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Required System Settings

-
« PATS requires Internet Explorer 6.0 or 7.0, & sauuEiEis

» To check the version of IE on your computer,

open IE.
1. Click on “Help | About Internet
Explorer.”

2. Check the version in the window that

opens.
e To download IE 6.0, visit

http://www.microsoft.com/windows/ie

- Microsoft Internet Explorer
alz | Help

Cantentz and [ndex
Tip of the Day
For Metscape Uszers

1.

I

Drline Support
Send Feedback

3. Headers and Footers
NOTE: The settings below are
only required if:
a. Your research involves
written consent.
AND
b.You need to enter specific
text in the footer of the
Informed Consent
Document(s).
Settings:
 Click on “File | Page Setup”
to access the header/footer
settings.
The “&w” code represents
the Window Title. To have
this print as the footer,
change the settings in your
browser to reflect those at the

2 Migrospft® E I
Version: 6,0,2800,1106

Product ID:55736-405-5044924-047 75
Update Wersions:; SP1; Q322925; Q330994; O828750;
Q824145; 08325%4; QE37009; 831167,

Based on NCSA Mosaic, MCSA Masaic(TH); was
developed at the Mational Center For Supercomputing
Applications at the University of Ilinois at Urbana-

3

Charnpaign, =7
If '] Copryright ©£11995-2001 Microsoft Corp,
q J Acknowledgements
4. Margins

In order to ensure consistency, set your
margins to 0.75 inches on all sides
(Left, Right, Top, and Bottom).

Pagesewe T EE|
Faper
Size:
ILetter j
Sounce:
3. [|omatically Select j

Headers and Footers
Header

fuitbidd &

Footer

Fant:bPage &p of &P

rientation
= Partrait

b arginz [inches]
Left: IEI.F"E

075

4.

Right  [0.75

" Landscape Top: Bottor:  |0.75

Cancel | Printer. .. |

right.
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Recommended System
Settings

» The recommended screen resolution is 1024 x 768. To check/modify
your settings:
* Click on “Start | Settings | Control Panel.”
* Open “Display.”
1. Click on the “Settings” tab.
2. In the “Screen area” section, choose 1024 by 768 pixels.

Eackgruundl Screen Saverl .ﬁ.ppearancel Web I Effe @ 1 .

Digplay:
Plug and Flay konitor on 16ME AT Rage 123 Ulra
Colors Screen area 2
True Color |32 bif Less —— J— More .
N | Tl 1024 by 768 pivels

Iru:uul:uleshu:u:ut...l Advanced... |

ak. I Cancel | Smply |

Spell Checking is available in PATS. However, you need to download a free
third-party program, called ieSpell, that will allow you to spell check all of
the PATS forms (NOW INCLUDING ICDs). It is available for download at:
http://www.iespell.com/download.php
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Introduction to PATS|

FO rgot You r File Edit ‘iew Favorites Tools  Help "'t'
PaSSWO rd') e Back - \_/] \ﬂ @ f ;‘] /.__\J Search “Sjt(’ Favarites 6‘3 <~ :,_; M _J 2b5 ﬂ v
If you forget Address ‘@ https:|fdoor, adm.yu.edujpats| V| G Lnks %Cnnvert v @SElEEt
your password, d

click the “here” '
link [1] Upon i’- EI N STEl N Science at the heart of medicine

your email
address on file
with the CCI.

Eile Edit Wiew Favortes Tools Help 'l','

OBack - @ - |ﬂ @ ;ﬁ /.-] Search \l,f‘\'_(Favorites -E‘} - :/‘_ -

sddress ] hitpsy/webdev. misdevelop.secom.yu.edujccijccio | [ G0 ks ¥ @Comvert - [ Select

i E | N STE | N Science at the heart of medicine

Albert Einstein College of Medicine

ollege of Medicine

providing PATS Albert Einstein C:
with your

username, a
temporary Protocol Application & Tracking System
password will
be emailed to

Welcome To PATS

CCI System Login

Username: ‘ ‘

Password: ‘ ‘

[ Lagin ] 1 .

Forgot your Password? Click here.

Note:
Only real (live) protocol data should be
entered here - not testing/training data! =
If you have any questions, please contact
Hequlka Scheiman at (718) 430-2776.

&

Test System
CCI System Login
vservame: | tester |
Password:| _tester |

[ Login ]

Forgot your Password? Click here.

Test System

&] Dane #® Internet

[% ﬂ Internet

Production Server (for real protocols):
https://door.adm.yu.edu/pats/

NOTE: The production server
URL begins with https.

Test Server (for training and practicing):
http://misdev.aecom.yu.edu/cci/ccilogin.asp
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Navigation: CCl System Menu

CBX

2} Welcome to CCI System - Microsoft Internet Explorer

File Edit Wiew Favorites Tools  Help

Q Back -

\ﬂ \ELI ;‘J /.-‘:Search “_;I_"\}:’Favorites &V{ - &3 - abg ﬁ J% j‘“

g =lop . aecom. yu, edufccifcciHome?2 , asp?DestPage=cciFirst. aspiusr_type=Investigator Links > %Convert - ESelect

b aGo

i E | N STE | Science at the heart of medicine

Albert Eins

SYSTEM MENU

Forms:

Exempt Applications
FullExpedited

Applications
Amendments

Internal Adverse Events
External Adverse
Events

Group Adverse Events
Progress Reports
Functions:

Print Approval Letters

Change Contact
Infarmation

cine

Welcome, --

Tou are logged in as:  Investigator

To continue, select your finctions from the menu bar.

NOTE: The System Menu has been reorganized to make it more intuitive. The menu
ttern "Wew/Edit Protocol” has been renamed "FullEzpedited Applcations " Ifyou have
any PATS questions or expenience a bug, please use the "Beport a Buglisk a Queshon”

Delegate Assignment

Report a BuglAsk a
Question

Logout

Link i the Functions section of the menu.

Upon successfully logging in, users are

presented with a menu (left frame).

CCI System Menu:

1. Exempt Application: Create, Edit Print
New Applications for Exempt
Research.

2. Full/Expedited Applications: Create,
Edit, Print New Applications for Full or
Expedited Review.

Print ICDs (Pending, Approved, and
Expired).

3. Amendments: Create, Edit, Print
Amendments.

4. Internal Adverse Events: Create, Edit,
Print Internal AEs.

5. External Adverse Events: Create, Edit,
Print External AEs.

6. Group Adverse Events: Create, Edit,
Print Groups of External AEs.

7. Progress Reports: Create, Edit, Print
Progress Reports

December 9, 2008

SYSTEM MENU

Forms:

Applications

. FulllExpedited Applications
Amendments

. Internal Adverse Events

. External Adverse Events
Sroup Adverse Events

. Progress Reports

o et 0, I -l S

Functions:

8. Print Approval Letters
9. Change Contact Information
10. Delegate Assignment

11. Report a Bug/Ask a Question
12. Logout

8. Print Approval Letters: View/Print
approval letters for transactions completed
in PATS. (NOTE: Letters for some early
transactions completed in PATS and for
transactions submitted prior to conversion
to PATS and are not available through this
feature.)

9. Change Contact Information: Update the
contact information in PATS applications
without doing an amendment.

10. Delegate Assignment: Pl ONLY: Add
“Delegates” to your account (allows other
accounts access to your protocols).

11. Report a Bug/Ask a Question: Send an
email to the CCI office.

12. Logout: Log out of PATS.

PATS Investigator Handbook 6



PATS CCI Numbers

File Edit Wiew Favorites Tools  Help f.;r

" o il 5
. \ \) b o : - ) g abg [T,
e Back < |£| IELI (| A~ Search _;_,_\,;’ Favorites {‘;{ = E _J ﬁ é% 'JCi
Address |f§| https /fwebdey .misdevelop.aecom. vu.edufccifcciHomez  asp?DestPage=cciFirst, asp@wsr _bvp | Go Links > %Convert - ESEIEEII
SYSTEM MENU b

A

Forms:

Exempt Applications Tnvestizator Information ° Contact Information ® General Information ® MMulti-Center Study © Size of
FuliExpedited study ® Eecrutment Methods-Subijects © Eecruitment Iethods-Controls ® Population ©
%%5 Informed Consent ® Informed Consent Process " HIPA A ° Confidentiality ® Eecording © Diug-
Internal Adverse Dewvice @ Adverse Event ® Cancer Study ° Tests And Procedures © Data =afety Monttoring Flan
Events LRI Radicisotepe © Human Specitnens © Senetic Research ® DIA Gene Transfer Therapy ©
External Adverse

Events [ Sawve ] [ Delete ] [ FeturnCancel ] [ Error Check ] [ Submit ] [Print]

Group Adverse Events

Progress Reports
Functions: Protocol munber: 2008-230-000 HHC number:
Print Approval Letters  « | Protocol Type: AL P ECEARCH v

iﬁj B Irtermet

In PATS, CCI numbers now begin with a 4 digit year (e.g. 2004), instead of a
two digit year. The second portion is still a 3 digit serial number. The largest
change is the addition of a 3-4 digit transaction number, which is appended to
the end. For new applications, the transaction number is always “000.”
(Amendments follow: 001, 002, 003).

NOTE: These numbers may not match the Sponsor’s amendment numbers.

Old Style: PATS) Style:

04-210r04-021 — {2004-021% 000

Year application was started
Serial Number <
Transaction Number <

NOTE: The CCI number for an application
Is assigned when the application is created.

December 9, 2008 PATS Investigator Handbook 7



Navigation: New Applications

Application Types

Tnvesticat Chart Review/Database
ves. lga_ A Study Application: Study
Application | | | Examples: Medical Records

elect Investigator

No. review, Hospital Databases,
: o Public Database, Data
«  Chart Review/Database Study Application Analysis, etc.
s Beha.vmralf DbSEI"ifEitll:.}Ha! Study Application 2 Behavioral/Observational
«  Specimen Study Application ) Study Application: Study
¢ Clinical Research Study Applicaton Examples: School based
— - research, or research using
a New Application N Application Selection Focus Groups or
b. New - From Template questionnaires, etc.
C. Edit Application Specimen Study
d. Assent{Consent Form Appllcat_lon. No C_ill‘eCt
_ . 4 research intervention by PI.
e. Sulomi ~pEl i 3. Study Examples: research
f. Print on leftover specimens,
g. PrintApproved Assent/Cansent Form | identifiable pr?ViOUSW
h. Print Expired AssentConsent Form Co”eCted. spe0|m_ens,
- prospective specimens, etc.
l. Un-Delete Application J
: Clinical Research Study
Protocol Title Application: Direct
=] research intervention by PI.
5 Study Examples: blood
. drawing, MRI’s,

radioisotopes, drugs, or

=l devices, etc.

1. Select an Investigator. Do not enter anything in the “Application No. fields.

2. Select an application type. See “Applications Types” (top right) for an explanation

of what types of research are covered by each application. It is important to select

the right type — there is limited to no ability to change types if the wrong type is

selected!

NOTE: Hovering the mouse over each application name will display a pop-up

explanation of each application.

Select a function (explained in detail on page 9).

Select an application number in the “Application Selection” box.

5. (Optional) Double click on the application number in the “Application Selection”
box (4) to display the Protocol Title.

6. Click the “Continue” button to proceed.

> w

December 9, 2008 PATS Investigator Handbook 8



Navigation: Applications Menu

Mew Application

a. New Application: Create a new application. MNew - Fram Template
 Clicking this button will immediately
create a new Application.
NOTE: Since CCIl numbers are
assigned at the time of application
Cl’eaFIOI’l., please avoid stgrtlng new g. PrintApproved Assent/Consent Form
applications unnecessarily. h
b. New — From Template: Create a new -
application, based on an existing application.
 If you frequently create many similar protocols (e.g. same key personnel,
protocol sites, funding sources, etc.), start a new protocol, enter only the
information that is repeated, then save the application, noting the CCl #. To
create new applications, use the New — From Template feature to start new
copies of your own custom template.
 If you have a new protocol that is similar to an existing protocol, use this
feature to copy the entire application. Note that everything is copied, including
funding sources, Informed Consent Documents, etc.
c. Edit Application: Edit an existing (but not approved) application.
» Use this button to access converted protocols in need of population (see page
26) as well as to access protocols that you have begun to work on, but are not
yet approved. For information on editing a submitted application, see
“Modifying a Submitted Transaction” (page 20).
 NOTE: This button is not used for creating or accessing Amendments.
d. Assent/Consent Form: Create and edit ICDs.
 Clicking this button will load the PATS ICD editor. See “ICD Creation” (pages
12-16) for more information.
e. Submit Application: Electronically submit the application & ICDs to the CCI.
» After clicking this button, the application is checked for errors. If none are
found, the application can be submitted.
 NOTE: Paper submissions are still required at this time.
f. Print: Print the application to obtain a copy that can be signed and submitted to the
CClI.
At this time, the requirements regarding the number of copies for paper
applications apply to PATS protocols as well.
Print Approved Assent/Consent Form: Print current, stamped, approved ICDs.
Print Expired Assent/Consent Form: Print expired ICDs.
» Select the “transaction number” (see page 7 for more information on PATS CCI
Numbers) to access the ICDs corresponding to that transaction.
I. Un-Delete Application:
» Applications that are deleted (accidentally) can be undeleted within 14 days.

December 9, 2008 PATS Investigator Handbook
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Navigation: Application Form

File Edit Wiew Favorites Tools  Help '!‘r

" — il 5
- \ j ﬂ b ) = i . = - abg, ﬁ é% 2
0 Biack. > | x & | Seatch 7§ Favotites {T == E .*‘i

Address :ﬁ:[http:,I',l'wel:udev.misdevelop.aecom.\,-'u.eu:lu,l'cci,l'u:u:iHu:ume2.asp?DestF‘age=cciFirst.aspﬁu.lsr_t}.-'pV = Go Links * %QCDHVEV'I o @58|EE'2

SYSTEM ME = = =*
m 1. LT LELF BN ————
Exempt Applications Investigator Information © Contact Information © General Information © ult-Center Study © Siee of
—P—F'-'WEK _edited Study © Becnutment Methods-Subiects ° Eecnutment Iethods-Controls ° Population
i_mj—mélr?j:rlw?aﬁs Informed Consent ® Informed Consent Process ® HIPA S ° Confidentiality ® Eecording ® Drug-
Internal Adverse Dewnce ® Adverse Event ® Cancer Study ° Tests And Procedures ® Data Safety MWomtonng Flan ©
Events MMELF.adicisotope ® Human Specimens © Genetic Eesearch ® DA Gene Transfer Therapy ©
External Adverse
E\;EDLSAduerse = 2 I Save Delete FeturnfCancel Error Check Subinit | | Print

Progress Reports
Functions: Protocol munber: 3 l 2008-230-000 ' HHC number:

Print Approval Letters  «| Protocol Type: CLINICAT BEESEARCH v
&) ) Internet

1. Shortcuts to the various sections of the application.
NOTE: It is generally best to work your way straight through the application. Use the
links only to return to your place in the application after saving or when attempting to
locate and resolve errors from the error check (see 2d, below).
2. Application Function Buttons (these buttons are repeated after each section of the
application):
a. Save: Save the entire application.
b. Delete: Delete the entire application (not just the section where the button is located).
c. Return/Cancel: Return to the Application Menu. If you have made changes, make
sure to click on “Save” first to avoid losing your changes.
NOTE: The following dialog box will always pop-up to remind you to save. (Even if
you haven’t made any changes, or if you’ve already saved.)

Microsoft Internet ExpioicENNIN x|

@ All changes to thiz Application since the last 'Save' will be lost

Carcel |

d. Error Check: Run an application error check, which lists two types of errors:
* Omitted fields.
» Logical conflicts.
3. The CCI Number of the application, which is assigned as soon as the application is
created, is displayed on the application form for your reference (see page 7 for more
information on PATS CCI Numbers).

December 9, 2008 PATS Investigator Handbook 10



Navigation: Application

“Child Pages”

File Edit Yiew Favorites Tools  Help

OBack - I lﬂ \ELI .;\ /..: Search ‘\_;'._-.:..;"Favorites 6-“ " E M % ﬁ & ??)

Address @j http: fjwebdey . misdevelop, aecom. yvu.edufccifcciHomez, asp?DestPage=cciFirst, aspiusr_kyp ¥ a Go Links %Convert

SYSTEM MENU  ~

Forme: If any source is providing funds, supplies, drugs, devices or equipment,

Exempt Applications

click on the button to the right and complete one summary page for each Cl |Ck|ng on any Orange bUttOﬂS

FullExpedited External Source of Support”. (SUCh as these) in PATS W|”

Applications
Amendments
Internal Adverse
Events

External Adverse providedireceived.
Events

Group Adverse Events
Progress Reparts

Functions:

Print Approval Letters
Change Contact Sfis

'a CCI System - Microzoft Intermnet Explorer ;Iglil

Click on the button to the right and complete one summary page for each

Click on the button to the right and complete one summary page for each
"Eey Personnel” working on this protocol

Add | Edit | Cancell Save | Deletel Returnl

To add a new key persannel to this applicatian, click the "Add" buiten abave, then enter it in the
"New Key Persannel" field and continue helaw. Ta edit a key persannel alveady included in this
application, click the "Edic" burton above, and then select the key persannel from the drop down

menn " Name "

List all individucals who contribute in a substantive way to the scientific development or execition
af the praject, whether ar not they are grant funded. (Key Personnel can include: Co-investigaiors,
Research Nurses, Siatisticians, Data Managers and Trial Coardinaiors)

NOTE: Do NOT enter the PI's name kere.
Mame |Se|ec’conetuADD = 3.
Ifyou are adding a new Key Personnel to this application and vou did not find the nam Key
Personnel m the predefined list, review the instﬂlctionmjT
Payrall |
Instiation/ YT School |
Department I— Mo Department — j
Role in Study |

NOTE: Al PF's and Key Personnel are reguired to have completed a course in the protecrion aof
human subjecis in research. Belaw is the status af the ahove named individual. If the infarmation

below is incorrect, cantact the CCL

Training Complete I_ Date Completedl

Financial Canflict of Interesi {CO0)
Any ker personnel whe are an the payroll of either YUZAECOM, MMC, HHC, NYMA, JMC, ar

open a “Child Page” in a new
"Protocol Site” (e g recruitment, research conducted, specimens WindOW.

Child Pages are used in two

cases:

* To ask specific questions
that only apply in certain
circumstances (e.g.
drug/device information,
Informed Consent
Waiver Form, etc.)

* When multiple items are
possible (e.g. Protocols
Sites, External Sources
of Support, Key
Personnel, etc.)

On Child Pages where

multiple items are possible,

there are two modes:

1. Add: To add a new item.

2. Edit: To edit an item that
was already added.

NOTE: One of these buttons

is highlighted in color at all

times to indicate the current
mode.

NCB, are required ta camplete and sign a Conflict af Interest Disclasure Farm. A persancalized =
|+

In “Add” mode: In “Edit” mode:

3. Select an item to add from the pick list. 3. Select an item to edit from the pick list. The

4. If the item you would like to add is missing, list will contain only the items that you have
click the link for adding a new item. added (in “Add” mode).

December 9, 2008 PATS Investigator Handbook
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ICD Creation
.~ ViewEditComsentForm

Application: 20071-287-000

Consent Form Title: |

Footer: |

last madified by on

__save | oOpen | Gancel | Return

Forms _ Templates 1.

12/20/05 *** | Important Informed Consent Information - Please BEead

Preview 5.
Behavioral Rasearch - Indimidual Informed Consent Document

Behavioral Research - 3rd Party Permizsion for Participation in Eesearch
Behavioral Research - Child Assent Form

Behavioral Research - Parental Penmizsion and ¥oung Adult Assent
Behavioral Research - Parental Penmission for Child’ s Participation in Eesearch
Behavioral Research - Simplified Informed Consent Document - No Help Text | 6.

B

“soloct|
T
T
o oo
T

(oo |

o |

Forms Templates

o | oo TR

Creating a new ICD:

Click on Templates

(Optional) Click on the description of the ICD to preview it.

Click on the orange “Select” button to the left of an ICD you wish to use.

The template will be copied to the “Forms” section.

Use the “Blank” template for converting ICDs. (See instructions on “How to Convert an

ICD from MS-Word to PATS,” page 16.)

6. 1CDs appended with “No Help Text” are usable, but simply lack help text. For assistance
in preparing ICDs using these templates, reference the MS-Word templates on our
website: http://www.aecom.yu.edu/cci/page.aspx?1D=9676

akrwdE

December 9, 2008 PATS Investigator Handbook 12



ICD Editing
.~ VewEdtComentForm

Application: 2005-621-000

C'onsent Form Name: |

Footer: |

fast modified by on

__save | Open | Cancel | Retum

Forms _ Templates

Select Delete

Application: 2005-621-000
Cunsent Form Name: |<i><,.-'i>_EiIank_

Fuuter |

fczsz fied Ly d .a h oon 127282005
& open
Forms _ Templates

Editing an ICD:

1. In “Forms” mode, click on the orange “Select” button to the left of the ICD you wish to edit.

2. The ICD name is loaded in the “Consent Form Name” field, and can be modified.

3. The ICD “Footer”* can be added/edited.

4. After modifying the “Consent Form Name” and/or the “Footer,” click the orange “Save” button.
5. Click the orange “Open” button to open the selected ICD.

*|1CD Footer: PATS uses the “Window Title” field to print the “Footer.” The location of this field on
the printout is based on a browser setting. If the footer is not printing in the location desired, see the
“Headers and Footers” section on page 3, “Required System Settings,” for instructions on modifying

the browser settings.
December 9, 2008 PATS Investigator Handbook 13



ICD Toolbar
HERQ XBB(BIUEE=ETEETE? +-|=gH58Y
H .IIIIIIIIIIIIIIIIIIII:
Sa_ve _ = Spell Checking is now =
< Print (excluding help text) = available in PATS! See =
& Print Preview " Page 4 regarding IE .
~ = plug-in that must be -
Cut = downloaded in orderto .
Copy = make use of this feature. =
®  Paste
B IMPORTANT REMINDER:
BOld All changes to consent forms must be tracked when the
7 Ital | C consent forms have previously been submitted to the
administrative office. (Added consent forms do not
U Underline require tracking.)
= Left \]UStify To track text that was added, highlight the added text and
= click on the [+] button.
. C?nter ] (Sample: Added Text)
= Right Justify
- . To track text that is to be deleted, highlight the text and
- Numbered List click on the [-] button.
= Bu“eted LiSt (Sample: Deleted Text)
= Decrease Indent
= |ncrease Indent
2 Mark/Unmark as Help Text
+ Mark/Unmark as Added Text «—

- Mark/Unmark as Removed Text <+
Insert Hyperlink (not used)

& Print (including help text)
= Insert Page Break

&  Subscript

= Superscript

December 9, 2008 PATS Investigator Handbook 14




ICD Page Breaks & Print
Preview
_Blank M

All changes to congent formis) must be tracked when the consent form(s) have previously
been submitted to the administrative office. Added consent form(s) do not require tracking

To track text that was added, highlight the added text and click on the [+] button.

. /B https://door_adm.yu_eduZpats/piniIEN =Tk
(S HIIlple AddEd Text) Fle Edt Yiew Favortes Tock Help
To track text th tist b deleted, hi t the text and click lestrutonal Revew Board _;I
o track text that is to be deleted, highlight the text and click on ool R
i o Protocol # 2005-621
== = TS &= E | p S B R
B].a':k test 15 ﬂOﬂnal tesxt, Green text s new text that 1s being added

It will appear as normal (black) tesxt in the Print Preview, but will print green
Once approved, the green text will be turned back to black

B].U-E-' text is "hElp tEthl a-nd Vﬂ]l NOT pﬂnt The horizontal line below iz a manually inserted pagebreal

therefore this tezt will print on a new page

. R . . . . ' Instititional Rewiew Board
it rrot-aprprear e the Primt Prevmew bttt PENDING
. ; Protocol # 2005-621
Srreeaprprrrec-the e beweit-bre—cdedeted-

U

Green text is new text that is being added. JeDre S, T

It will appear as normal (black) text in the Print Freview, but will print green.
Once approved, the green texd will be turmed back to black.

The honzontal ine below 15 a manually mserted pagebreak .

/2 Print Preview x|

Bint. | & | % & Pagele otz & v |3 @B [75% =] Help | close

Page2of2

.. therefore this text will print on a new page e 8 gt o st

5 . |mstitutional Review Board
PENDING

Protocol # 2001-227

/2§ Print Preview

Frint... | | sl PQQB|1_ of 2|

@Dﬂ»|@.|?5% "”ﬂelp|§lose

i‘l‘i:s:.f.l'door.a.dm.vu.edu.l’mis.l’mintpmmw.asn 1252002005 =
5. |mstitutional Review B oard
FENDING .
Protocol # 2005-621 I‘
Black text 15 nomal fxt. 3. The ICD will display as it will print.

NOTE: ICD margins are controlled by the
grxi:ﬁl f;‘;’:ﬁi“ﬁ&’iﬁﬁiﬁ’ii?fﬁi Print Preview, but will print green, browser (ImernEt Explorer), not by PATS.
Once appved, the green text willbe fumed back to black. Therefore, ICDs printed from different

The honzonal lne belon 1o ey neested pagelreak computers (with different margin settings) may

Print Preview: appear differently when printed.
1. Click on the Print Preview button. 4. Click on the single Right Arrow to advance to
2. The ICD will open in it’s own window. the next page [6].
Click on “File | Print Preview...” inthe new 5. The CCI stamp prints at the top and bottom of
window to switch to print preview mode. the ICD
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Converting ICDs from
MS-Word to PATS

1.  InPATS, go to the ICD editor (see page 8, step 3 and page 9, step d),
Select a “Blank” template (see page 12), then Open it (see page 13).

2. In MS-Word, select and copy (“Edit | Copy”) the text of the ICD (but not
the “FOR OFFICE USE ONLY” boxes).

3.  Paste (“Edit | Paste”) the text in Notepad (not Wordpad), usually found
under “Start | Programs | Accessories | Notepad.”

4.  Save (“File | Save”) the Notepad file in a convenient location.
NOTE: If while Saving you see a dialog box similar to the following,
choose “OK,” then follow Steps A-B, below.

Notepad x|

C:Afilename. bt
: ! T hiz file containg characters in Unicode farmat which will Be lozt if you zave thiz file az a text document. To keep the
IInicode infarmation, select the Unicode encoding in the S ave Az dialog box. Continue?

Cancel |

A.  Close Notepad.
B. Re-Open “filename.txt” in Notepad.
5. In Notepad, Select (“Edit | Select All”) and Copy (“Edit | Copy”) the text.

6. InPATS, Paste the text in the “Blank” template, using the “Paste” ( @& )
button. See NOTE #1, below.

7. You may now delete the file you created when you saved the document in
Notepad.

NOTE #1:
This procedure removes all of the formatting, good and bad. After pasting
into PATS you must go through the document restoring the lost formatting
(e.g. centering, bolding, and underlining).

NOTE #2:
If your ICD includes tables and/or images (e.g. flowcharts, pictures, etc.),
include a reference to them in the document (e.g. “See attachment #1”) and
submit the printed tables/images to the CCI on paper.
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HIPAA Authorization Forms

The text of the HIPAA Authorization forms is built into PATS.

If written HIPAA Authorization is being sought, the application will ask a few questions to gather
the information it needs to complete the Authorization form.

Based on the information entered into the Application, PATS will include the following forms, as

applicable:
e English
e Spanish

» English - JIMC/NCB
e Spanish — JIMC/NCB
Once the application is approved, the forms are stamped “Acknowledged,” and can be accessed as
follows:
» Load the “Print” view of the Application (see page 8) or Amendment (see page 18).
1. Using the mouse, select each HIPAA Authorization form (one at a time), including the
stamps.
Click “File | Print...”
2. Inthe “Print Range” section, select “Selection,” then click “Print.”
* Repeat for each HIPAA Authorization Form.

® |

bitsitcciblome stpTDeuPgems st asphutr_typ=COI20A drinithratoe s 20 E 200patct =

<L CI 5208 Srminittr stoe's S 200pashon

Signature:

Diate:

Fieaser
. 1300 Marriz

completed and s goed, 1o the TWABCOM CCT.
Eelfer 1002, Brone, NY [ 0481, Pax (715) 4308817

resentative

General | Dptionsl La}loutl F'apel.n’llualit_l,ll =
— Select Printer
Mame | Documents | Statuz | Carnmert il
&8 dorobat POFwriter 0 Ready —
HBL.-’-\CK&WHITE: 145 Ready
&4 COLOR: ho deskie... 0 Ready i
B § >
Status:  Ready ™ Frint to file
Location:
C . Find Printer... |
arnriemt:
— Page Hange—?‘
= ) J Muriber of copies: |1 3:
£ Curent Page
" Pages: |1 ¥ Collate
Enter either a zingle page number or a zingle
page range. For example, 5-12
Frint I Cancel | Apply |
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Navigation: Amendments

Amendment Processing
Investigator Wallach, David — Committee on Clinical Investigations j

Applcation Mo, | |
Applcation Selection

a Mew Amendment h A

b Edit Amendment

C. SubmitAmendment > 2 > 3
d Frint

€. Un-Delete Amendment y Y,

4.

Frotocol Title

B

1. Select an Investigator.
2. Select a function.
a. New Amendment: Create a new amendment on an approved application.
NOTE: Only one unapproved amendment per protocol is allowed in PATS.
b. Edit Amendment: Edit an existing (but not approved) amendment. For information on editing a
submitted amendment, see “Modifying a Submitted Transaction” (page 20).
c. Submit Amendment: Electronically submit the amendment & ICDs to the CCI.
NOTE: Paper submissions are still required at this time.
d. Print: Print the amendment to obtain a copy that can be signed and submitted to the CCI.
NOTE: PATS creates a custom form for each amendment, listing only the changes.
e. Un-Delete Amendment: Undelete (accidentally) deleted amendments.
3. Select a CCI Number in the “Application Selection” box.
4. (Optional) Double click on the CCI Number in the “Application Selection” box (3) to display the Protocol
Title.
5. Click the “Continue” button to proceed.
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Navigation: Amendments
Cont’'d

New/Edit Amendments

Application: 2003-044

Principal Investigator:  Account, Testing

Protocol Title: This 15 the test title of our test protocol #1. Look, I changed the title!
Protocol Review Type: Full Eewew

Amendment: 003

Amendment JustificationExplanation & Protocol Changes:

1 =)
[/
sponsor Amendment Infortmation:
) =)
[
a. Save d. Cancel
b. Application Amendments e. Assent{Consent changes
C. Change Principal Investigator f. Feturn

1. Amendment Justification/Explanation & Protocol Changes: In this section, enter a
summary of what you are changing, and why. Also list any protocol changes that
wouldn’t be reflected in changes in the PATS application.

NOTE: All changes must be explained/justified in this section.

2. Sponsor Amendment Information: In this section list sponsor specific
amendment/addendum numbers and dates, etc. (e.g. ‘Addendum #2, dated 12/26/05).

a. Save: Click this button to save updates to the “Amendment Justification/Explanation &
Protocol Changes” and “Sponsor Amendment Information” fields.

b. Application Amendments: This button will load a complete copy of your application,
which you can edit.

c. Change Principal Investigator: Change the PI of the protocol.

d. Cancel: Allows you to clear unsaved changes to boxes 1-2.

e. Assent/Consent changes: Add, remove, or modify consent forms.

f. Return: Return to the main Amendment menu.
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Modifying a Submitted
Transaction

1.  PATS allows changes to transactions until the transaction is approved.
(Exception: AEs may be modified even after “approval” to add follow-up
information.)

2. If, after submitting a transaction, you need to modify it, attempt to access it
via the “edit” function associated with that transaction.

3. Ifthe CCI has not yet begun to review the transaction, PATS will display a
message box stating that you may proceed with modifying the transaction.
If you don’t make any changes, you do not need to resubmit (in fact, you
won’t be able to).

Microsoft Internet Explorer x|

The amendment you zelected haz already been submitted far review. |F you make any changes
ta thiz amendment, you will be required to re-submit this amendment for re-rewvisw,

Cancel |

NOTE: You must resubmit the transaction when you are done
modifying it.

4. If the CCI has begun reviewing the transaction, PATS will display a
message box indicating which CCI staff member is working on the
transaction. Contact that person to request access to the transaction.

Microsoft Internet Explorer x|

The amendment you zelected iz under review by the CCLL [F vou need to edit it
call David ' allach at ¥18-430-2237.

NOTE: If a transaction is returned to you by the CCI Staff, you must
resubmit it, even if you do not modify it.
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Navigation: Adverse Events

NOTE: The navigation for Internal and External Adverse Events (AE) is the
same. To submit External Adverse Events in quantity, see “Navigation: Group
AEs” (pages 22-23).

Internal Adverse Events

wallach.Dawvid — Committee on Clinical Investigations j

Investigator

Applcation Mo, | |
Internal Adverse Events Zelection

~N

a. Mewnternal Adverse Events

b. Editinternal Adverse Events

N

N
e
w

C. SubmitInternal Adverse Events

d. Frint Internal Adwerse Events )

Frotocol Title

=

[~

1. Select an Investigator.
2. Select a function.
a. New Adverse Event: Create a new AE for an approved application.
b. Edit Adverse Event: Edit an existing (but not completed) AE. For information on editing a
submitted AE, see “Modifying a Submitted Transaction” (page 20).
c. Submit Adverse Event: Electronically submit the AE to the CCI.
NOTE: Paper submissions are still required at this time.
d. Print Adverse Event: Print the AE to obtain a copy that can be signed and submitted to the CCI.
3. Select a CCI Number in the “Adverse Events Selection” box.
4. (Optional) Double click on the CCI Number in the “Adverse Events Selection” box (3) to display the
Protocol Title.

5. Click the “Continue” button to proceed.
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Navigation: Group AEs

NOTE: The Group AEs feature is designed for handling large quantities of External AEs. You are
permitted to “collect” your AEs for submission in a single group, provided you comply with the
External Adverse Event Policy (http://www.aecom.yu.edu/cci/page.aspx?1D=9724).

Group External Adverse Events
Inwvestigator 1 wWallach, Dawvid — Committee on Clinical Investigations j

Applicaton Mo, | |
Group Adwverse Ewents Selection

~N

a. Mew Group Adverse Events N

b. EditGroup Adverse Events

C. Submit Group Adwverse Ewvents

d. Print Group Adverse Events

Protocol Title 4

=

[

1. Select an Investigator.
2. Select a function.
a. New Group Adverse Event: Create a new Group AE for an approved application.
b. Edit Group Adverse Event: Edit an existing (but not completed) Group AE. For information on
editing a submitted Group AE, see “Modifying a Submitted Transaction” (page 20).
c. Submit Group Adverse Event: Electronically submit the Group AE to the CCI.
NOTE: Paper submissions are still required at this time.
d. Print Group Adverse Event: Print the Group AE to obtain a copy that can be signed and submitted to
the CCI.
3. Select a CCl Number in the “Group Adverse Events Selection” box.
4. (Optional) Double click on the CCl Number in the “Group Adverse Events Selection” box (3) to display
the Protocol Title.

5. Click the “Continue” button to proceed.
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Navigation: Group AEs Cont’d

1. Basic information about the
selected protocol is displayed

Protocol 2003-044 1

Group Number 0002 :

Title This is the test title of our test protocol #1 ;I
[ -

Enter the date the first of these AEs was reported by the I—

sponsor 2.

Total numher of Adverse Events reported in this group I

ADVERSE EVENTS DEFINITELY OR PROBABLY RELATED TO THE PROTOCOL
Humber of Deaths™®

HMumber of Serious Events™

MNutmber of Tnanticipated

(CCl

#, Group AE#, Title).

Enter general information

about the AEs.

AEs.
a*

Enter the breakdown of the

Number of Deaths
Definitely or Probably
Related to the Protocol

b.* Number of Serious

ALL OTHER ADVERSE EVENTS 3. C.
HMumber of Deaths dl
MNumber of Serious Events e. I— d.
Mumber of Unanticipated f. I—
= €.
Comments f.
4, 5. =l 6.

Sawe Group External AE | Error Check Group AE | Feturn |

*An individual External Adverse Evernt form mist be completed far each Death and Serions Adverse Event
that was definitely or probably related to the profocal. Click the hution helow to add an External Adverse

Event form te this group.

7. Addd New External Events to the Group |

Edit External Adverse Events in this group

8. IND Individual AEs hawve been created for this group j Continue |

Events Definitely or
Probably Related to the
Protocol
Number of Unanticipated
Definitely or Probably
Related to the Protocol
Number of Deaths All
Others
Number of Serious
Events All Others
Number of Unanticipated
All Others

( *NOTE: An individual External Adverse Event form must be completed )
for each Death and Serious Adverse Event that was definitely
or probably related to the protocol. Click the button [7] to add
an External Adverse Event form to this group.

J

Save Group External AE
Error Check Group AE
Return

~Nouns

Definitely or Probably related Death or Serious Adverse Event.

Click the “Add New External Events to the Group” button to complete a full EAE form for each

8. To edit any of the individual External AE forms associated with the Group AE, select it from the pull

down list, then click “Continue.”

December 9, 2008 PATS Investigator Handbook

23



Navigation: Progress Reports

Progress Report

wallach,Dawvid — Committee on Clinical Investigations j

Ttrrestigator

Application Mo, I I

Progress Eeport Selection

~
a. Mew Frogress Report N
b. EditFrogress Report

: - ) ol 3.
C. Submit Frogress Report |
d. Print Progress Repont ) )

Protocol Title 4 .

=

[~

1. Select an Investigator.
2. Select a function.
a. New Progress Report: Create a new Progress Report for an approved application.
b. Edit Progress Report: Edit an existing (but not completed) Progress Report. For information on
editing a submitted Progress Report, see “Modifying a Submitted Transaction” (page 20).
c. Submit Progress Report: Electronically submit the Progress Report to the CCI.
NOTE: Paper submissions are still required at this time.
d. Print Progress Report: Print the Progress Report to obtain a copy that can be signed and submitted to
the CCI.
Select a CCl Number in the “Progress Report Selection” box.
4. (Optional) Double click on the CCI Number in the “Progress Report Selection” box (3) to display the
Protocol Title.
5. Click the “Continue” button to proceed.

w

December 9, 2008 PATS Investigator Handbook 24



Navigation: Exempt
Applications

xempt Protocol Applications
Inwrestigator WWallach,Dawvid — Committee an Clinical nvestigations j

Applicaton Mo, I I

Application Selection

Mew Application

Edit Application - 2 > 3
submit Application :

ol o|o|w

Frint Application /

1. Select an Investigator/Advisor.
2. Select a function.

a. New Application: Create a new Exempt application.

NOTE: This will immediately begin to load a new application. No further steps are
required.

b. Edit Application: Edit an existing (but not completed) Exempt application. For
information on editing a submitted Exempt Application, see “Modifying a Submitted
Transaction” (page 20).

c. Submit Application: Electronically submit the Exempt application to the CCI.
NOTE: Paper submissions are still required at this time.

d. Print Application: Print the Exempt application to obtain a copy that can be signed
and submitted to the CCI.

3. Select a CCI Number in the “Application Selection” box.
4. Click the “Continue” button to proceed.
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