current Total Subjects Completed Updated Total Subjects Completed

@ Regulatory Update

Milestone

Updated

‘.15

Plan Date

(© Publications

FETBANR MO

@ Persannel Contract Executed 11 Oct 2024 11 Oct 2024

TS EEBECIRE LU THDINE DR L T . © seniers e T—— [Goam [0 e

< 7:%: g L \ k Last Patient Included 20 Oct 2024 | U] \:lJ

£ TDUpdate IR ERDETHN DS /2 ':@] B

_ . . . Draft Study Report 11 Aug 2025 | o O
SActionXZ_a1—=2oYUwvw2JUL. “Provide (8o

Project Update"ZiEBIR L T 2L o

‘: ’ *Have any safety events/situations requiring a reporting to Servier (as defined in the Contractual agreement) occurred since your last update? 1

(FR—ZFED

@ Update 3 3FIENRGE
“+No Update Since Last Submission”%&4R

[ seleet one - 11
| If Yes, please confirm that the safety events/situations have been reported to Servier?




Invoices o (1)

i Clinical Study 595013-30044 10f1 Requestor: Marchant Status: Active Project Re & Prin £ Actions v

17_- \‘J 7 @ Acknowledgement E‘Tvoices Submit Project Update 9
— (@ General Information hen complete, please navigate to Actions and choose "Submit Project Update’ to submit your Project Status Updat]
@/\°— >H0"+ Add Invoice"&® U
(=) Study Information Expand rows [*] to see detailed Information

@%\grd:'r%*&% U deTe 3_5 @ Attachments Entry Date Milestone Reached Invoice Amount Status Paid Amount

Milestone Reached e 0 + Addnvoice

=) Milestone Updates

|ﬂVOiC6 Amoun.l. . Invoices “Milestone Updates Product Shipment—>

Invoice Attachmentti#l(Z 2D 7 1)L & 7R LA

1993 =

TN RAEICE TIEEBIBAR © rewre

9—_1 \y Oﬂ_{\y OX“I have met the @ Servier-I55, Requestor 1%

conditions of this milestone" &> v

7

BENBNE MOETCHAd] [T | _

|ﬂVOIC€%}Eﬁ L/T'?T%E}JD?% Entry Date Milestone Reached Invoice Amount Status Paid Amount

Create Amendment

@ Sites

il:‘L]L-E‘Jl Cancellation

@ Amendments

@) Actionx=a—=oUv L. “submit — — ~9‘ c
Project Update"Z&EIRL CGERELTL EE |r5;w SHE' : B |I | IDM:::adlﬁlei
(A

@) o%=Hs £, @nstatuslTTNETD Tt et R

InvoiceDIERENRESNET

Status Decision Date Paid Amount
Unsubmitted [empty] [empty]




Request Product Shipments

AFvT
R—THD"+ Add Product Request’ 7z
U 2

@%\ hiE%&. Supply TypeDIFikZE A LT
<IEE0

@) Actionx=21—%5Uw oL, “Submit
Project Update"Zi#IRLU CXEL T 2&
L)

TIPS

A BL. AREOEFREEBDODAFNEDIZE(L.

“Site"R—(CBE L. FLLV'Site"ZIENNL CType

%Z"Drug Shipment"Z &R U T < 2&0)

Site Information

*5ite Type

Drug Shipment

FEERARIAFRDIZE (L. BHRLIERmPEEZEE &
(C. BIMDEARNRRENET

Expand rows [¥

W

i Clinical Study 595013-30044

@ Acknowledgement
@ General Information

@) Sites

(@ Study Information

@ Atachments

@ Product Shipment

@ Regulatory Update

rvier-155, Requestor 1%

(&) Amendments

to see detailed information
Entry Date

15 Oct 2024

Unsubmitted

Drug Requested

10f1 Requestor: Marchant Status: Active Project Requg

ﬁPrcduct Shipment

When complete, please navigate to Actions and choose 'Submit Project Update' to submit your Project Status Update.,

Expand rows [*] to see detalled Information.

Entry Date Drug Requested Status

<lnvoices

Status

. /\“
B Save
I8 Copy Record

B8 Print 2 Actions v

Submit Project Update

Create Amendment

Request Cancellation

+ Add Product Request

Regulatory Update—>

Product/Material

Liposomal Irinotecan - 4.3 mg/mL Vial

Site

This Request

Product Quantity

|_ | 1,000

Product Approved for Study

Placebo Quantity This Request Placebo Approved For Study

|_ |lo

Supply Type

| - Select One -

B

‘ v] | Select One -

Product Previously Shipped

0

Placebo Previously Shipped

0




Regulatory Updates

ATV
®/\°— =~H0"+ Add Product Request' 7z 27
Uw2OU. FTULWEAEZ/ERL T IZE0
(WHAADTIE. HAFRFHIERIDIBHRAE N
TWET)

@ uERBEEREANL, BLEHNEERES

£ Clinical Study 595013-30044

@ Acknowledgement

(@ General Information
(@) Sites

@ Study Information

. Attachments

(@) Project Status Updates

© Mi Updates

*raduct Shipment
@ Regulatory Update
~
(») Publications
@ Personnel
(@ Servier-ISS, Requestor 1#

o) A 2
) Amendments

10f1

AIORegulatory Update

When complete, please navigate to Actions and choose 'Submit Project Update' to submit your Project Status Upd|

Requestor: Marchant

Expand rows [»] to see detailed infarmation

Entry Date

v 110ct 2024

IRB/EC Submission Date

IRB/EC Review Date

IRB/EC Approval Date

IRB/EC Expiration Date

IRB/EC Approval Date

fempty]

Status: Active Project Req

Country

France

Regulator

Regulator

Regulatory Authorizatior

Public Database Registra

y Approval Typ

y Approval Dat

rB Save
I Copy Record
8 Print

|
Create Amendment

\Fequest Cancellation

Submit Project Update
I

()

£ Actions v 9

NEEUTaTUT Y AP T UV el aie

[empty]

&

=3

1IND Number

tion Number

U< E=hy (BIR(E [ECHEGRETR
;'J“ Y L/ T — (/ \ I Z(j: S | R B EC7 (ﬂll)‘%rd\ ‘r Entry Date IRB/EC Approval Date Country Regulatory Approval Date
t“) 9 v  150ct 2024 [empty] [empty] [empty]
!H:L'EL Submission Date !{dg-,’j',n'}' Approval Type
|_ | [m] l ‘ Select One - | » ]
® >( —_— _%0 |J W 0 /i O !H:i.-'l:(. Review Date !{eg-.‘j'.u'j\: Approval Date
@Achon - v L. “Submit |_ B | | B
PrOjeCT UdeTe,'%ifg.?R btﬁ{% L/t—Fél/ \ |!H:€.-'tLL.-"-.:_'-u|:J‘.fp': Date |m] ‘!{dg-’i'.‘_"j\«'F=.’.'|U'i;d'.-'_"|I‘J_l Number |
é\{:i.-'tt_ Expiration Date é'u:_'-. c Database Registration Number
|' | g l ‘ | + Add Regulatory Update
!r'sL'.l.liu“.a\ RB Mumber i !{egrsL'.slicr' Posted Date
| [ ] o] 0
IRB/EC Approval Document .*LCLA- try
D Attach file ‘ ~- Select One | v]
Regulatory Authaorization
D Artach file
L} 11 Oct 2024 [empty] France [empty] 1




Publication Updates

Q AFH Active’RBAfE (E. Publication(CDUL\T
MDUpdateld”Publication"R—=T&ik%Z
Update TE X9

ATV
“Planned Publication"R—=7Z <
@”+Add Journal/Congress”" =2 Jw 2

@Type of target (Journal or Congress) %%
RIDN BRL. JUvD

@ Publication InformationZsg AL TL 2L
ActionX 1 —h5"Submit Project Status
Update"Z#IRU GEREL TLIEZEL)

TIPS

QO Publication(ZAFEHBEIG SN TH S Close=
NB3FETCOBUWDTCEERCEEI

O Targett®@RIFWR< EBINXFANDULTLE
U\, HEDESFTITEZTDIERFTBR(CIFELLY
Mgt RnWC ERNBDET
FRZERRIT DIGE(E. BEBANTEET
Publication DateldPublish&NzEB AT
=FX9, TDOAAICKD. Publication
Status(d“Published” 77w T — han=x
5

i Clinical Study 595013-30044 10f1

a Publications

When complete, please navigate to Actions and choose "Submit Project Update® to submit your Project Status Upda

Requestor: Marchant Status: Active Project Requ

& Acknowledgement
¥ General Information

) sites

()

(& Study Infarmation Planned Publications

@ Atachments

B Save
I Copy Record

l £ Actions v
& Print

(5]

Submit Project Update

Create Amendment

Request Cancellation

Journal/Congress Publication Type

PLoS Biology

Primary Manuscript

+ Add Journal/Congress
Anticipated Date

02 Oct 2024 @

@ Regulatory Update

A
© Publications Publication Updates

@ Personnel

(©) Servier-ISS, Requestor 1%

Expand raws [»] to see detalled Information

Entry Date Journal/Congress Publication Type
@ Amendments

Search Target Name

Select the type of ta

N

Publication Status

9 + Add Journal/Cengress

v

Publication Date

® journa Congress

( )

I Clear || Cancel

see detailed information

Expand rows [>] te

PLoS One ype

9' 5 Oct 2024
'S

Journal/Congress Publication Type

PLoS One [empty] [empty]

Publication Date

Publication Status

[empty] i}

*lournal/Congress *Publication Type

*Publication Status

PLoS One | -- Select One ---

| W | | - Select One ---

*Actual Publication Title *Publication Date

|_ I E

Publication

D Artach file

DV Document Mumber

DV Document Status

[ermnpty]

[empty]

=+ Add Journal/Congress



Personnel Updates

ATV

@'6 LAEASNIE. “Personnel’R—=7%F
= ARA /I —DT7VvITIFT—hZEULTLE
S\, BZHEIDEZEIDEICHD">"'N—D%=
HUTHERZRRSE, BRZEEBIELTLE

=00

@#FLLA - EBINL B HE(E “+Add
Personnel’z=2\ w2

@Secrch field® o CAZEIT T EETEE

I, BU. TEDODANEES AT AICETFEN
TULWRWEE(E, [BiRZEEADLTSIZE
(A

@Acﬂonx:l—b\a"mbmif Project Status
Update"ZiEIR U GREL TLZEL)

i Clinical Study 595013-30044

@

(@) Gereral Information
@ sites

(@ Study Information

@ Attachments

@ Personnel

(@) Servier-ISS, Requestor 1*

& Amendments

10of1

Personnel

2

Requestor: Marchant

Status: Active Project

en complete, please navigate to Actions and choose 'Submit Project Update’ to submit your Project Status Upd

Req

o

Submit Project Update 9

Create Amendment

For US Studies: A copy of your organization's W-9 is required when submitting your concept. P wﬂ]babl Cancellation
New Supporting Material in the Actions menu to upload the W-9 to this request.

()

l & Actions v

J

Please ensure to click Save in the upper right corner of the request prior to adding any additional personnel entries.

r and rows (] to see detalled infarmation
Personnel Type Name Email Address Institution Name Country
L 2 Primary Investigator Servier-155, Requestor 1 Requestor_1.5ervier@|S5.com chu 1 France
l Personnel Type Name Email Address Institution Name Country
%) 2 Primary Investigator Servier-1SS, Requestor 1 Requestor_1.5ervier@IS5.com chu 1 France
v [empty] [ernpty] &
e I8 Copy My Profile
*Personnel Type Please Specify Other Person ypi *Institution Type Please Specify Other Institution Type
[ - selectone [+ | - Select One — | ~|
Prefix *Fir *Institution Name
Middle Name *Last Name *Address Line 1 (No PO Box)
Suffix HCP Identification be o Address L|
*Degrees Please Specify Other Degree *Country *City
| — Select One or More — | bd l ‘ — Select One —- | v ] | ‘
Specialty Please Specify Other Specialty *State/Province 0 *postal Code
| — Select One -— | hd l ‘ ‘ | ‘
*Primary Phone Numbel Fax Nu
*Email Address
Medical Licenses
+ Add

*Country

v

O

*License Number *Expiration Date

-- None —--

and click

12/

&+ Add Personnel
I

Amendments=>



Submit an Amendment 1)

Statush¥ActiveZE fz(EProject Update E712> T
WBAFRICDVTE, BIERDTO MO—)LZE
i 9 DI CAREEERMNAmendmentZ
Servierft (CiIRE L. BBEZXZITBILENGDDE

E STAGE SERVIERInvestigator Sponsored Study Portal
5 ;

Dashboard > ISS Applicant > Amendments (User Guide Study)

BFEENMVERBEZE(CEIUTMAZENETIN. N

(CRRESNFEEA
EBIOERERIMDER
BAEECOREDEE

HRlwES

: Clinical Study $95013-30044 1ofav &

© Acknowledgement

@ Amendments
© General Information
© sites
@ Study Information E
@ Attachments Amendment Number
(@ Project Status Updates

© Amendments
Total Amendment Approved

xpand rows [>] to see detailed inform

Requestor: Marchant

ation

Status

Status: Active Project

Additional Amount Requested

Requested: 02 Oct 2024

Additional Amount Approved

Decision Date

+ Add Amendment

EUR0.00

MR 1 > /BENDIELE
HHFESHNEEDER - EFRDZEE
TR RAfEI DR

AR E(EEENDER

s DBEEES R

T




Project Amendments Overview

AFvT
@ AmendmentsR—Z(CEEFI LTS ZE0
“+ Add Amendment”Zz= /Uy /7

Description of Changet (CEE Dzl %= 5
ALTLZE0)

@ ZEHEDIBHA%Z"Reason" @ CIEIRL T ZE=L)

BELHNIE, HEHITBIHECIBEHRZADLTL
20N

@ “+Add Attachments"Z2oUw oL, ZBES
N0 ~3dJ)L. budgeti®ill, TDREEED
MO ERZMHE(CIU TUploadL T
<IEE0
ActionXZ—a1—Z=2JUwvw2JUL. “Submit
Amendment"ZERL T 2aL\, EBFH W
B THDZENSERVIERICIZEBSNE T

TIPS

O @ TSubmitd BHIIC. TDAMendmentHhA
BCTHDETDOVWEIGEIE. ActionX=1—D
“Cancel Amendment"ZiEIRLU <20

A

B Save
: B Copy Record
E sTAGE SERVIERInvestigator Sponsored Study Portal | Copy RO C
8 Print
Dashboard > ISS Applicant > Amendments (User Guide Study)
Submit Project Update
i Clinical Study 595013-30044 1of4~ ) Requestor: Marchant Status: Active Project | . 2 Actions v
Submit Amendment
@ Acknowledgement
@ Amendments Cancel Amendment
@ General Information
@ sites Request Cancellation
@ chut* Expand rows [>] to see detailed information
© Study Information Amendment Number Status Additional Amount Requested Additional Amount Approved Decision Date

@ Concept + Add Amendment
@ Scientific Summary

© Total Amendment Approved
Oncology Analysis

EUR0.00
® Protocol

@ Requested Fundin, Expand rows [>] to see detailed information

(® Requested Produ]

Amendment Number Status Additional Amount Requested Additional Amount Approved Decision Date
@ Liposomal Irinot
Py v #1-16 Oct 2024 New [empty] [empty] [empty]
Attachments
Project Status Updat] * i
@ Pro) ¥ Description of change Amendment Attachments 0 + Add Attachments
(® Milestone Update: ) e ——_"/
File Name Type Posted D... Posted By
@ !nvoices
No records found.
@ Product Shipment
)

@ Regulatory Updat
© Publications *Reason Please Specify Other Reason
© Personnel [-- Select One or More - I v

@ servier-ISs, Reqy Additional Amount Requested IRB/EC Approval Date

@ Coord, Study [ ] [ ‘ Le

0 © Amendments
*Status Decision Date Additional Amount Approved
New [empty] [empty]

Total Amendment Approved

EUR 0.00




RRIET

SERVIER}



Project Closure

TR TOREACRADFILES. AT A
WM SERDemailMNEEFT

AFvT

TR T DFHER—ADITESHIELUATD 2D
DIHEN DD FET

@ B Eemaild U 2% Iy I LT RS
(A

@ ST ACOTA %, WelcomeR—=D
EICHBDIR KIT"Project Closure"dU > 2
MNERENTWVWET, COU>DZTUv D
LTLIZEWy

Date of Notification Activity Date
16 Oct 2024 16:05:40 16 Oct 2024
cC
[empty]

*Subject

Project Closure Info Requested - S95013-30044
Text of Notification

Study Number: S95013-30044

Study Title: User Guide Study

Product: Liposomal Irinotecan

Investigator: Requestor 1 Servier-ISS

16 Oct 2024

Dear Leon Marchant,

This communication is to inform you that your study titled User Guide Study requires closure information.
Please log into iEnvision via the link below to provide your update.
https://staging3.envisionpharma.com/ienv_servier/visiontracker/portal/login.xhtmI?pgm=ISR 0

Please contact me with questions or for assistance.

Kind Regards,

Servier ISS Coordinator

Wednesday

Leon Marchant

oCT

1 Incomplete Applications
1 Active

0 1 Project Closure ]




()

Submit Project Closure

ATV
RO T FinE= (FUATDEDTY [=] stace SERVIERInvestigator Sponsored Study Portal 00QOC

— — YI[{4 H
/\_ /E (L E 5 >( —1— Ojﬁﬁ_F IZI|-S PI’OJeCT Warkbench > Investigator Sponsored Studies > Project Closure (test hypercare 3)

Je 1) w = . m
Cylf)_sure % O J \J O g_ 5 &q—:%‘}b gljj @ﬁ (L £ Clinical Study S95031-30038 @4 of 6 v @ Servier-1SS Project Closure 30 Aug 2024 R Actions v
BITUET p—

acknowledeement Nioact C
@ Acknowledgement i"‘opruje(_t Closure

@ STUdy RepOI’T%‘;ﬁﬁ'ﬁf th < 7__“8(,\ ®@ =H|~H Information

READHmME KLU/ FZFERICEHT DE
FlCEZFEL TS0

2 H 9 BHBE(E. Drug Destruction
Certificate (GEVINEZEIIAE) ZRTULT
<FZE0

WME(ZIH U T Closure Notes"Zs2 A LT K
ZE0

naiikl)l?ﬁnb\fdxb A\ &.%EED b\'fé ActionX
— 1 —hH5"Submit Project Closure” &2
Uw o ULTLIZE0)
TIPS
Q SERVIERDO—F « R—4H —HHERR. &
FIRTNUSHATHE T DSBS R T

*Study Report

I opy of the Final Stu T
Su Project Update
Remove e Submit Project Closure Q
Replace

Capture d'écran 20...
19 Sep 2024 12:16:23

*Was There Unused Product/Material? 9 Please attach a copy of the Drug Destruction
C ) ¢
Drug Destructior ate

*All Funds Were Used per Contract

{No ‘ v] D Attach file

<Amendments




SUPPORT RESOURCES @

> REESAFTALATSY NI A—LA (iEnvision)(CEEYT B HHiTHR Y R— b~
[CDWTIE. UTFICA—=ILZEBIED <TZE0N,
(Globald> X F ABEFH/R— MY : REE

> AN OCAPIREMICETACEBRIE. [HAFREHIEnvision A1~ R
(A R) | #ZBECSBEVNEDOS., UTOY7 RLXFZ(FH4MSLIEY
BICTERELSIEEUN,

* RIEFTICHAZEIDIGEN DD EZTTEIZSU,



mailto:helpdesk@envisionpharmasupport.com
mailto:ISS_Japan@servier.com




	研究者用 iEnvision 入力ガイド
	研究者用 iEnvision 入力ガイド 目次�																								＊各ページ右上の		　アイコンをクリックするとこのページに戻れます�	
	iEnvisionへのアクセス（ISS Plat form）
	スライド番号 4
	iEnvisionへの新規アカウント登録
	スライド番号 6
	スライド番号 7
	スライド番号 8
	スライド番号 9
	スライド番号 10
	iEnvisionでの新規申請
	スライド番号 12
	スライド番号 13
	スライド番号 14
	スライド番号 15
	スライド番号 16
	スライド番号 17
	スライド番号 18
	スライド番号 19
	スライド番号 20
	スライド番号 21
	スライド番号 22
	スライド番号 23
	スライド番号 24
	スライド番号 25
	スライド番号 26
	スライド番号 27
	スライド番号 28
	スライド番号 29
	スライド番号 30
	スライド番号 31
	スライド番号 32
	スライド番号 33
	スライド番号 34
	スライド番号 35
	スライド番号 36
	スライド番号 37
	スライド番号 38
	Concept申請後�- 追加情報が必要な場合
	スライド番号 40
	スライド番号 41
	スライド番号 42
	Concept審査通過後
	スライド番号 44
	スライド番号 45
	スライド番号 46
	Protocol承認後
	スライド番号 48
	スライド番号 49
	スライド番号 50
	スライド番号 51
	スライド番号 52
	スライド番号 53
	スライド番号 54
	スライド番号 55
	スライド番号 56
	スライド番号 57
	スライド番号 58
	研究終了
	スライド番号 60
	スライド番号 61
	スライド番号 62
	スライド番号 63

