PROSAFE

User manual for the ProSafe Software

Summary

L 10177 T 2
PART 1. Center ManagemeNnt SYSTEIM .......ieu ettt et e e e e e e e e e e e e nens 3
O I W | o Yo ] o 4 o 0= 1=V o T S 3
1.2, SUDSCHIPLION OF @ NEW USEI ...ttt et et et e et e e e e e e eaeeanaaes 5
PART 2. Using the ProSafe SOFtWAIE ...........iveiiiiii e e e e e e e e e e e e e e enn e ens 7
N I 11 1 ] o 1 ¢= o (= [ ORI 7
A - 01 (=T G 1171 (= 3N =) 8
D T o ) VAR =T =Y ] o PP 9
2.4, Crealing @ NEW USEI ... e ittt e et ettt e ettt e et et et e e ea e et e e e aa e e an e e enn e eneans 9
2.5.  Changing the profile of an exiStiNG USEI ..........iiiiiiiiii e e e e e 10
2.6. Homepage Of the SOFtWAIE .......cuu e et e e e eas 11
B R - = Y oo | =T 1o o PP 12



PROSAFE

Glossary

Activation key - The key to activate the ProSafe software the first time it is launched. The
Activation Key is provided to the Center along with the Center Code.

Administrator - An access profile to the ProSafe software that grants the privilege to create
new Users, enable and disable existing Users, and assign the Users their own Profile;

Center Code - The code that univocally identifies each individual Unit joining the ProSafe
Project.

Contact Person - The person in charge of the ProSafe Project within a Unit, who takes
responsibility for data integrity. All communications with the Unit will be between the Country
Coordinating Center and the Contact Person.

Center Private Key - The encryption key for patient personal data in the ProSafe database.
This key is generated locally in each Center and only the Administrator knows it. For this reason,
it is of paramount importance the Administrator of each Center to take note of this key in the
eventuality of hardware failures. Knowing the Private Key is the only way for the Center to access
patient personal data in future ProSafe installations. The Center Private Key should be kept secret
to ensure patient privacy.

Country Coordinating Center — The center that approves and manages Unit subscription
within its own Country; it can customize the national Core of the ProSafe Project; it can decide
and coordinate national studies under the umbrella of the ProSafe Project; it prepares and
distributes annual reports to the individual Units.

Data editor - An access profile to the ProSafe software that grants the privilege to enter, modify
and view the data;

Data manager - An access profile to the ProSafe software that grants the privilege to configure
the customizable fields in the Software (this function is not yet available), close and re-open a
record (this function is not yet available), use the data analyzer (this function is not yet
available), extract the data (this function is not yet available), enter, modify and view the data;
Data viewer - An access profile to the ProSafe software that grants the privilege to view already
entered data.

Status - The variable that grades the completeness of each Case Report Form (CRF). Five levels
are possible: 1 = there is at least one error or an open warning; 2 = no errors or open warnings
are present, but the CRF is not complete; 3 = CRF is complete apart from data on hospital
discharge and no errors or open warnings are present; 4 = CRF is complete, including data on
hospital discharge, without errors or open warnings; 5 = no errors or open warnings are present,
some information is missing, but it is unretrievable.

Unit - The individual intensive care unit (ICU) that joins the ProSafe Project.

User - A person in a Unit with access to the ProSafe Software with a given privilege.
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1.1.

PROSAFE

PART 1. Center Management System

Subscription of a new Unit

A new Unit can only be subscribed by a User who is already registered (see Subscription of a new User

for details). If the Unit has not already been registered, a link will be provided by e-mail to the new User,

with details on registering the Unit. A detailed description of the structure and organization of the Unit will

be required.

MARIONEGRI

Hespnal (Name & full)

Cemrtry

PRA®SAFE

Strucnzal detads about ICLU: [T113

ICU REGISTRATION FORM

ZipPost code

ICU (mdicate the full name of the ICU, specifying if it is ICU no. I M etc)

T

Tel,

Fax

Ward e-mail

Head of ICU
Famdly name

First name

Personal e-mail of Service Head

On ward Cyyes

On ward Cygs

ICU STAFF DETAILS

HOSPITAL DETAILS

Number of functional beds oresent:

e I I
-:'_.a

RO

ONOo

The User will then receive another e-mail containing a proforma fax in which the head of the Unit

approves the ProSafe Contact Person. This is to be sent to the Country Coordinating Center.




PROSAFE

MN PRASAFE'

MARIO NEGRI
ISTITUTO DI RIGERCHE
FARMACOLOGICHE

Fax ro: PROSAFE - Coordinating Center Italia
From: Rossi Mario

Dare: 2010-06-28

n® fax: +3903511223344

Object: PROSAFE: ICU Registration

ICU REGISTRATION FORM
Hospital (Name in full): Ospedale XO0X
Address: via XXX
Town: Ranica Zip/Post code: 12345
ICU findicare the full name of the ICU, specifying if it is ICU no. I, Il erc.):
Anestesia e rianimazione |
Tel: +3903512345678  On ward: YES
Fax:+3903537654321  On ward: VES
Ward e-mail: icu@hospital it

ICU STAFF DETAILS

HEAD OF ICU

Family name: Verdi

First name: Carlo

Personal e-mail of Service Head: verdi@xy com
PROSAFE contact

Family name: Rossi

First name: Mario

Personal e-mail of PROSAFE contact: rossig@yyx.com
CDG}TgI". @ 2010, Mano \IE‘;I‘I InstRute far Prarnannlog izal Research.

Al rights resarved

The PROSate software |s prowided free-of-charge for research purposes. Unautharized redistrbution In ary form Is prohibited

This softwane Is provided by Mario Negr Institute "as 15™ and any express or Implled wamaniies. Inciuding, but not Bmited o, the Implled wamanties
of merchaniablitty and fitness for a particular purpese are dsclalimed. In no event shall Marko Megrl Institute be lliable for any direct, Indirect,
ncilental, spacial, exemplary, of consequentlal damages (Inclwding, but not Imiled to, procurament of substifie oods or services; 1066 o Lse,
data, or profits; or business Interruption) however causad and on any theory of llabliity, whether In contract, stric2 labllity, or tort {Including
negligenca or alnensise) ansing In any way out of the usa of this software, even If advised of the possiDility af such camage.

Signature

{Werdi Carlo)

The Prosafe Contact Person (who must be registered in the system as a User) will receive confirmation by

e-mail. As soon as the Country Coordinating Center accepts the Unit registration, the ProSafe Contact Person

will receive by e-mail the Prosafe Center Code, the link for downloading the installer file of the Prosafe

Software, and the software Activation Key.



1.2.
The

Subscription of a new User

new User must go to the

PRGSAFE’

Members’ section of the ProSafe  website

(http://prosafe.marionegri.it/default.aspx?pg=94fd69cf-4415-47ae-8ca5-4d883101e128) and click on the

“User Menu”.

PR®SAFE

Home > Members' section
Project description
Work Packages
Cosnsoatitim
Hemetinng s

Project Dallverables
Opsen position
Puldications
Drownlboad

Lk

Contacts
Mambers’ section
Forum

+PROmoting patient SAFEty
and quality improvement

Center Management System Manuyal

Only for project participants, log on to WikiPROSAFE

in critical care
]iﬂ
|
' User Menu

MENU

Bug Report

If the User is NOT yet registered, a link will lead to the following page:

MN

MARIONEGRI
i5T] | RICERCHE

PRESAFE

Zales

If you are already a member, please access to login.

New user registration form

First name:

Family name: [
E-mail address: |

(Tt will be used as username)

Password:

Repeat password:

Country:

Centre code:

(I the unit is already registered, fill in the field with the code
assigned to the centre; otherwise leave the fleld empty)

Consent to personal data handling:

Ungheria ~|

Dear User, Al
In conformity with article 13 of |

Italian Privacy law 196/2003, the Mario Negri

|Pharmacological Research Institute hereby |

1 agree



PROSAFE

If the Unit to which the User is affiliated is already registered, the User should fill in the Center Code.

Otherwise the Center Code should be left empty and a new Unit registered (see Subscription of a new Unit

for details). Once the form has been filled in and sent, by clicking “Ok”, the User will receive confirmation by
e-mail to complete the subscription.
Once registered, the User will be able to: change personal data, change the password, delete the User,

change the Unit of affiliation. If the User is the Prosafe Contact Person, he/she will also be able to change

the Unit’s facility data.

MW =
. raln™
o | PROSAFE
RicERCHE _—
User: Guido Bertolini

Change personal data

Change password

Delete user

Change affiliation ICU

Change ICU structural data
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PART 2. Using the ProSafe Software

2.1. Getting started

Once downloaded, the User has to run the installer file to install the ProSafe software.

¥ prosafe EIIEIFXI

Welcome!

‘wieloome to this wizard! It will guide you through the steps
@ to unpack the files for PROSAFE to the folder of your
choice.

Prezs Next to continue or Cancel to exit.

MARIO NEGRI
SETITLITD D RICERCHE
AR E I

Once installed, ProSafe can be launched. We recommend connecting the PC to the internet when

[ Mest = |[ Cancel ]

launching ProSafe, particularly when running it for the first time. This step may take several minutes. The

first time ProSafe is started, the software will require the Center code and the Activation Key; these are

provided to the ProSafe Contact Person on registering the Unit (see Subscription of a new Unit for details).

PRESAFE

Welcome to PROSafe

Please register vour PROSafe client with the Centre Code and the
Activation Key you received via mail,

Centre code | |

Activation key | |

[ Verify activation key ] [ Exit

The first time ProSafe is launched, only the Administrator can access the software, with the username

“admin” and the password “admin”. The Administrator will be required to enter a new password before
continuing.



PRGSAFE’

2.2. Center Private Key

When the Administrator login the first time, the software generates and shows the Center Private Key.

Please read carefully

PLEASE READ CARFFULLY

This centre private key is:

¥RCTr1G3xIGad4gmwSee FhGoGLMEMIKE

This key is the encryption key For patient personal data in the PROSAFE database,

It is of paramount importance to take note of this key in the eventuality of hardware Failures, as it will be the only way for the centre to access patient personal data in Future PROSAFE installations.

Flease also note that the key should be kept secret to ensure patient privacy.,

This is the encryption key for patient personal data in the ProSafe database. This key is generated locally

in each Center and only the Administrator knows it. For this reason, it is of paramount importance the

Administrator of each Center to take note of this key in the eventuality of hardware failures. Knowing

the Center Private Key is the only way for the Center to access patient personal data in future ProSafe

installations. The Center Private Key should be kept secret to ensure patient privacy.

Only the Administrator can view the Center Private Key by clicking on the “Encryption” menu.
User manager, g@]@

File Wetwork | Encryption

Show private key i

This is a list of the users for this centre, Create a new user or double click on an existing user to edit it

Sumame Hame Username Type Enabled

Admin Admin admin Administrator True

Bertolini Guido Guida DataEditor True

< | @

 Create new user

idstat @E O W B @ = | @restaina. | O 0. | T prasafe 88 adobeac.. |8 sk | ElProsse U . @ELISE 50
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2.3. Proxy settings

It could happen, depending on the information technology (IT) policy at the single Center, that the
ProSafe software would encounter problems in connecting to the internet. Should this happen, the software
will ask the ProSafe Administrator to enter the Proxy settings of the Center.

Proxy setkings

Address | | |

Username | |

Password | |

I Save ][ Caniel ]

If the ProSafe Administrator doesn't know these information, he/she should contact the System

administrator at the IT department.

2.4. Creating a new User

A new User can only be created by the Administrator by clicking on the “Create new user” button.

This b5 kit of by fur Ehis oo, Croate a v user or doubio chekon an euisking user b sl B,

Surare Plame. Uscrrarme. Tyee
Aarn admn
a

Croals pew Usar [

Password
Confim password

User logusge | Ero,

st
(5) Disatedd () Enatled

Spd [

Tistat BEO-mO@~
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The Administrator has to input the name, surname, username, and password of the new User. It is

important to note that the new User will be asked to change the password at the first login, in order to

conceal the password from the Administrator. The new User should be Enabled, otherwise he/she will not

have access to the software.

The Administrator also has to specify the user type, from among the following:

2.5.

Administrator, who can create new Users, enable and disable existing Users, and assign Users
their own Profile;

Data manager, who can configure the customizable fields in the Software (this function is not yet
available), close and re-open a record, enter, modify and view the data;

Data editor, who can enter, modify and view the data;

Data viewer, who can only view already entered data.

Changing the profile of an existing User

Only the Administrator can change a User profile. To change the profile of an existing User, the

Administrator has to double-click on the User row. He/she can then disable or enable the User, change the

default language, change the user type, or re-assign a new password.

Thit it bt i ths e For Kb ovitre. Crmati i o trome o chasble ek ) i mantng e 1 it 8

Suenamn S Usernarmn Tre: Enabod

Eartolni L

Yistari BE O *wBM Y [Wroma. (D ke, ek e, (Wit Eus Broa. (B (Pl £L@® 06

It is important to note that once the Administrator has assigned a new password to an existing User, the

latter will be asked to change the password at the next login, in order to conceal the password from the

Administrator.
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2.6. Homepage of the software

The homepage presents the list of collected patients which can be ordered by clicking on the column title.
The toolbar can be used to add a new patient, change User preferences (language and password), upload
data, or logout.

N.B. The “Upload data” function is only needed at the beginning of the study to send the data to the
central server. With the future release of the software, the data will be automatically synchronized with the

central server, leading to the removal of this button.

EEB@

Moo aansion  Law peaderancas  Lipkiad dita Logea

[ ————

ShowefTotal 313 Stalis 101 a3 St 30 ol 4: 0 Stalis 5 0

wa. [Wlw. @ETI@® 7o

The records can be filtered with the “Data filter” menu, either by name, surname, or Medical record ID,
or by admission date, discharge date, or date of birth. In the future, an advanced filter, working on every

variable in the database will be available.
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Admiszion cade Admiszon date. Lask Name [~ |Frst hiame Diste of bt Discharge date Status
1134041 L0411 B | et Tl | s 1350-01-01 ]
M3 L0410 bk Farmina 13400101 H
e k06101 ROV barbin 000-01-01

S Total: 373 Feus 110 T 23 Talus 30 St 4:0 Sabs 5: 0

Wstat, BEDrmonz |

The total number of collected patients stratified by Status level is reported at the bottom of the page.

2.7. Data collection

The Case Report Form (CRF) is ideally divided into four parts. 1) The toolbar, with the icons to: exit the
record, save the record, switch to the error panel, switch to the warning panel, view/hide the Info panel. 2)
The tree control at the top left of the page, which displays and gives access to the different sections of the
CRF. 3) The input panel at the top right of the page, where it is possible to input the data. In each input
panel there are two arrows: one toward the left and one toward the top. The former leads to the previous
(parent) panel, the latter leads to the Core panel. The Core panel allows the User to select to view either
already complete data or still incomplete data. This is very useful when finalizing the data collection in order
to reach Status 4. 4) The info panel at the bottom of the page, where all important information about the

current record, i.e. errors, warnings, and all definitions of the items are reported.
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B Patient: prova prova Age: 60 Admitted: 01-01-2010 Status: 2

~ondions on ad Trauma

1o i

o che pebvs pel

Type of patient [ Conebeal contussonlaceration ] Trauemanic Massive hasmottronas L] Estremity conmpartmat syidone
Reasons for admession L A d B ] Massrvn crushismputation of one or more b
Condtiors on admisson i L1 Pl chest Maor vessels niry
== (7] Extraduralfepsdursl hstmstoms ] severe kg cortusen lacerstion [T] Major vessals of the rack: dssectionfiransaction
[ Traunatic Subdursl hasmmathorma ] Cardat traumma ] e thorscic vesssls: transaction
O] Troumstic subsrachrond hasmorrhage ] cxochragmatc rupture [ orta: ruptureldssection

| m,.,;;,, raratplantations (race ” B il [0 cCava: nuptureftransection

5 Commplcataons durrg the stay L Sl Fracture [ Masior dbdominal vessels: transeckion
Merws F b ared daing L Moo Facial ] Majer vessels of the provimal lesbs: transection
Infactions durirg th Sprw . perforation
Surgical Fearventions L] vertnbeal fracture without neurckoge: defict Parcreas: Lacrtion L tnhation ey
N e tdevastions ) Crevilspinl cord ey v cosmphts g it [ Liver: HexderaterSvers e 3 Burms > 0% of kokol ey saaface )
L —— L] Corvical spirsd condd inury vt betsapiegin o
5 Criticel care scores Exmsal spinal ond oy el gt rchogic hafict ] Spliers: Mexim s Sarvrus Lo sl

Bl sl coned iy el e apein
WWirst GC5 during first 24k in [0U ! L ok defick |
SAPST, S0FA and admission Fabures 1 vumbar spanal cord iy weth complste neurckoge defict.

325 2 admisson bo 10U

Splers: Maisivm ruplurn

M e of the sbdcnmen
PehtsfBorefJork and muscle

L Leng bones fracture

] Mt Fracture of the pehis

4 Cutenme L] Mator laceration of iracheailoryroc

ETpr—— [ cmsophays: nuptumnipertorstion

Lirrs (1) | wearmings (0} Lty achor sl et ol hasmatons
trree Colection of &

¥ sdmission dueases ndude trauma, Traums: must siso be present urder Patient byoe

and cranial theca, that
artery of one of 15 bearches. Tt may be and
kel 1F presrgaly cpm sbecd e ook i Lver bl

coma, usushy after 4 leid

rrors (1) Waenings (0}
V4 start Beo+ra00 =~ [

Errors are inconsistencies among inputted data, as for example a surgical patient with no surgical
intervention. Warnings are borderline situations, as for example a patient staying in the ICU for 10 days
without receiving either enteral or parenteral nutrition. Although strange, it could be true (a patient may be
able to eat by himself); so the User is asked to confirm the correctness of the data.

Errors and warnings (displayed on the left side of the info panel) are produced in real time with the data
collection. We suggest waiting until all available data have been registered before going through them.

To access the definitions of the items the User should simply hover the cursor on the item of interest and

its definition will appear in the right side of the info panel.
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