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StudyDirect Site Submission has been updated to be part of Bioclinica’s
SMART Services Suite and is now known as SMART Submit. As a result,
there have been changes to the look and feel but no change in functionality.
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SynarcConnect has been updated to be part of Bioclinica’s SMART Services Suite
and is now known as SMART Submit. As a result, there have been changes to the
look and feel.

SMART Submit is Bioclinica's web-based system for clinical trial image uploads and related communication
management. Clinical sites use SMART Submit to upload images along with completed electronic Data
Transfer Forms and access and reply to queries.

9.0.3 Release Updates

System Requirements

A section has been added to display all the system, workstation, and network requirements of SMART Submit
9.0.3. See Introduction for more information.

Forgot Password

There is now a Forgot Password feature on the login page. If you select this feature, a new password is sent to
the email associated with your account. See Forgot Password for more information.

Change Password

For external users, there is now a Change Password feature on the SMART Portal Page. Click this link to
change your password.
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Image Requirements

SMART Submit supports several data types. When uploading images, we primarily support DXA, JPEG, and
DICOM formats.

DICOM requirements can vary greatly from study to study. In general, we recommend using no compression
on the images. If compression is used, only lossless compression is supported. We also recommend using the
highest quality pixel density available on the scanner. Finally, whenever possible, multiple image files should
be zipped into an archive using WinZip or a similar application. This will help facilitate image uploads.

Bioclinica does not support configuring medical devices and equipment at sites. If you require assistance
configuring devices, please contact your support staff or the equipment manufacturer.

Workstation Requirements

Operating System- Windows 7 or higher
Browser- Internet Explorer 10 or higher
Java - 6 or higher

AsperaConnect - 3.3.4 (Upload Only)

Network Requirements
e Speed- Broadband 1Mbs or greater upload speed

e Firewall- Outbound Ports
o TCP port80-HTTP
o TCPport443 - HTTPS
o TCP port 7600- SSH (Upload with Aspera Only)
o UDP port 33001- Data Stream (Upload with Aspera Only)
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SMART Submit is Bioclinica's web-based system for clinical trial image uploads and related communication
management. Clinical sites use SMART Submit to upload image and transmittal form data to Bioclinica.

Login

Once you have received the welcome email, you will be able to log into SMART Submit -
https://smart.bioclinica.com - and change your default password.

BIOCLINICA’

Sign in with your email address

a | someone@example.com

\| Password
Forgot Password m

Bioclinica helpdesk:

Phone: US and Canada: 1-888-275-2462
International: +1-484-928-6076
Email: Helpdesk@bioclinica.com

Enter your email address and default password.
2. Click Sign In.

If this is the first time that you are logging on, the Change Password box automatically displays.
If you have already changed your password, the Select a Study page displays.
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BIOCLINICA’

Update Password

You must update your password because your
password has expired.

yourname{@company_com
Old password

MNew password

P PP

Confirm new password

3. Enter your email address and default password.

Enter a new password.
The password must be at least 8 characters long and must contain at least three of the following: an
upper-case letter, a lower-case letter, a number, and a symbol.

5. Re-enter the new password in the Confirm Password field.
Click Submit.

Forgot Password

If you forget your password, click the Forgot Password on the login page, enter your email address and click
Send.

Forgot your password?

Flease enter the email address associated with your Bioclinica
account. & new password will be emailed to you shortly.

B somecne@example.com

Change Password

If you are an external user, you can change your password by clicking the Change Password link. The update
Password Page, above, displays.

com Change Password Logout
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Select Study

If you have access to more than one study, or multiple sites within a study, the System displays a study
selection dialog after login:

BIOCLINICA’

your.name@company.com Logout

ASMART

Welcome to Bioclinica’s SMART Portal, your single point of entry to the Bioclinica SMART Imaging Services Suite

SMART - Submission Management Analysis Reporting Transfer

DEMO-9999

Forms - DEM(.9999 . 002
DEMO-312-0115

DEMO-312.0117

Image Submission - DEMO-9999 - 001
Site Portal - DEMO-8999 - 001

Site Portal - DEMO-9999 - 002

© 2015 BioClinica. All rights reserved

1. Click the study or form you wish to work with from the list.

If you select an item beginning with Image Submissions- the Site Submission Home page displays.
If you select an item beginning with Forms - the Study Forms page display.
If you select an item beginning with Site Porial- the Study Portal page display.

Logout

To logout of SynarcConnect, click Logout in the upper right corner of the screen. The system confirms that you
have successfully logged out.

BIOCLINICA’

Sign out
You have successfully signed out.

Forgotten password, please contact the Bioclinica helpdesk at

Phone: US and Canada: 1-888-275-2462
International: +1-484-928-6076

Email: Helpdesk@bioclinica.com
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After you have selected the project the File Upload Activities Summary page displays. The upper right corner
of the page displays your Login ID. You can always return to this page by clicking Site Submission Home in
the upper right of the page.

The center section highlighted below only displays if you don’t already have the Aspera Connect Browser
Plug-in installed.

Note: You must download and install the Aspera Connect Browser Plug-in before you can
upload any files. Please see Aspera Connect Browser Plug-in for more information.

o, ® Welcome IQUser1
o o B I O‘ LI N I ‘ A DemoCompany Protocol US-DEM-899
o Help | SMART Portal | Sign Out

Study:US-DEM-998 (Change Study)  Site: 001

Search Criteria Upload File: Study
) Below you will find a list of all your previous uploads for this study You may fiter this
Partcipant/Phantem Mo [ ] || 8 by providing the desired search criteria and pressing the button labelled Filter to
Visit: | -— Show Al — e the left. To send new files for this study press the ‘Upload Files’ button below. Please
refer to our User Guide and/or Upload Video Tutorial for help (requires a Flash
Results per page: Player) Pl Please click here to access the Site

- - Portal - Site Portal
Upload Files

Ta test whether you can upload files from this location, please click here - Mock
Upload. Note- this mock upload will not be saved-

We are pleased to announce that SMART now utilizes Aspera's high fasp™ transport for site
This enhancement will provide significantly faster upload times and more reliable transfers.

To send files to BioClinica you will first need to install the Aspera Connect browser plug-in. Please navigate to the following page and download
the version for your particular operating system. After installing, you will need to restart your browser and log in to SMART again-

For any questions regarding this upgrade, please send email to websupport@bioclinica com.

Download Aspera Connect Guide)
File Uploads
Participant Number of
Upload Date TF Type rlo!Phanlom S“"'E“‘ Visit Files Size (Kb} Upload User Updated By Quarantine
= DICOM/Total Folder
DICOM/Total
O & Wo04-Jan-2016 1504  CTMRI Baseline 1n Complete iqal user@synarc.com igal.user@synarc.com
os 2 17-Dec-2015 1859 CT/MRI Baseline nm 640/640 Complete igal.user@synarc.com igal.user@synarc.com VYK
0O 8 WA7-Dec-2015 1844 CTMRI 13 13 Baseline n B40/640  Complete igaluser@synarc.com igal.user@synarc.com MWK
O B_Z 17-Dec-2015 1510 CT/MRI 1" 1 Baseline n 109/109 Complete igal.user@synarc.com igal.user@synarc.com NWK
O & 17-Dec2015 1504 CTMRI 1 11 Baseline n 640/640  Complete igaluser@synarc.com igal.user@synarc.com MWK
O B_Z 17-Dec-2015 13654 CT/MRI 1" 1 Baseline n 640/640 Complete igal.user@synarc.com igal.user@synarc.com NWK
O B W 17-Dec-2015 1203 CTMRI 1 11 Baseline n 640/640  Complete igaluser@synarc.com igal.user@synarc.com MWK
0O B E17-Dec-2015 1108 CTMRI 1 11 Baseline n 640/640  Complete igaluser@synarc.com igal.user@synarc.com MWK
O B 17-Dec-2015 1049 CTMRI 1 11 Baseline n 109108  Complete igaluser@synarc.com igal.user@synarc.com MWK
0O 8 16Dec-20151331 CUMRI 1 11 Baseline n B40/640  Complete igaluser@synarc.com igal.user@synarc.com MWK
RO 12225670 e el ED >Showing: 1 - 10 of 1,001 results. Page 1/ 101
Physical Package Submissions +
2018 BioClinica. All ights reserved

Upload Methods: Aspera Connect vs. “Classic SFTP”

SMART Submit supports two methods for uploading files. “Classic SFTP” is a fallback method available to
sites where the Aspera Connect plug-in cannot be installed, or network restrictions at a site prevent its use.
This uses Unlimitech’s web-based file transfer client. It is handy as a back-up solution, but it is slow
compared to using Aspera Connect.

You can switch between the Aspera and SFTP methods. On the electronic Transmittal Form data entry page
that you are presented with prior to uploading the data (after selecting Upload or Test), there is a link at the
bottom of the web page if you are using Classic SFTP:

Currently using Classic SFTP to upload files.
Use Aspera (recommended)

Clicking on the “Use Aspera (recommended)” link switches your session to use the Aspera Connect method.
When Aspera is selected, you will see this at the bottom of the electronic TF data entry page:

Currently using 'Aspera’ to upload files (no de-identification).
Use Classic SFTP

If you have not installed the Aspera Connect file transfer software, or if you have it installed for a single user
rather than for all users, a warning displays at the top of the electronic Transmittal Form data entry page.
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Download Aspera Connect Browser Plug-in

The first time you access SMART Submit, a message on the Site Submission Home Page announcing the
Aspera high-performance fasp™ transport technology that SMART Submit now uses for site submissions
displays in the middle of the page.

We are pleased to announce that SMART now utilizes Aspera's high-performance fasp™ transport technology for site submissions
This enhancement will provide significantly faster upload times and more reliable transfers

To send files to BioClinica you will first need to install the Aspera Connect browser plug-in. Please navigate to the following page and download
the version for your particular operating system. After installing, you will need to restart your browser and log in to SMART again

For any questions regarding this upgrade, please send email to websupport@bioclinica.com

Download Aspera Connect (Installation Guide)

A Note: You must have local administrator permissions to install this plug-in.

1. Click Download Aspera Connect.

The security warning displays at the bottom of the page.

Do you want to run or save AsperaClientForSynarc.msi (17.2 ME) from val.smart.bioclinica.com? *

@ This type of file could harm your computer, | Run || Save |V|| Cancel |

2 . ClICk R un. ‘ﬁ! Aspera Connect 3.3.4.84236 Setup |Q|

The Welcome box displays.

Welcome to the Aspera Connect
3.3.4.84236 Setup Wizard

The Setup Wizard will install Aspera Connect 3.3.4.84236 on
your computer, Click Next to continue or Cancel to exit the
Setup Wizard.

3. Click Next.
The License Agreement box displays. vt ] o)
rﬂ Aspera Connect 3.3.4.84236 Setup = = )

4. Click the check box to accept the License

End-User License Agreement

Please read the following license agreement carefully 6:‘ a S p e ra Ag reeme nt a nd CI iCk N eXt .
The Choose Setup Type box displays.

END-USER LICENSE AGREEMENT FOR ASPERA SOFTWARE -
Updated 12/4/12 o

This End-User License Agreement (the “Agreement”) is a legal contract
between you ("User”) and Aspera, Inc. (“Aspera”], the owner of certain
software programs that have been provided to User either by Aspera or on
behalf of Aspera by a third party to which Aspera has granted the right to
license or to sublicense the Software Programs |a “Licensee”).

BY INSTALLING, COPYING, OR OTHERWISE USING THE SOFTWARE PROGRAMS,
'YOU AGREE TO BE BOUND BY THE TERMS OF THIS AGREEMENT, INCLUDING THE
'WARRANTY DISCLAIMER, LIMITATION OF LIABILITY, AND TERMINATION -

[¥]1 accept the terms in the License Agreement

pint | [ Bak |[ mext | [ cancel
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~

5 . CliCk C UStom . rﬁ' Aspera Connect 3.3.4.84236 Setup s e

Choose Setup Type

The Installation Scope box displays. Chomee e oot o bt e your et ) aspera

Typical

| Installs the most commen program features, Recommended for most users,

Allows users to choose which program features will be installed and where
they will be installed. Recommended for advanced users.

[ Bak | mext | [ canca ]
rﬁ Aspera Connect 3.3.4.84236 Setup =l \ o o T
Installation Scope > 6. Click the radio button next to Install for all users on
Choose the installation scope and folder d a S p e ra H . H
this machine and click Next.
© Install just for you (awright) The Readly to install box displays.
Aspera Connect 3.3.4.84236 will be installed in a per-user folder and be available
just for your user account. You do not need local Administrator privileges. .
7. Click Install.
© Install for all users of this machine After the installation is complete the Complete box
Aspera Connect 3.3.4.84236 will be installed in a per-machine folder by default and .
be available for &l users. You must have local Administrator privileges. d/sp/ays
8. Click Finish.
Before performing a system-wide installation, please uninstall any local user

Aspera Connect installations.

Back | mext | [ cancel

Further Information:

Sometimes the Aspera Connect software is not able to communicate with the SynarcConnect web site from a
location where the networking security is blocking its access. Aspera Connect uses two “port numbers” in its
communications with Synarc. These must be allowed for in your network firewall configuration. If you have
trouble after installing the software, be sure your network infrastructure personnel allow for communications
on the following two network port numbers:

TCP/7600 UDP/33001

Additional Help:

For additional assistance, contact the Help Desk:
Toll Free from the US and Canada: 1-888-ASK-BIO2 (1-888-275-2462)
International: +1-484-928-6076
Email: helpdesk@bioclinica.com
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Search Criteria for Files

The Search Criteria section allows you to filter and view a history of previously uploaded images.

~ Search Criteria

Participant/Phantom Nn:| ‘
Visit: [— Show All — V|
Results per page:

1. Define your filter using one or more of the following criteria:
e Participant/Phantom Number
o Visit
2. Select the number of Results per Page you wish to display (the default is 10).
3. Click the Filter button.
The File Upload History section at the bottom on the page displays the results of the filter.

File Upload History

The File Uploads section, on the bottom half of the screen, shows the file upload history by the date uploaded.
The most recent uploads are listed first. This list includes the Upload Date, Site Number, Participant (or
Phantom) Number, Visit, Number of Files, and the file Size of the uploads. The last two fields include the total
number of DICOM files and the overall Total (DICOM and non-DICOM), with the values separated by a forward
slash.

The upload history displays items up to the number you specified in the Search Criteria, so any items over this
amount will show on another page, which can be accessible via the Next and Previous arrow buttons, or by
clicking on a particular page number. You can also sort the files by clicking on the column name. All files in the
upload history are included in the sort process, not just the files showing on the page.

Uploading Files

The Upload Files section includes a button for initiating an upload, a link to test upload functionality, and links to
the online help and User Guide.

1. From the Site Submission Home Page, click Upload Files.
The Select Transmittal Form Type page displays.

Please select a transmittal form type
O Phantom PET/CT

O CTIMRI

O X-ray of RG

O X-ray of Hands/Feet

2. Select the transmittal form type and click Submit.

The Transmittal Form dala page displays.
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o ® Welcome IQUser1
o % BIO( :LI N |< :A DemoCompany Protocol US-DEM-999
d Help | SMART Portal | Sign Out

Study:DEMO-5599  Site: 001 SiteSubmission Home =Transmittal Fom

Transmittal Form For CT/MRI

Site, Patient, and Visit Information

Screening Number: | |(e.g. 12) ParticipantInitials | |FMLorF-L) *Vist [ Repeat Request
Subject Number | (eqg. 12)

#Date Of Birth: (DD-M MM-¥YY)(31-DE C-1908 to 31-DEC-1980) Patient Gender] | O Resubmission Request
CT Information

Exam Site (checkall that apply) Exam Date:

OchestC]Abdomen DD MM-YYY)

Opelis

Comments Tech Initial=

MRI Information

Exam Site (check all that apply): Exam Date:

Ochest[JAbdomen [ |oommmvyyy
Orelis

Comments Tech Initials] ]

Submit and Upload

Cumently using "Aspera’ to upload files (no deldentification).
Use Classic SFTP
ze A ji

Enter the Site, Patient, and Visit Information fields.

3
4. If the form is being submitted as a Repeat Request or Resubmission Request, check the appropriate
box.

5. Check the Exam Site(s), enter Exam Date, Tech Initials, and any applicable Comments for each
modality identified on the transmittal form.

6. Click Submit and Upload.
Your transmittal form data is saved.
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Submit and Upload

After the image upload program connects, you will see the File Uploads page. This page shows two panels: a
Current Upload Status panel, and an Upload Files panel.

BI OCLI N ICA@ DemoCompany Protocol US-DEM-999 fielcome [QUs=rt

Help | SMART Portal | Sign Out

Study:DEMO-93999  Site: 01 SiteSubmission Home =Upload Files
File Uploads
Below you will find a list of all your previous uploads for this study

Select the appropriate files from your local system. Press Upload Files to begin the upload to Synarc.
Note: if possible, you should zip large numbersof filesinto an archive to reduce upload time.

Current Upload Status

Ready OME uplosded thiz sezzion
Upload Files

Add Files | Add Folders Upload Files/Folders Remave Selected | Remave All Unsent Cispley As pers Transfer Msnage
n T

Signature Required to Upload Files

Afteryou have finizshed uploading your file{s), you must sign the upload by entering your password again.

Meaning : Authorship
* password : |
Please enfer yourpassword to complele e wlad

Sign and Complete

The Current Upload Status panel always displays the status of the current file upload session, and have values
such as “Ready”, “Completed”, etc.

At first the Upload Files panel has two enabled buttons:
Add Files - is used to add individual files to your upload list.
Add Folders - is used to add all the contents of a folder or folders to your upload list
After you select files, the other three buttons are enabled:
Upload Files/Folders - is used to upload the files or folders with the status of “Ready to Upload.”
Remove Selected Files - is used to remove files that have been placed on the upload list in error but not

yet uploaded. Click the check the box to the left of the files and click this button to remove the selected
files from the list.

Remove All Unsent - is used to remove all the files in the upload list that have a status of “Ready for
Upload”. Files already uploaded cannot be removed from the list.
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Upload Files/Folders

Current Upload Status
Ready OME uplosded thiz session.
Upload Files

1.| AddFies | AddFolders |2 Upload Files/Foiders

e Selected | Remove All Unsent Display As pers Transfer Manager

] e

1. Click either Add Files or Add Folders.
A pop up a window displays showing your local file system on your compufter.

2. Navigate to the directory where your file(s) are located using the buttons inside the local system view,
select the file(s). - Use SHIFT + Click / CTRL + Click to highlight multiple files -- and click Open.

The File Uploads page displays with the selected files/folders in the upload list.
Current Upload Status

Ready OME uploaded thiz session.
Upload Files
1| AddFiles | AddFolders |2 | UploadFiles/Folders || Remove Selected | Remove All Unsent | Dicloy acpere Torere torac

IM-0001-0001.dcm Ready for upload

O IM-0001-0002.decm Ready for upload

[1 IM-0001-0003.dcm Ready for upload

3. Click Upload Files/Folders.

An additional popup window alerting you that an attempt is being made to initiate a transfer with the
Bioclinica server may display.

Q Confirm - Aspera Connect u

[ An attempt is being made to connect with
§ testappl.synarc.com.
Do you want to allow this?

[] use my choice for all connections with this host

I Allow I [ Deny

4. Click Allow to permit the image upload to proceed.

When the file is uploading, the Current Upload Status panel displays the percent and status of upload. In
addition, a popup Transfer Manager window displays the status of the transfer.
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rG. Transfers - Aspera Connect P ~

IM-0001-0001.decm (+4)
#:/Dicom Images/404/IM-0001-0001.dcrm

| SO0

Uploading 0.0 / 6159 KB (0 bps) 0:02 elapsed

The first time you attempt to upload files to Bioclinica, you may see a Windows Security Alert regarding the
ascp Application. If you do, click Unblock to continue with the upload.

When the upload is complete, the Upload Files panel displays the status of each uploaded file.

® Welcome |QUser
o } BI OCLI N ICA DemoCompany Protocol US-DEM-999

Help | SMART Portal | Sign Out

Study:DEMO-9999  Site: 001 SiteSubmission Home =Upload Files
File Uploads
Below you will ind a list of all your previous uploads for this study

Select the appropriate files from y our local system. Press Upload Files to begin the upload to Synarc.
Note: if possible, you should zip large numbers of filesinto an archive to reduce upload time.

Current Upload Status

Ready 1.8ME uplosded this session.
Upload Files
ﬁ\dd Files Add Folders Upload Files/Folders nave Selected | Remove All Unsent Display As pera Trans fer Menager
IM-0001-0001.dcm Complete
1M-0001-0002.dcm Complete
IM-0001-0003.dcm Complete
Signature Required to Upload Files
Atfteryou have finished uploading your file(s), you must sign the upload by entering your password again.
Meaning : Authorship
* password : |

Flease enter y our password to complete Me wphkad.

Note: When all the files have been uploaded, you must sign the session to complete the
process.

5. Enter your password in the signature box below and click Sign and Complete.

If you attempt to sign before the upload is complete, the system prompts you to wait.

After you sign the upload session, a confirmation of your upload is sent. An image verification is run on

your uploaded files to check for valid DICOM images. If there was an error with the files, then the system
asks if you want to re-upload the files.

If there were no errors encountered by the verification process, then a confirmation displays.

@ BIOCLINICA' ETes
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® elcome 1QUs2
BI OCLI N ICA DemoCompany Protocol US-DEN-8%8 Help | SMAR‘:vP;rI}]I | Sllj: Dll"t
Study:DEMO-9999  Site: 001 SiteSubmission Home =Upload Confirm

Upload Confirmafion

Your files have been uploaded. All DICOM image files you have uploaded are currently being verified for format completeness/consistency. A confirmation email will be sent to you shortly
listing all files in your upload

m Upload More Files

You will also receive a confirmation email with a summary of the uploaded files, including the studly, site,
participant, and visit the upload was associated to. The email also lists any files that failed the DICOM
verification check.

Note: The system continues uploading a file for up to 24 hours. After 24 hours, the system
stops loading the file and times out. It is suggested that you segment very large files so
they load in the time allowed.

Resubmit Images

If there is an issue with an image, a query may be initiated asking for the image to be resubmitted. In DCF
Resolution, a “Resubmit” button displays under Query Status. After uploading the new image, click
“‘Resubmit” to go to Image Submission.

DCF Resolution

Query Detail
. Test .

Investigator: Test Visit: Week 48 l?:
Site ID: 001 Modality: Ly
Participant ID: 18 DCF Type: Rejected Images -= Resubmission/Repeat Request
Initials: MAL Issue: Idrgtzé?lzsbgliﬁlsubmltted using the incorrect parameter settings,

.. 01-Jan-  Additional
Date of Birth: 1980 Comments:

. N Resubmit a new reconstruction using the parameter settings as

Query Type: DCF Resolution: described. Please do not repeat the image(s).
Query Due 29-Dec- Synarc
Date: 2012 Comment:
Exam: Exam Date:

Query Status

Status: Pending Response

Prepopulate TF from DCF data

Mote: Selecting Resubmit will direct vaou to Image Submission

®
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Study Forms refers to any study specific non-image data other than the Transmittal Form, configured for
electronic submission. Study Forms are be enabled if your studies have been set up to include one or more of
them.

If the Study Form has been enabled for your studies, they display on the SMART Portal page in the format:

Forms - Study/Protocol Number — Site Number

Submit New Study Form
1.  From the SMART Portal page, click the item beginning with Forms for the Study and Site you wish to
use.

The Study Form Selection page displays.

@
Q\
BIOCLI N ICA Clinical Data Browser | Help | User Guide | SMART Portal | Sign Out
Study: DEMO-9999 Site: 002
SELECT A FORM TYPE Hzr
Form Type: - W

OPTIONAL SEARCH CRITERIA

Site:

Participant: -

Visit Type Code: -

€| €] £

Results Per Page: 10
FORMS: 0 FORM(S) FOUND

® 2018 BioClinica. All rights reserved

2. Select the type of form you wish to submit from dropdown list under Form Type.
3. Click New.
The selected form displays.

®
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BIOC LI NICAQ Clinical Data Browser | Help | User Guide | Sign Out

Return Home

Global Pharmacovigilance and Risk Management
BRAIN MRI WORKSHEET (BMW)

O 101
Protocol #:
O 102
«Site # - Subject # 002 — v|
Or Enter Site# - Subject#: 002-]  Jeg. 355-35559
*MRI Scan Visit: ‘_ V|

MRI Scan Date: l:l{-:-:.-’rrrrrr.-’mry}
Date OF Birth: [ Jesmmmym

Country: O usa O canada O oOther

*Reason for Referral:
[ ve [ micrehemorrhage [ Macrohemarrhage (1 Other MRI

*Date of latest MRI Reviewed: :I{-:-:.-'www.-'m:-

* Significant Changes:
O ves O No

If Significant changes, describe MRI findings. Please note VE {or changes in VE), microchemorrhage (or changes in microhemorrhage) and any other clinically significant abnormalities {or

changes) not present on previous timepoint: g

SFCTION 1- VASOGFNIC: FNDFMA

Enter the study form information. Fields marked with an asterisk (*) are required.

5. If you don’t have all the information needed to complete the form, or simply need to finish it later,
enter your electronic signature (by default, located in the lower right of the form) and click Finish
Later.

This saves the information you have entered, but does not submit the form.

Meaning: Authorship This form is marked incomplete. (Mark this form complete)

% signature: | | Finish Later @ Invalidaiz

As the Author of this update, | acknowledge that the information | have entere
complete and comrect to the best of my know

® 2018 BioClinica. All rights reserved.

6. If you have finished the form, click (Mark this form complete), then enter your electronic signature and
click Save.

The form is saved as Complete.

Note: If the form was submitted from a site, you receive a confirmation email. (Study forms
submitted by internal Bioclinica personnel do not generate a confirmation email.)

®
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Search and Edit a Study Form

You can search for previously saved study forms and edit them using the Site Submission interface.

1.  From the SMART Portal page, click the item beginning with Forms for the Study and Site you wish to
use.

The Study Form Selection page displays.
BIOCLI N ICA® Clinical Data Browser | Help | User Guide | SMART Portal | Sign Out

Study: DEMO-9999 Site: 002

SELECT A FORM TYPE Mew

Form Type: — ~

OPTIONAL SEARCH CRITERIA

Site:

Participant: —

Visit Type Code: —

€€ £

Results Per Page: 10
FORMS: 0 FORM(S) FOUND

® 20186 BicClinica. All rights reserved

2. Select the form type and any of the Optional Search Criteria, as applicable.
3. Click Search.
Any submitted forms matching the form type and search criteria display on the bottom half of the page.

FORMS: 4 FORM(S) FOUND
1D Submission Date Last Modified Created By Site Participant

a$10000005856974ag 14-Nov-2011 10:58 22-Mar-2012 10:53 demo.site@synarc.com 11 BASELINE

© “E 1000000269970571 16-Jul-2011 16:18 demo.site@synarc.com 002 1 BASELINE

© “E 1000000369940226 16-Jul-2011 12:05 vineela.regulapati@synarc.com 002 1 BASELINE

© “E 1000000369940210 16-Jul-2011 12:02 demo.site@synarc.com 002 1 BASELINE

4. Use the arrow keys to navigate through multiple pages of results, if necessary. You can also sort the
results by clicking on the header of each column.

Click a form ID (the leftmost column) to open the saved form.
Edit the data in the selected form as required.
7. You can Save and re-submit the edited form, or Cancel.

®
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Depending on the permissions granted to you and the study setup, you may be able to view study-specific
documents and other information uploaded by BioClinica. These documents are available through the SMART
Portal.

A Note: Not all studies utilize this functionality.

If the Site Portal has been enabled for your studies, they display on the SMART Portal page in the format:
Site Portal - Study/Protocol Number — Site Number

View Site Portal/Study Documents as a Site User

1.  From the SMART Portal page, click the Site Portal link.
The Site Portal Selection page displays.

53 BIOCLINICA R —
o study Home | Help | & MART Ports | Sign Out

Welcome to the DemoCompany Protocol U 5-DEM-999 study Site: 001
‘Welcome to SMART for CemoCompany Potocol US-DEM-299: I2AD &-5dyEDR-2016010415123003 Visw anothar gta-

Szlect 3 sludy

BioClinica Team for DemoCompany Protocol U 5-D EM-999 (99939)

Guic k View Menu
Automationd User Aumationd Ussr Autrma fiond User

7707 Gateway Boulswvard, 3rd Floor 7707 Gatew ay Boulevard, 3rd Floor 7707 Gateway Boulsvard, 3rd Floor Study Direst

Maw ark, C4 34560, United 3 Bs Mawark, CA 54580, Unie d $tates Maw ark, C4 34560, Unitsd Etes Tmh]lhg m

emall: @ el sy nEn com emall: Zu0d I@synang o emall: 2und yendsy g com
Study Direct a
Repors Ll
DCF =
FResoltlon

Back

SRe a
Cocuments I

Contact q
nfrmation }
She =
Subm kskns E
SRe Shudy o
Wzterik !
OpeEkns o
Manual /

mages o
B

Copyight 2016 Bloclinlkca. All rights resemed o

The options display on the Quick View Menu to the right of the screen.
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2. Click on Site Documents to list documents for site users within your browser.

The list of Site Documents displays.

;j Site Documents

Please find below the latest documents.
& Publish

Iﬂr.'ahesr‘-test-cec-ﬁ. - 156-Dec-2015
"% |001 SiteDocsu.docx - 01-Dec-2015

3. Click the link for the document you wish to view.

A warning similar to the one below displays.

Do you want to open or save 001_SiteDocsu.docx from val.smart.bioclinica.com? | Open | | Save | hd | | Cancel *

4. Click Open or Save to view or save the file.
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