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About this guide

Overview of this guide

The Utilities Guide provides information about and step-by-step instructions for using the
following utilities:

e PFConsole utility

e  MedML Installer utility

e InForm Data Import utility

e InForm Data Export utility

e InForm Performance Monitor utility

e InForm Report Folder Maintenance utility

Audience

This guide is for trial designers and system administrators who need to move data into and out
of the InForm database.
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Related information

Documentation

All documentation is available from the Phase Forward Download Centet.

ltem Description

Release Notes The Release Notes document describes enhancements introduced and problems
fixed in the current release, upgrade considerations, release history, and other
late-breaking information.

Known Issues The Known Issues document provides detailed information about the known
issues in this release, along with workarounds, if available.

Note: The most current list of known issues is available on the Phase Forward
Extranet.

To sign in to the Extranet, go to www.phaseforward.com and click Customer
Login. Enter your email address and password, and navigate to the Known
Issues section. Select a product, and then enter your search criteria.

Installation and The Installation and Confignration guide describes how to install the software and
Configuration configure the environment for the InForm application and Cognos 8 Business
Intelligence.

This document is also available from the Documentation CD.

Setting Up a Trial  The Setting Up a Trial with InForm Architect and MedML Guide describes how to

with InForm design and implement trials in the InForm application using the InForm
Architect and Architect application.
MedMI. Guide

This document is also available from the Documentation CD.

Step by Step for The Szep by Step for CRCs and CRAs Guide describes how to use the InForm
CRCs and CRAs  application to:

e Screen and enroll patients.

e Enter, update, and monitor clinical data.

e Enter and respond to queries.

e Run trial management reports and clinical data listings.

This document is also available from the Documentation CD and the user
interface.

InForm 4.6 SP3 ix



About this guide

ltem Description

Reporting and The Reporting and Analysis Guide provides an overview of the Reporting and

Analysis Guide Analysis module. It includes a brief overview of the Reporting and Analysis
interface, illustrates how to access the Ad Hoc Reporting feature, and describes
the study management and clinical data packages available for reporting. It also
provides detailed descriptions of each standard report that is included with your
installation.

This document is also available from the Documentation CD and the user
interface.

Utilities Guide The Utilities Guide provides information about and step-by-step instructions for
using the following utilities:

e PFConsole utility

e MedML Installer utility

e InForm Data Import utility

e InForm Data Export utility

e InForm Performance Monitor utility

e InForm Report Folder Maintenance utility

This document is also available from the Documentation CD.

Reporting Database 'The Reporting Database Schema Guide describes the InForm reporting database
Schema schema.

This document is also available from the Documentation CD.

Portal The Portal Administration Guide provides step-by-step instructions for setting up
Administration the InForm Portal software, and configuring and managing the InForm Portal
Guide application.

This document is also available from the Documentation CD.

Online Help The online Help describes how to use and administer the InForm application.

This document is available only from the user interface.

InForm The InForm Architect online Help describes how to design and implement trials
Architect online  in the InForm application using the InForm Architect application.
Help

This document is available only from the user interface.

MedML Installer The MedML Installer utility online Help provides information about, and step-
utility online by-step instructions for using, the MedML Installer utility, which is used to load
Help XML that defines study components into the InForm database.

This guide also provides reference information for the MedML elements and
scripting objects that are used to import and export data to and from the
InForm application, as well as sample data import XML.

This document is available only from the user interface.

InForm 4.6 SP3



InForm Utilities Guide

ltem Description

InForm Data The InForm Data Export utility online Help provides information about and
Export utility step-by-step instructions for using the InForm Data Export utility, which is used
online Help to export data from the InForm application to the following output formats:

e AutoCode.

e Customer-defined database (CDD).
e Name value pairs.

e  Oracle Clinical.

This document is available only from the user interface.

InForm Data The InForm Data Import utility online Help provides information about and
Import utility step-by-step instructions for using the InForm Data Import utility, which is used
online Help to import data into the InForm application.

This document is available only from the user interface.

Training

For information about training offerings, please see the course catalog on our website at
http:/ /www.phaseforward.com/support/training/ or contact Phase Forward Educational
Services at training@phaseforward.com.
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If you need assistance

If you are a Phase Forward customer with a maintenance agreement, you can contact the Global
Support Center for assistance with product issues.

Your maintenance agreement indicates the type of support you are eligible to receive and
describes how to contact Phase Forward. Additionally, the Phase Forward website lists the toll-
free support number for your product, location, and support level:

http://www_phaseforward.com/support/

In the event that our toll-free telephone service is interrupted, please use either of the following
methods to contact the Global Support Center:

e Email
customer.support@phaseforward.com

e Telephone

In the US: 781-902-4900
Outside the US: +44 (0) 1628 640794

Phase Forward also provides assistance with User Management, Site Assessment, and
Provisioning. Please refer to you Master Services Agreement and individual Statement of Work
to determine if you ate eligible to use these services.
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Chapter 1 InForm overview

About the InForm application

The InForm application is a data collection and trial management application that uses a secure
web browser to provide access to clinical trial data and management of the clinical trial process.

Embedded within the InForm user interface is the Reporting and Analysis module, which is a
reporting application that was developed by the Cognos Corporation, and that has been
customized and integrated into the InForm application by Phase Forward. The Reporting and
Analysis module provides a library of configurable reports, predefined reports, and ad hoc
reporting and charting tools. Both clinical and operational data are available in real time from a
database that can be accessed using the Internet.

Note: You can install the InForm software without the Reporting and Analysis module if you
want to use the data collection features of the InForm application without the reporting
features.
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InForm system configuration

The InForm system configuration consists of the browser computers, application server, and
database server.

| Browser Machines (Users) ] ‘ InForm Study Data Center
Windows 2003
Windows 2003 Sarver or Unix Server
InFarm
Sarver
Database
Sarear

Ll

Port 1521

Firewall Firewall

InFarm InForm

Oracle 11g Instance  Oracle 11g Instance  Oracle 11g Instance | | Oracle 11g Instance | |Oracle 11g Instance

Custome
Defined

r
Database
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Chapter 2 About InForm utilities

Overview of InForm utilities

Utility Description

PFConsole utility Enables you to run the InForm Data Import utility, InForm Data Export
utility, and MedML Installer utility from a command line.

For more information, see Using the PFConsole utility (on page 7).

MedML Installer utility Installs the metadata definition of your trial into the InForm application.

For more information, see Using the MedML Installer utility (on page
05).

InForm Data Import  Imports patient data into the InForm database. The following options are
utility available:

e  MedML format.
e CSV format, with which you can optionally run rules.

For more information, see Using the InForm Data Import utility (on
page 11).

InForm Data Export  Exports patient data from the InForm database into the following formats:
utility

¢ Customer-Defined Database (CDD)—Exports data into a CDD.

e Name Value—Creates 2 comma-delimited file that consists of data
path names and data values.

For more information, see Using the InForm Data Export utility (on

page 79).

InForm Performance  Provides statistics about several types of activities that help with

Monitor utility performance tuning during the process of developing and implementing a
trial.

For more information, see Using the InForm Performance Monitor
utility (on page 103).

6 InForm 4.6 SP3



CHAPTER 3

Using the PFConsole utility

In this chapter

Overview of the PFCONSOLE UHLLY ...cvevviieererriieierriieiiieiieieneecererseseerenereeseseeeseeesesessnsesesesseseene 8
Running the PFCONSO0le LY ......c.ovoiiiiiiiiiiiciicieiiccce e sessesesaes 9
Using the PFConsole utility Withifl @ SCHPt.....ccvieiiiciiiciicicciciciciceeecee s 10

InForm 4.6 SP3



Chapter 3 Using the PFConsole utility

Overview of the PFConsole utility

The PFConsole utility consolidates all the activities of each tool within one window from which
you can run:

e The InForm Data Import.
e The InForm Data Export.
e The MedML Installer utility.

Note: Phase Forward strongly recommends that you use the PFConsole utility to run these
utilities from the command line. Running them individually in the command-line window is
not recommended.
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Running the PFConsole utility

Use the following command to open the PFConsole utility and run an InForm utility.

pfconsole <application> -autorun <parameters>
where:

e pfionsole starts the PFConsole utility.
o <application> is one of the following:
o pfmminst for the MedML Installer utility.
o pfimport for the InForm Data Import.
o pfexport for the InForm Data Export.
e autorun is a required parameter of pfconsole.
o <parameters> are the variables for the individual utility.
For specific parameters for each utility, see:
®  Running the MedML Installer utility from the command line (on page 76).
® Running the InForm Data Import from the command line (on page 62).

®  Running the InForm Data Export from the command line (on page 98).

Example

pfconsole pfmminst -trial pfst46 -verbose -autorun -outfile text.log -xml
Filename.xml

InForm 4.6 SP3 9



Chapter 3 Using the PFConsole utility

Using the PFConsole utility within a script

If you are running several imports or exports, you can generate a script that will run the utilities
in batch mode. To pause the script until the application completes and then moves to the next
command, use the start command:

start /wait <pfconsole command Iine>
where:

<pfeonsole command line> is the string of commands you specified when you ran the PFConsole
utility.

For more information, see Running the PFConsole utility (on page 9).
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Chapter 4 Using the InForm Data Import utility

Overview of the InForm Data Import utility

Parts of the InForm Data Import utility

Part Description

Data file A pipe-delimited file that contains the following:
e Line feed characters and carriage returns between lines.

e Data to load into the trial database.

Map file A file that contains all the mapping information that is necessary to
import information from the data file to the InForm database.

XML file A file that contains information that can be directly imported into the
trial database. For more information, see Creating a data and map file
(on page 15) and Adding new patient clinical data (on page 37).

Rules Information against which the XML file is checked to ensure that it

complies with the trial standards.
You use rules to:

e Avoid collisions during data entry.

e  Check the validity of data before it is committed to the trial

database.

Note: Running rules might cause the import to run slowly.

InForm application The server on which the InForm software is running.
server
Trial database The database in which the data for the trial resides.

Import methods

The following data loading methods are available in the InForm Data Import utility:

e Importing a data file—Uses a map file to define mappings between the imported data and
the InForm database tables. The InForm Data Import utility then loads the data from a

pipe-delimited ( | ) file into the InForm database.

When you use this method, the data is processed by the InForm application server, which

runs edit checks to validate the data before writing to the database.

e Importing an XML file—ILoads data from an XML file into the InForm database or

transfers selected patient records from one site to another.

When you use this method, you can run rules during the import. If you run rules, the
application processes the data as if you were entering it online; it runs edit checks and

generates queries on data that fails the checks.

¢ Importing an AutoCode XML file—Similar to the MedML import option. Use this option

12
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for autocoding. For more information, see Exporting coded controls (on page 83).

Note: The InForm Data Import utility does not support importing RegDocs or Visit Reports
data.

Special considerations

InForm 4.6 SP3

Importing new patient data—You must use the XML file option to import data for a
subject who has not gone through the screening and enrollment process. After importing the
data, you must stop and restart the trial to view the data online with the InForm application.

You cannot use the data and map file option to import screening and enrollment data. With
the InForm Unplugged application, you can import screening and enrollment data only to a
site server.

Note: You cannot import new data to a form with a Frozen or Locked status in the
InForm application.

Importing comments—To import form-level comments, you must use the XML file
option.

To import item-level comments, you must use either the data and map file option or the
XML file option.

Importing calculated controls—When you import calculated controls, the data type
definition of the import field must be text control. If integer or floating number is used, the
match is not recognized and data is not updated. Instead, the data is added as a new row.

Importing units—When you submit unit data, the units must be associated with the
previous field in the data and map file.

Importing unscheduled visit data—To import data to unscheduled visits, use either the
XML file or data and map file option.

Deleting and undeleting itemsets—To delete or reinstate itemset data, you must use the
XML file option.

Importing on multiple servers—If your trial is running on multiple servers, run the
InForm Data Import utility on only one server at a time to eliminate the possibility of
importing duplicate data. Once the data is imported, use synchronization to distribute it to
other servers.

Editing repeating forms—To create or edit repeating form instances, you must create the
MAP file using a text editor, not the InForm Data Import user interface. Follow these
guidelines for editing a map file:

o Use NOFORMNEW in the first line of the MAP file to instruct the InForm Data
Import utility not to create a new repeating form instance.

e Use the new lformmatch! element in the MAP file to specify an item (not within an
itemset) that will be compared to other repeating form instances.

You can use multiple Iformmatch! elements. If all such elements match some existing
repeating form instance, then that form instance will be updated. If there is no match (or
no !formmatch! element) then a new repeating form instance will be created, as



Chapter 4 Using the InForm Data Import utility

illustrated in the following sample code:

FORMNOVISITNEWNOFORMNEW |

lcd!Site |

lcd!Patient|

Ivisitmatch!0.UnschVisit DOV.DOV.0.DOV.DOVIdtdatetime! |
Iformmatch!0.UnschVisit HH.DH.0.DURATIONGROUP.DURTAIONGROUP.YRD
URATION!dtstring! |
lformmatch!0.UnschVisit HH.DH.0. DURATIONGROUP.DURTAIONGROUP.MTH
DURATION!dtstring! |

0.UnschVisit. HH.DH.0.previousgroup.previousgroup! DTSTRING! |

e When you create a repeating form, include regular items instead of itemsets to uniquely
identify the form. If you cannot uniquely identify the form, then you can enter data only
once to the form, and the next data entry will go to a new form instance.
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Importing a data and map file

Creating a data and map file

The data and map file that used in the direct import method must be a text file. You can use any
text editor that creates plain text files to create it, or develop a conversion tool that automatically
formats your raw data.

You can direct the data in the file to target controls on more than one CRF; however, you must
use separate files for each itemset into which you are importing rows of data, and data that you
import into CRF itemsets must be in a separate file from data that you import into regular CRF
items.

The import file must have the following characteristics.

e Bach import row must include either of the following:
e A field that specifies the patient number and initials in the following format:
patient_number (patient_initials)

If it is possible that more than one patient could have the same patient number and
initials, you must also include a field for the site mnemonic of the patient.

e The database ID of the patient.
e All import fields must be separated by a pipe character ( | ).
e Do not include double quotation marks (") in the data file.

Additionally, some types of data must be presented in specific ways. The following sections
describe how to set up the following fields and controls for import:

e Date fields (on page 15).

e Time fields (on page 16).

e DateTime fields (on page 10).

e Nested Controls (on page 10).

e Checkboxes and multiple-selection drop-down lists (on page 10).
e Units (on page 106).

e [Item comments (on page 17).

Date fields

Dates must consist of three fields in month | day | year format, using a 4-digit year. Observe these
formatting considerations:

e If a date is missing a component, include a null field, as in the following example:

month| |year
e Ifacomponent of a date is unknown, use the keyword UNK, as in the following example:

monthUNK|]year

InForm 4.6 SP3 15
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Time fields

Times must consist of three fields in hour | minute | second format, using a 24-hour clock.
Observe these formatting considerations:

e If a time is missing a component, include a null field, as in the following example:

hour |minute|

e If a component of a time is unknown, use the keyword UNK, as in the following example:
hour | UNK]UNK

DateTime fields

Dates and times must consist of six fields in month | day | year | hour | minute | second format,
using a 4-digit year and a 24-hour clock. Observe these formatting considerations:

e If a datetime data item is missing a component, include a null field.

e Ifacomponent of a datetime item is unknown, use the keyword UNK.
Example:

PF]001 (CJB)|Sep|23]1975]1]1]215210]LABDATA|Clinical Chemistry:|AG
Ratio|XGR|Nov]UNK]1998]0.8-2]2-0INIT1

PF]001 (CJB)|Sep|23]1975]1]1[215210]LABDATA|Clinical

Chemistry: |ALAT(SGPT) | XGP | Nov |UNK | 1998 ] 0-48 | U/L |42 N |

PF]001 (CJB)|Sep|23]1975]1]1]215210]LABDATA[Clinical

Chemistry: |Albumin | XAL [Nov |UNK]1998|3.2-5]G/DL|4.3|N] ||

PF]001 (CJIB)|Sep|23]1975]1]1]215210]|LABDATA|Clinical Chemistry:|Alkaline
Phosphatase | XLK|Nov |UNK]1998]20-125]U/L|63|N] 11

Nested Controls

Nested controls must consist of a field for each control separated by a pipe character ( | ). Only
one of these fields will contain information for each row of data.

Example:
PFJ001 (CJB)|Sep|23]1975]1]1]215210]LABDATA|hematology]| ]|

PF]001 (CJB)|Sep|23]1975]1]1]215210|LABDATA] Jurinalysis|]|
PF]001 (CJB)|Sep|23]1975]1]1]215210]LABDATA] | |toxicology]|

Checkboxes and multiple-selection drop-down lists

Checkboxes and multiple-selection drop-down lists must consist of a field with a list of zero or
more controls separated by a comma.

Example:

PF]001 (CJB)|Sep|23|1975]LABDATA|Sinus Tachycardia, Premature Ectopic
Junctional Beats, Sinus Bradycardia, Premature Ectopic Atrial Beats]|

Units
A ftield that contains units must immediately follow the value that it describes.

The example shows weight in pounds. The number value of the weight (177) is contained in one
field, and the unit value (pounds) is contained in the following field.

PF]001 (CJB)|Sep|23]1975]70]in]177]1b]
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Item comments

Item comments must consist of a field that contains the text comment for the item.
Example:

PF]001 (CJB)|Sep]23]|1975]70]|177|weight measured with shoes and socks

Specifying and editing map files
To import a data file, do one of the following:
e Specify an existing map file.
e Define a map file.

To specify and edit an existing import map file:

1  Select Start > Programs > Phase Forward > InForm 4.6 > InForm Data Import.

The InForm Data Import main window appears.

[ig InForm Data Import o [m] B

—Select an input file farmat;

™ MedhL file
% |nForm Data and Map files

" AutoCode Import file

Trial name:  |[SENE j

InFarm Data Impaort processes clinical data input files and loads the data inta the InFarm databaze.

Help | E xit ¢ Back MNest > Start

2 Select InForm Data and Map files.

3 In the Trial Name field, type or select the name of the trial into which to import the files.
4 Click Next.
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&8 InForm Data Import !EI

Select an input file farmat;

" MedhL file

& inFormn Data and Map files

Trial name: o205 j

InFarm Data Import processes clinical data input files and loads the data inka the InFarm database.

Help | E xit o Back Hewt > et

5 Type the file name of the data file to import.

6 Type the file name of the map file to import.

Note: After you enter a file name and open the map file editor, the file is created,
regardless of whether you click Start or Stop. This file is stored in the same location
from which pfimport.exe was opened.

7  Click Edit Map File.

To create or edit a map file:

e Specify whether the data is targeted for CRF items or CRF itemsets. For more
information, see Specifying a submission type (on page 19).

e  Specify the input field type. For more information, see Specifying an input field type
(on page 20).

e Specify the definition of each map file, one field at a time. For more information, see
Building an item path (on page 21).

e Indicate whether the data contains multiple selection items. For more information, see
Indicating data contains multiple selection items (on page 23).

e  Specify the data type. For more information, see Specifying a data type (on page 24).

e Specify mappings between the values in your import file and the values defined for the
target data fields in the InForm database. For more information, see Mapping strings
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and child controls (on page 25).
e Save the map file. For more information, see Saving the map file (on page 31).

After you have saved the map file, exit the map file editor to return to the InForm Data
Import window to import the data and map file. For more information, see Running the
import using the data and map import file (on page 29).

Specifying a submission type

InForm 4.6 SP3

Use the Submission Type window to specify a submission type for the import file.

Submission Type E |

Subrnizsion i3 for:
& Foim
™ llemset

¥ Update Missing Status Following Import
[T Disaliows New Repeating Visit Instances
Feason String

s |

To specify a submission type:

1

Select one of the following options:
e Form—If all of the data in the import file is targeted for regular CRF items.

e Itemset—If all of the data in the import file is targeted for CRF itemsets. Optionally, to
specify that you want to import only data that updates existing itemsets, sclect Disallow
New Itemset Rows.

If you want to automatically update the traffic lights on a form when the import is complete
and the trial is restarted, select Update Missing Status Following Import.

If you want to import data that only updates existing unscheduled visits, select Disallow New
Repeating Visit Instances.

In the Reason String ficld, type the text that should appear in the Reason for Change section
on the Data Value(s) screen if data is updated in the data load. The default reason is Lab
Import.

Click Continue.

The Field Definition dialog box appears. Follow the procedure in Specifying an input field
type (on page 20) to define map fields.
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Specifying an input field type

Use the Field Definition dialog to define each map field one at a time. Each map field
corresponds to a data item in the import file.

Field Definition - Field 8 of 13

Sample Data; |U4|1 712000

@ |nFom tem Path: ID.ViSiH LaB.LAB LAB DATEOFTEST. STARTDATE Build Path |
[~ Comma separates multiple-values

[ Match Itemset instance: with this figld

" Patient Field - Number (Initals)

¢ Site Mnemonic Field
™ lgnore This Field

" Unit Syrbol for previous fisld MapStlingsl

" Comment Field for previous field

[~ Match Repeating visit instance with this fisld

Data Type
’V Sting | Integer | Float || Date Time | DateTimel

<Back | Mews | Finish | Insert Fieid | Delete Field | Cancel |

In the Field Definition dialog box, select one of the following field types:

¢ InForm Item Path—Contains data that is targeted to a data item on a CRF. When you
select this option, you must provide additional information about the import field. For more
information, see Building an item path (on page 21).

e Patient Field — Number (Initials)—Contains patient identification information in either
patient_number (patient_initials) format or in the form of a patient database ID. If your
import data identifies each patient by the patient database ID, select the Field Contains Known
Patient ID checkbox.

When you select this option, the definition of the map field is complete, and you can move
to another map field definition or save the map file and exit the map file editor. For more
information, see Navigating the map file (on page 27).

e Site Mnemonic Field—Contains the mnemonic of the site where the patient is enrolled.
When you select this option, the definition of the map field is complete, and you can move
to another map field definition or save the map file and exit the map file editor. For more
information, see Navigating the map file (on page 27).

e Ignore This Field—Indicates that you do not want the field to be imported. When you
select this option, the definition of the map field is complete, and you can move to another
map field definition or save the map file and exit the map file editor. For more information,
see Navigating the map file (on page 27).

¢ Unit Symbol for previous field—Contains the symbol for the units that apply to the
previous field in the import and map files. The symbol of a unit is the text that identifies the
unit on the CRF, as defined in the SYMBOL attribute of the UNIT definition in the
appropriate XML file. When you select this option, the definition of the map field is
complete, and you can move to another map field definition or save the map file and exit the
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map file editor. For more information, see Navigating the map file (on page 27).

e Comment Field for previous field—Contains the comment text that is associated with a
form or itemset. When you select this option, the definition of the map field is complete,
and you can move to another map field definition or save the map file and exit the map file
editor. For more information, see Navigating the map file (on page 27).

Building an item path

If you selected InForm Item Path as the item type, you must specify the RefName path for the
target CRF data item for the field in the import file.

To build an item path, select each RefName from the drop-down lists in the Build Path from
Database dialog, or type the path in the InForm Item Path text box.

Using the Build Path from Database dialog box

To specify an item path, click Build Path. The Build Path from Database dialog appears.

o o e v~ |
Wisit Form Section Itemset Item
| H] 4 | L 4] k|
Control Child 1 Child 2 Child 3 Child 4

] E| 7 B | Bl E| I £
ITI Cancell

To build an item path:

1 From the Visit drop-down list, select the RefName of the target visit.

2 From the Form drop-down list, select the RefName of the target CRF.

3 From the Section drop-down list, select the RefName of the target section.
4

Optionally, from the ltemset drop-down list, select the itemset RefName to load the import
data into an itemset.

5 From the Item drop-down list, select the RefName of the target item.

Note: You must create a separate map field definition for each item in an itemset.

6  From the Control and Child Control drop-down lists, select the RefName of the target group
and child controls.

7  Click OK.
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Entering an item path explicitly

To specify an item path, use the following item path:

O.Visit.Form.Section. ltemset. Item[.control[.control..]]
Each component of the item path is the RefName used to define an element:

0—Indicates the current patient.
Visit—RefName of the visit, as specified in the XML file that contains the visit definition.

Form—RefName of the CRF or other form, as specified in the XML file that contains the
form definition.

Section—RefName of the section, as specified in the XML file that contains the section
definition.

Itemset—RefName of the itemset, as specified in the XML file that contains the itemset
definition. If the import data for which you are creating a map field definition is a regular
CREF item, not an itemset, type 0.

Item—RefName of the item, as specified in the XML file that contains the item definition.
Create a separate map field for each item in an itemset.

Control—RefName of the control, as specified in the XML file that contains the control
definition. To access an element of a group control, refer to each parent control in which the
child element is nested. For example, to address one of two text controls within a group
control, type the RefName of the group control followed by the RefName of the text
control, and separate the names with periods, as follows:
GroupControlRefName.TextControlRefName.

Examples

This example shows the item path for the TEMPTEXT field in the TEMPTEXT item in the
VS section of the VSL form in a visit called VISIT1. Note the substitution of 0 for the
Itemset RefName.

O.Visitl.VSL.VS.O.TEMPTEXT.TEMPTEXT

The online control appears as follows:

Temperature:; OV oF O e

This example shows the item path for an item in an itemset. The control is a date control
called ONSETDATE, in the ONSETDATE item of the SS2GROUP itemset in the
SECTION2 section of the SS form in VISIT1.

0.Visitl.SS.SECTION2.SS2GROUP.ONSETDATE .ONSETDATE
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The online control appears as follows:

Onset Date

Y

Onset Stop
Date Date

Sign/Symptom Severity | Action |Outcome

headache 2/4/1999 | 2/6/1999 | Mild MNone Resolved

This example shows the item path for a text control nested within the VIEW radio control
item in the CHESTXRAY section of the ECG form in VISIT1. The item is identified by the
VIEW RefName; the radio control is identified by VIEWRADIO, and the text control is
identified by OTHERTEXT.

0.Visitl_ECG.CHESTXRAY.O.VIEW.VIEWRADIO.OTHERTEXT

The online control appears as follows:

View: ¢ PASLateral
O AP
¢ Other:

QO

Indicating that data contains multiple selection items

InForm 4.6 SP3

To import data to a multiple-selection control, a checkbox group, or a multiple-selection drop-
down list:

1

In the import file, include all applicable selections in a single field. Separate each selection
with a pipe (]).

For example, if you want the cigarettes and cigars checkboxes to be selected in a list
containing cigarettes, cigars, and Not Done, and the values defined for those selections are
“cigarettes,” “cigars,” and “ND,” the import file should contain a field with the following
value:

|cigarettes,cigars]|

Define a map field as an InForm Item Path field that references the parent control for the
checkboxes or the drop-down list.

In the Field Definition dialog, select the Comma Separates Multiple Values checkbox.
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Checking for duplicate information within itemsets

The InForm Data Import utility can determine whether data already exists in the database by
comparing the data itemset in which you are mapping to existing itemsets in the database.

To use this feature, in the Field Definition dialog, select Match Itemset instance with this field for
each control.

For example, if you are importing lab information and the patient name, the data, and the type of
test match data are already in the database, this might indicate that the data is a duplicate. The
InForm Data Import utility recognizes this as duplicate data and does not add a second instance
of the data in the database.

1 In the Submission Type window, select Itemset, then click Continue.
The Field Definition window appears.

2 Select the Item Path for the data object you want to match.

3 Seclect Match Itemset instance with this field.

4 Repeat these steps for any other data items you want to compare.

Importing information into an unscheduled visit

24

To import information into an unscheduled visit:
1 In the Submission Type window, select Itemset.
2 Click Continue.
The Field Definition window appears.
3 Select the Item Path for the date of visit with which you want to match a repeating visit.
4 Select Match Repeating visit instance with this field.

Repeat these steps for any other unscheduled visits to import.
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Specifying a data type

You must specify a data type for each import field definition that you create as an InForm Item
Path field.

To specify the data type of an import field:
e  Click the appropriate button in the Data Type group.
The InForm Data Import utility issues an error if any of the following exist:

e Aninvalid integer field. An invalid integer field cannot be fully converted to an integer
value. For example, 123§ is an invalid integer field.

e A string identified as a floating number that does not meet the specification for the CRF
control for allowed number of digits before and after the decimal point.

e A string identified as a text control that is not within the defined size range for the CRF
text control.

Mapping strings and child controls

Use the InForm Data Import utility to map field values in your import file to the database
definitions of CRF controls, which have predefined values. Additionally, the mapping feature

generates mappings in compound controls between individual child controls and their database
ID paths.

Mapping strings

When the target of an input data field is a control for which an online user selects a predefined
value, the value of the import field must be the same as the value of the selected control as
defined in the database. These values are case-sensitive.

If your import file does not match the defined database values, you can convert your file to
match them.

Alternatively, you can use the string mapping feature of the InForm Data Import utility to
specify mappings between the values in your import file and the values defined for the target
data fields in the InForm database.

To use this feature while creating the definition of a map file field:

1 In the Field Definition dialog box, click Map Strings.
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The String Map dialog box appears.

Stiing Map | X |

Map To: |

Currently Mapped Shings:

Delete I Generate Child Control Mapphgsl

2 In the top field, type a possible value of the control as it appears in the import file.

3 In the next field, type the value of the control as it is defined in the database. This definition
is specified, generally with a VALUE attribute, in the XML file that is used to load form and
data item definitions into the database.

4 Click Map To. The utility transfers the pair of values to the Currently Mapped Strings ficld. For
example, if you typed Yes as a value that appears in your file and Y as the defined control
value, the Currently Mapped Strings ficld shows the mapping as Yes maps t0 Y.

5 Repeat the mapping definition for each possible combination of values that the field can
have in your import file and in the database definition of the control.

6 Click Update Map.

Mapping child controls

When the target control is nested within another control (for example, a field within a list of
radio buttons), you must create separate map fields for the group control and for each child
control within the group. Similarly, your import file must contain fields for the group control and
for each possible child control selection.

To assign a specific value to the group control selection, the InForm Data Import utility maps
child control names to their database ID paths.

To generate child control mappings for a group control map field:

1 In the Field Definition dialog box, click Map Strings.
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The String Map dialog box appears.
2 Click Generate Child Control Mappings.

The Currently Mapped Strings ficld shows the mappings between child control RefNames and
their database IDs. In the import file field that corresponds to the map field that defines the
group control, type the child control RefName for which you are providing data.

3 Click Update Map.

|
Map To |

Currently Mapped Stings:

CCPULLDOWN maps to Ipl0.135811. 2377, 2375.2374.2350.2349.2341
HTPULLDOWN maps to |pfl0. 1958112377 2575.2374.2350.2343. 2343
TESTTEXT maps to |pfl0.195811.2377.2375.2374.2350.2349.2335
URPULLDOWM maps to |pf0.195811.2377.2375.2374. 2360.2349.2345

Delete | Update Map |

Navigating the map file

As you create the fields in a map file, the field definitions are strung together in a sequence in
which you can move back and forth.

Use the control buttons at the bottom of the Field Definition dialog box to do the following:
e To view a field that occurs eatlier in the map file, click Back.
e To view a field that occurs later in the map file, click Next.

e To create a new field definition, advance to the last field in the map file and click Create Next.

Note: You cannot navigate away from the field until you create or delete the new field
definition by clicking Finish or Delete.
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Inserting or deleting an import field

To insert or delete an import field definition in the map:
1 In the InForm Data Import dialog, in the Field Map File field, type the name of the file.
2 Click Edit Map File.

3 Click Insert Field.

Note: The InForm Data Import utility inserts the new field definition immediately before
the field that is displayed.

The InForm Data Import utility clears the data entry fields on the Field Definition dialog.
4 Type the definition for the new field.
5  Click Next, Back, or Finish, as appropriate.

The InForm Data Import utility inserts the new field definition immediately before the field
that was displayed when you clicked Insert.

6 To save the map definition, click Finish.

Note: You cannot navigate away from the field until you create or delete the new field
definition by clicking Finish or Delete Field.

To delete an import field definition:
1  Click Next or Back to find the field definition to delete.
2 Click Delete Field.

3 To save the map definition, click Finish.

Note: If you change the definitions in a map file and click Cancel (instead of Finish), the
InForm Data Import utility saves an empty map file with the path and filename that you
specified in the Map field.

Checking the map against the import file

Use the InForm Data Import map file editor to review the map field definitions against the
actual import data that you will be processing.

To check the map file against the first line of the import file:

1 In the InForm Data Import dialog, in the Map field, type the name of the map file to check,
or click Browse and locate the file.

In the Data field, type the name of the import file, or click Browse.
Click Edit Map File.

In the Submission Type window, click Continue.

(SR L \)

In the Field Definition dialog, navigate through the field definitions and compare the

28 InForm 4.6 SP3



InForm Utilities Guide

definition of each file with the data that appears in the Sample Data field.

Running the import using the data and map import file

When your map definition is complete and the import file and map file are synchronized, you
can import data.

Note: To import data into the database, the server must be running before you start the
InForm Data Import. To see the effect of imported data on the patient status icons, you must
stop and restart the server after importing.

To import InForm data and map files into the InForm database:

1 Double-click the PFImport.exe file located in the \bin directory of the InForm installation.

The InForm Data Import appears.

[ig InForm Data Import . o [m] B

—Select an input file farmat;

™ MedhL file
% |nForm Data and Map files

" AutoCode Import file

Trial narme:

InFarm Data Impaort processes clinical data input files and loads the data inta the InFarm databaze.

Help | E xit ¢ Back MNest > Start

2 Select InForm Data and Map files.

3 In the Trial Name field, select or type the name of the trial into which you want to import the
InForm data and map files.

4 Click Next.

5 In the Data field, type the full path name of the data file you want to import, or click Browse.
6 In the Map field, type the full path name of the map file you want to import, or click Browse.

7 To create or edit the map file, click Edit Map File. For more information, see Specifying and
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editing map files (on page 17).
8  Select Next.

A dialog appears and requests your InForm name and password.

S InForm Data Import !EI

Specify your InForm uzer name and paszword:
I amne: I j

Pazsword: I

Help | E xit < Back e Sibart

9 In the Name field, type the name of an InForm user who has the appropriate rights for the
data you are importing:

To import data that matches this InForm  User needs these rights

system activity
Add patient clinical data Enter Data into a CRF

Update patient clinical data Edit Data on a CRF

10 In the Password ficld, type the user password, then click Next.
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The Summary window appears.

LI |

fi§ InForm Data Import _ [} II

— Progresz;

Dutput windom: [ Stop on Emor [T Yerbose

[~ Usze cutput file: j Browse. .. |

To ztart data import, click Start. Ta cancel import in progress, click Stop.

Help | E it < Back | i[5 Start

11
12 Optionally, select any of the following:
e Stop on Error—To instruct the InForm Data Import to stop if it encounters an error.

e Verbose—To instruct the InForm Data Import to generate detailed messages as it
processes the file.

e Use output file—Specify the filename to save the output file as a text file.
13 Click start.

The InForm Data Import processes the import file, writes messages to the message area and
the output file, if specified, and adds or updates data in the database.

14 Close the InForm Data Import. To view the data that you imported, you must stop and
restart the trial.

Saving the map file

To save the map definitions in the specified file:

1 In the Field Map File field, click Finish.

Note: If you change definitions in a map file and click Cancel (instead of Finish), an empty
map file is saved with the path and filename you specified in the Map field.
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Checking the error file

As the InForm Data Import utility processes the import file, it creates an error file if it is unable

to import any of the import file rows.

To check the error file:

1 Open the output file with the filename that you specified, in the directory that you specified.

Note: If you did not specify a directory and filename for the output file, the error file is
saved in the same directory in which the InForm Data Import utility executable,
PFImport.exe, is stored. After the import is complete, check for the presence of an ERR

file and review the file for errors.
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Importing an XML file

To import an XML file:

1 Create an XML file that contains the patient data to add or update. For more information,
see Creating an XML file for data import (on page 33).

2 Run the import with the MedML file option. For more information, see Running the
Import using the XML import file (on page 49).

XML import files

The import file for the MedML file option is an XML file that contains elements that specify the
type of processing to perform during the import and the destinations and values of the import
data. The file can contain tags for the following types of import actions:

e Screening and enrolling a patient.

e Adding new patient data.

e Updating existing patient data.

e Transferring a patient from one site to another.

To create the import file, use any text editor that creates plain text files. For more information,

see Appendix A: Sample Data Import XML (on page 129).

Creating an XML file for data import

InForm 4.6 SP3

To create an XML file for data imports:

1 Create a first line that contains the XML version number. The version string must be lower
case:

<?xml version=""1.0"7?>

2 Add an opening and closing element that tells the InForm Data Import utility what type of
processing to perform:

<CLINICALDATA>
</CLINICALDATA>

3 Between the opening and closing elements, add opening and closing elements for each
activity for the InForm Data Import utility to perform. Use one set of activity elements for
each patient for whom to import data. For example, to import screening data for a new
patient, use the following elements:

<SCREEN>
</SCREEN>

4 In the opening element for the import activity, add the attributes required for that activity
type, and any optional attributes. For example, the SCREEN element requires a
SITEMNEMONIC or SITENAME attribute to specify the patient site by mnemonic or by
name. If the patient site mnemonic is PF, you would insert the SITEMNEMONIC element
as follows:
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<SCREEN SITEMNEMONIC="PF”>

Note: If you are using the InForm Data Import utility to transfer patient records between
sites, go to the final step. A patient record transfer import file does not use the DATA
element.

Between the opening and closing elements that specify the import activity, insert a DATA
element for each form control:

<DATA/>
The DATA tag has the following required attributes:

e TAG—A database path that identifies the target data item control, and that is made up
of RefNames in the following order:

Section.Itemset.Item[.control|.control...]]

e Section—RefName of the section, as specified in the XML file that contains the section
definition.

e Itemset—RefName of the itemset, as specified in the XML file that contains the
itemset definition. If the target data item is a regular CRF item, not an itemset, type 0.

e Item—RefName of the item, as specified in the XML file that contains the item
definition. Create a separate DATA element for each item in an itemset.

e Control—RefName of the control, as specified in the XML file that contains the
control definition. To access an element of a group control, refer to each parent control
in which the child element is nested. For example, to address one of two text controls
within a group control, type the RefName of the group control followed by the
RefName of the text control, and separate the names with periods, as follows:

GroupControlRefName.TextControlRefName.
e One of the following;:

e VALUE—The value of the data to import into the control. Enclose the value in
double quotes.

Note: Because double quotes are used to delimit the value of an attribute,
you can not include double quotes as part of the value text. If you need to
include double quotes as part of the value text, use the XML entity
reference &quot:.

e CHILDSELECTED—The RefName of the selected child control, if the child
control is nested within a compound control. For example, use the
CHILDSELECTED attribute to indicate which radio control to select if the radio
control includes two drop-down lists.

e MONTH, DAY, YEAR, HOUR, MINUTE, SECOND—The value of each
applicable part of a datetime control.

e  UNIT—Unit type of the selected control, when a unit definition is part of the
target control.

¢ COMMENT—The text of an item-level comment.

e REASONINCOMPLETE —The reason the item is incomplete. When you specify
this attribute, do not include a VALUE or any datetime control attributes in the
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DATA tag,.

e NOMULTIVALUE—Indicates that a data value containing a comma () is a single
value. Without this attribute, only the data preceding a comma is stored as a value.
Data that occurs after a comma is assumed to be a separate value in a multi-value

DATA tag.

For existing patient data only:

e CLEARVALUE—Clears the existing value for the specified control. Available
options are TRUE or FALSE.

7  Save the file.

Examples

InForm 4.6 SP3

The following example shows a DATA element that is used to import the initials of patient AAA
in the PF site to the patientinitials field in the screening form:

<SCREEN SITEMNEMONIC="PF*">
<DATA TAG="screen.O.patientinitials.patientinitials”
VALUE="AAA"/>

</SCREEN>

The following example shows the use of the CHILDSELECTED attribute of the DATA
element to indicate that, in the RACE radio control, the RACEPULLDOWN radio button is
being selected. The second DATA element gives the selected value within the drop-down list.

<PATIENTDATA PATIENTINITIALS="AAA” SITEMNEMONIC="PF”

FORMSETREFNAME=""Visitl” FORMREFNAME="DEM’” COMMENT>
<DATA TAG=""DEM.0.RACE.RACEGROUP”
CHILDSELECTED="RACEPULLDOWN”’/>
<DATA TAG=""DEM.0.RACE.RACEGROUP .RACEPULLDOWN"
VALUE="Asian”/>

</PATIENTDATA>

The following example shows a DATA element used to specify a date to be imported into an
enrollment form:

<ENROLL PATIENTINITIALS="AAA” SITEMNEMONIC="PF”
PATIENTNUMBER=""BK1” ENROLL="TRUE>
<DATA TAG="consent.0.consentdate.date”
MONTH=""1" DAY="6" YEAR=""1999”/>
</ENROLL>

The following example shows the use of the UNIT attribute to specify that the unit in which
height is being measured is inches.

<PATIENTDATA PATIENTINITIALS="AAA” SITEMNEMONIC="PF”
FORMSETREFNAME="Visitl” FORMREFNAME="DEM”>

<DATA TAG="DEM_O_HEIGHT _HEIGHTTEXT”

VALUE="67" UNIT="Inches”/>
</PATIENTDATA>

The following example shows the use of the NOMULTIVALUE attribute to specify that a data
value containing a comma (,) is a single value.

<PATIENTDATA PATIENTINITIALS="AAA” SITEMNEMONIC="PF”
FORMSETREFNAME="Visitl” FORMREFNAME=""DEM”>

<DATA TAG="DEM_O_HEIGHT.1D”

VALUE="67,11” NOMULTIVALUE="""/>
</PATIENTDATA>
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Screening

To import screening data for a patient at a site, use the SCREEN element with the following
required attribute:

Attribute Definition

SITEMNEMONIC Specifies the mnemonic of the site at which the patient is being
screened. Either SITEMNEMONIC or SITENAME is required.

Example

The following sample file illustrates the elements used to screen patient AAA at site PF.

<?xml version="1.0"?>
<CLINICALDATA>
<l-- Screen Patient -->
<SCREEN SITEMNEMONIC=""PF"'>
<DATA TAG="screen.O._patientinitials_patientinitials”
VALUE=""AAA"" />
<DATA TAG="screen.O.eligible_eligible™ VALUE="yes"/>
<DATA TAG="screen.0.datescreened.date’™ MONTH="1'" DAY="'6"
YEAR=""1999""/>
<DATA TAG="'screen.0.dob.dob'™ MONTH="11" DAY="11"
YEAR=""1959""/>
</SCREEN>
</CLINICALDATA>

Enrolling

To import enrollment data for a patient at a site, use the ENROLL element with the following
required attributes:

Attribute Definition

PATIENTINITIALS Specifies the initials of the patient that is being enrolled.

SITEMNEMONIC Specifies the mnemonic of the site at which the patient is being
screened. Either SITEMNEMONIC or SITENAME is required.

DUPLICATEORDER Number that specifies the order in which patients who have the
same patient initials and were enrolled in the same site were
screened.

PATIENTNUMBER Specifies the patient number of the patient being enrolled.

ENROLL TRUE or FALSE, indicating whether to enroll the patient.

Example 1

The following example illustrates the elements used to enroll patient XYZ at site PF. This
example assumes that patient XYZ has previously been screened.

<?xml version="1.0"?>
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<CLINICALDATA>

<I-- Screen Patient -->

<SCREEN SITEMNEMONIC=""PF'">

<DATA TAG="'screen.O.patientinitials_patientinitials"™ VALUE="XYZ"/>
<DATA TAG="'screen.O.eligible.eligible" VALUE="yes"/>

<DATA TAG="'screen.O.datescreened.date’™ MONTH="1" DAY="6" YEAR='"1999"/>
<DATA TAG="'screen.0.dob.dob™ MONTH="11" DAY="11"" YEAR="1959"/>
</SCREEN>

<Il-- Enroll Patient -->

<ENROLL PATIENTINITIALS="XYZ" SITEMNEMONIC="PF'" PATIENTNUMBER=""BK-XYZ"
ENROLL="TRUE"">

<DATA TAG="consent.0.consentdate.date'™ MONTH="1" DAY="6" YEAR='1999"/>
<DATA TAG="consent.0.patientnumber. patlentnumber VALUE="28"/>

<DATA TAG="inclusion.0.age_inc.yesno’ VALUE "1"/>

<DATA TAG=""inclusion.0O._hyper_inc.yesno" VALUE="1"/>

<DATA TAG=""inclusion.O.understand_inc.yesno" VALUE="1"/>

<DATA TAG=""inclusion.0O.agree_inc.yesno" VALUE="1"/>

<DATA TAG="exclusion.0O.secondary_ex.yesno" VALUE="0"/>

<DATA TAG=""exclusion.O.malignant_ex.yesno" VALUE="0"/>

<DATA TAG="exclusion.O.allergyhistory_ex.yesno" VALUE="0"/>

<DATA TAG=""exclusion.O.myocardial_ex.yesno' VALUE="0"/>

<DATA TAG="exclusion.O.monitor_ex.yesno" VALUE="0"/>

</ENROLL>

</CLINICALDATA>

Example 2

The following example illustrates the use of the DUPLICATEORDER attribute to specify the
order in which patients with duplicate patient initials should be enrolled. Patients John R. Doe
and Jane R. Doe (JRD) are screened at site PF; first John, then Jane.

<!-- This is John R. Doe-->

<ENROLL PATIENTINITIALS="JRD” SITEMNEMONIC="PF” DUPLICATEORDER="1"
PATIENTNUMBER="BK-JRD”” ENROLL=""TRUE”>

</ENROLL>

<!-- This is Jane R. Doe-->

<ENROLL PATIENTINITIALS="JRD” SITEMNEMONIC="PF” DUPLICATEORDER="2"

PATIENTNUMBER="BK-JRD”> ENROLL="TRUE">
</ENROLL>

Adding new patient clinical data

To add new clinical data to an existing patient at a site, use the PATIENTDATA element with
the following attributes:

Attribute Definition

PATIENTINITIALS Specifies the initials of the patient that is being enrolled. Either
PATIENTINITIALS or PATIENTNUMBER is required.

PATIENTNUMBER Specifies the patient number of the patient being enrolled.
Either PATIENTINITIALS or PATIENTNUMBER is
required.

SITEMNEMONIC Specifies the mnemonic of the site at which the patient is

being screened. Either SITEMNEMONIC or SITENAME is
required. Either SITEMNEMONIC or SITENAME is
required.
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Attribute Definition

SITENAME Specifies the name of the site at which the patient is enrolled.
Either SITEMNEMONIC or SITENAME is required.

FORMSETREFNAME Specifies the RefName of the visit to which you are importing
data.

FORMSETINDEX Indicates to which visit instance to add the data. Either
FORMSETINDEX or FORMSETINDEXORDER is
required.

FORMSETINDEXORDER Indicates to which visit instance to add the data. Either
FORMSETINDEX or FORMSETINDEXORDER is
required.

FORMREFNAME Specifies the RefName of the CRF to which you are importing
data.

REASONINCOMPLETE This attribute may apply to either the form or item level. The

value is one of the values in the radio group control. This
attribute will be ignored if the form or item is complete.

To add an incompletion reason at the form level, do not
include a DATA tag in the PATIENTDATA group.

FORMINDEX (Optional) If not present, then a new repeating form instance
will be created (if FORMREFNAME is a repeating form). If
present, the value indicates to which form instance the new

data will be added.

ASSOCIATION Creates or deletes an association instance.

Adding data to an itemset

To add data to an itemset on a form, use the following additional attributes:

Attribute Definition

SECTIONNAME Specifies the RefName of the section in which the itemset
occurs. Either SECTIONNAME or SECTIONID is required.

SECTIONID Specifies the ID of the section in which the itemset occurs.
Either SECTIONNAME or SECTIONID is required.

ITEMSETNAME Specifies the RefName of the itemset definition.
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Attribute Definition

ITEMSETINDEX Number of the itemset line to update. If the
ITEMSETINDEX section is blank or has a value of 0, the
InForm Data Import utility adds a new itemset line. If
ITEMSETINDEX is a number other than 0, the InForm Data
Import utility updates the specified line. Note that existing
itemset data is not changed, but missing data is filled in. For
more information, see Example 2: Creating an itemset row
(on page 41).

Adding data to an unscheduled visit

To add data to an unscheduled visit, use the following additional attributes:

Attribute Definition

NEWUNSCHEDVISIT Indicates whether the data is being added to a new unscheduled
visit. Values are TRUE or FALSE (the default). Use this
attribute on the Visit Date form, a predefined form with the
FORMREFNAME of DOV. For more information, see
Example 3: Adding data to an unscheduled visit (on page
41).

FORMSETINDEX Number that specifies the unscheduled visit to which to add the
data. The number corresponds to the order in which the
unscheduled visit was added to the study.
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Importing autocoded data

When you use the InForm Data Import utility to import data that was exported using the
autocode feature of the InForm application and coded by an external coding application, the
InForm Data Import utility sets the following attribute to TRUE:

Attribute Definition

AUTOCODEIMPORT Indicates whether data has been exported using the autocode
feature of the InForm application and is being imported after
being coded by an external coding application.

A value of TRUE indicates that the InForm application must
determine whether signatures on the form that is receiving the
data must be invalidated. This determination is based on:

e Visibility of the coded data.

e Setting of the INVALIDATIONLEVEL attribute of the
SIGNCRF MedML tag that associates a form with a
signature group.

For more information, see the Se#ing Up a Trial with InForm
Architect and MedMIL Guide.

Adding a comment

You can add a comment to an item, an item within an itemset, or a form by using the
COMMENT attribute:

e To add a comment to an item, include the COMMENT attribute along with the text of the
comment in the DATA element.

e To add a comment to a form, include the COMMENT attribute along with the text of the
comment in a PATIENTDATA element that does not include SECTIONNAME and
ITEMSETNAME attributes.

Example 1: Adding data to a form

The following XML fragment shows elements used to add data to the DEM form for patient
AAA at site PF.

<?xml version="1.0"?>
<CLINICALDATA>
<PATIENTDATA
PATIENTINITIALS="VOL"™ SITEMNEMONIC=""PF"
FORMSETREFNAME=""Visitl"
FORMREFNAME=""DEM" COMMENT=This form was edited by Joe>
<DATA TAG=""DEM.O0.GENDER.GENDERRADIO" VALUE=""1"/>
<DATA TAG="DEM.O.DEMDOB.dob" MONTH='"2" DAY="14""
YEAR=""1961" COMMENT=As reported by patient/>
<DATA TAG=""DEM.0.RACE.RACEGROUP"
CHILDSELECTED=""RACETEXT"/>
<DATA TAG=""DEM.0.RACE.RACEGROUP.RACETEXT"
VALUE="African American'/>
<DATA TAG=""DEM.O.HEIGHT.HEIGHTTEXT" VALUE="67"
UNIT="Inches"/>
<DATA TAG=""DEM.O.WEIGHT.WEIGHTTEXT" VALUE="150""

InForm 4.6 SP3



InForm Utilities Guide

UNIT="Pound"/>

<DATA TAG="DEM.O.FRAME.FRAMEPULLDOWN" VALUE="1"/>

<DATA TAG="'SH.0.SMOKE.SMOKERADIO" VALUE="Y"/>

<DATA TAG=""SH.0.EVERSMOKED.SMOKERADIO" VALUE="N"/>

<DATA TAG="SH.O0.WHATSMOKED . SMOKECHECKBOX"*
VALUE=""cigarette,pipe'/>

<DATA TAG="SH.O0.HOWMUCHSMOKED . SMOKERADI102"
CHILDSELECTED=""NUMTEXT"/>

<DATA TAG="'SH.0.HOWMUCHSMOKED . SMOKERADI102 _.NUMTEXT""

VALUE="10"/>
<DATA TAG="'SH.0O.YRSSMOKED.SMOKERAD102"
VALUE=""NDElement'/>
</PATIENTDATA>
</CLINICALDATA>

Example 2: Creating an itemset row

The following XML fragment shows the elements used to create a new itemset row on the

Hypertension History form.

<PATIENTDATA
PATIENTINITIALS="AAA" SITEMNEMONIC="PF"
FORMSETREFNAME="Visitl™ FORMREFNAME=""HH"
SECTIONNAME=""PT"" ITEMSETNAME=""PT"">
<DATA TAG=""PT.PT.THERAPYTEXT.THERAPYTEXT"
VALUE=""aspirin"/>
<DATA TAG=""PT.PT.DOSAGETEXT.DOSAGETEXT"
VALUE="1 tablet'/>
</PATIENTDATA>

The following XML fragment shows the elements used to finish entering items for an existing

itemset on the Hypertension History form.

<PATIENTDATA
PATIENTINITIALS="AAA"™ SITEMNEMONIC=""PF"
FORMSETREFNAME="Visitl™ FORMREFNAME=""HH"

SECTIONNAME=""PT"" ITEMSETNAME=""PT" ITEMSETINDEX=

<DATA TAG="PT.PT.DOSEDATE.DOSEDATE"™ MONTH="12"
YEAR=""1998""/>
<DATA TAG="PT.PT.DISCPULLDOWN.DISCPULLDOWN""
VALUE="Not Effective'/>
</PATIENTDATA>

Example 3: Adding data to an unscheduled visit

nvs
DAY="23"

The following XML fragment shows the elements used to add data to the DOV form and Vital

Signs form in the first and second unscheduled visits containing those forms.

<?xml version="1.0"?>

<CLINICALDATA>

<I-- DOV form -->

<PATIENTDATA
PATIENTINITIALS="ABC" SITEMNEMONIC=""PF"
FORMSETREFNAME=""UnschVisit'"FORMREFNAME=""DOV""
NEWUNSCHEDVISIT="TRUE">
<DATA TAG="'DOV.0.DOV.DOV'"™ MONTH="2'" DAY="1"

YEAR=""1999""/>

</PATIENTDATA>

<I-- VitalSigns form -->

<PATIENTDATA

PATIENTINITIALS="ABC" SITEMNEMONIC="PF" FORMSETINDEX=""1"

FORMSETREFNAME="'"UnschVisit" FORMREFNAME="VS"'>

<DATA TAG="VS.0.DATEASSESS.COMMONDATE"™ MONTH="3"

YEAR="1999"/>
<DATA TAG="VS.O.WEIGHT.PFWT_TC" VALUE="150"
UNIT=""Pound"/>

<DATA TAG="VS.O.TEMPTEXT.TEMPTEXT" VALUE="98.7"

UNIT="Fahrenheit"/>

<DATA TAG="VS.0.BPREADING.BPREADINGGROUP.SYSTEXT"

VALUE="130"/>

<DATA TAG="VS.0.BPREADING.BPREADINGGROUP .DIASTEXT"
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VALUE="85""/>
</PATIENTDATA>
<l-- DOV form -->
<PATIENTDATA

PATIENTINITIALS=""ABC" SITEMNEMONIC="PF"
FORMSETREFNAME=""UnschVisit" FORMREFNAME="'DOV"
NEWUNSCHEDVISIT="TRUE">
<DATA TAG="DOV.0.DOV.DOV' MONTH="2'" DAY="2"
YEAR="'1999"" />
</PATIENTDATA>
<I-- VitalSigns form -->
<PATIENTDATA
PATIENTINITIALS=""ABC" SITEMNEMONIC="PF" FORMSETINDEX=""2""
FORMSETREFNAME=""UnschVisit"” FORMREFNAME="VS">
<DATA TAG="'VS.0.DATEASSESS.COMMONDATE" MONTH="'3"" DAY="'2"
YEAR="'1999"" />
<DATA TAG="VS.O.WEIGHT.PFWT_TC" VALUE="150"
UNIT=""Pound"/>
<DATA TAG="VS.O.TEMPTEXT.TEMPTEXT" VALUE="98.7"
UNIT="Fahrenheit"/>
<DATA TAG="'VS.0.BPREADING.BPREADINGGROUP.SYSTEXT"
VALUE=""130""/>
<DATA TAG="VS.0.BPREADING.BPREADINGGROUP .DIASTEXT"
VALUE="85"/>
</PATIENTDATA>

Example 4: Specifying REASONINCOMPLETE

The following XML fragment shows an addition to the Pulse Rhythm item on the Vital Signs
(VS) form.

<PATIENTDATA
PATIENTINITIALS="A3" SITEMNEMONIC="PF"
FORMSETREFNAME=""DV1" FORMREFNAME="'VS"
REASONOTHER=""test reason">
<DATA TAG="VS.0.PULSERHYTHM.PULSERHYTHMRADIO"
COMMENT=irregular REASONINCOMPLETE="NAElement"/>
</PATIENTDATA>

Example 5: Creating a new association instance

The following XML fragment shows the creation of a new association instance.

<PATIENTDATA
PATIENTINITIALS="pjb" SITEMNEMONIC="PF"
FORMSETREFNAME="Visit6" FORMREFNAME="VS"
FORMINDEX="2"
REASONPULLDOWN=""3"
<ASSOCIATION FORMSETREFNAME="Visitl” FORMREFNAME="DEM”
FORMINDEX="4"/>
</PATIENTDATA>

Updating existing patient clinical data

To modify existing clinical data for a patient at a site, use the EDITPATIENTDATA element
with the following attributes:

Attribute Definition

PATIENTINITIALS Specifies the initials of the patient that is being enrolled. Either
PATIENTINITIALS or PATIENTNUMBER is requitred.

42 InForm 4.6 SP3



InForm Utilities Guide

Attribute Definition

PATIENTNUMBER Specifies the patient number of the patient being enrolled.
Either PATIENTINITIALS or PATIENTNUMBER is
required.

SITEMNEMONIC Specifies the mnemonic of the site at which the patient is

being screened. Either SITEMNEMONIC or SITENAME is
required. Either SITEMNEMONIC or SITENAME is

required.

SITENAME Specifies the name of the site at which the patient is enrolled.
Either SITEMNEMONIC or SITENAME is required.

FORMSETREFNAME Specifies the RefName of the visit to which you are importing
data.

FORMREFNAME Specifies the RefName of the CRF to which you are importing
data.

REASONPULLDOWN Specifies the value of a predefined reason for change, as listed
in the Reason for Change drop-down list on the Data Value(s)
form.

REASONOTHER Specifies the text of a reason for change, as entered in the

Other Reason for Change field on the Data Value(s) form.

REASONINCOMPLETE This attribute may apply to either the form or item level. The
value is one of the values in the radio group control. This
attribute will be ignored if the form or item is complete.

CLEARCRF When true, indicates to ignore all following <Data Tags>.

FORMINDEX Required for repeating forms.

Indicates that a repeating form be updated. Value corresponds
to the form instance to update.

ASSOCIATION Creates or deletes an association instance.

ACTION ADD or REMOVE; adds or removes an association.

Editing data in an itemset

To edit data in an itemset on a form, use the following additional attributes:

Attribute Definition

SECTIONNAME Specifies the RefName of the section in which the itemset
occurs.
ITEMSETNAME Specifies the RefName of the itemset definition.
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Attribute Definition

ITEMSETINDEX Number of the itemset line to update. If the
ITEMSETINDEX section is blank or has a value of 0, the
InForm Data Import utility adds a new itemset line. If
ITEMSETINDEX is a number other than 0, the InForm Data
Import utility updates the specified line. Note that existing
itemset data is not changed, but missing data is filled in. For
more information, see Example 2: Creating an itemset row
(on page 41).

Example: Modifying an itemset row

The following XML file fragment shows a modification to the fifth row of itemset data on the
Adverse Event (AE) form.
<EDITPATIENTDATA

PATIENTINITIALS="EDT" SITEMNEMONIC="PF"

FORMSETREFNAME=""CommonCRF" FORMREFNAME=""AE"’

SECTIONNAME=""AE" ITEMSETNAME=""AE"

ITEMSETINDEX="5" REASONOTHER="additional description'>

<DATA TAG="AE.AE.AEDESC.AEDESCTEXT"

VALUE="Temp spike'/>

</EDITPATIENTDATA>

Updating autocoded data

When you use the InForm Data Import utility to update data that was exported using the
autocode feature of the InForm application and coded by an external coding application, the
InForm Data Import utility sets the following attribute to TRUE:

Attribute Definition

AUTOCODEIMPORT Indicates whether data has been exported using the autocode
feature of the InForm application and is being imported after
being coded by an external coding application.

A value of TRUE indicates that the InForm application must
determine whether signatures on the form that is receiving the
data must be invalidated. This determination is based on:

e Visibility of the coded data.

e Setting of the INVALIDATIONLEVEL attribute of the
SIGNCRF MedML tag that associates a form with a
signature group.

For more information, see the Seting Up a Trial with InForm
Architect and MedMI Guide.
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Editing a comment

You can edit a comment on an item, an item within an itemset, or a form by using the
COMMENT attribute:

e To edit a comment on an item, include the COMMENT attribute along with the text of the
comment in the DATA element.

e To edit a comment on an itemset, include the COMMENT attribute along with the text of
the comment in an EDITPATIENTDATA element that includes the SECTIONNAME
and ITEMSETNAME attributes, which signal that the EDITPATIENTDATA element is
updating an itemset.

e To edit a comment on a form, include the COMMENT attribute along with the text of the
comment in an EDITPATIENTDATA element that does not include SECTIONNAME
and ITEMSETNAME attributes.

Example 1: Changing a data value

The following sample file illustrates a change to the value of the Height item on the DEM form.
The Reason for Change is a string other than the predefined Reason for Change strings on the
Data Value(s) form. Note that you must enter the UNIT value even if you are not modifying it,
ot it will be removed.

<?xml version="1.0"?>

<CLINICALDATA>

<I-- Demographics form -->

<EDITPATIENTDATA
PATIENTINITIALS=""XYZ"
SITEMNEMONIC=""PF"
FORMSETREFNAME=""Visitl"
FORMREFNAME=""DEM"*
REASONOTHER=""received new data'>
<DATA TAG="'DEM.O_.HEIGHT.PFHT_TC" VALUE="75"

UNIT="Inches" />
</EDITPATIENTDATA>
</CLINICALDATA>

Example 2: Clearing a data value

The following XML file fragment shows the use of the CLEARVALUE attribute of the DATA
element. When you change the selection of a compound radio control, you must clear the value
of the original child control.

<EDITPATIENTDATA
PATIENTINITIALS="PE1" SITEMNEMONIC=""PF"
FORMSETREFNAME=""Visitl" FORMREFNAME="'DEM"
REASONPULLDOWN=""New Information'>
<DATA TAG=""RACEGROUP.RACETEXT" CLEARVALUE="TRUE"/>
</EDITPATIENTDATA>

Example 3: Specifying REASONINCOMPLETE

InForm 4.6 SP3

The following XML file fragment shows a modification to the Pulse Rhythm item on the Vital
Signs (VS) form.

<EDITPATIENTDATA
PATIENTINITIALS="A3" SITEMNEMONIC="PF"
FORMSETREFNAME=""DV1" FORMREFNAME='VS"
REASONOTHER=""test reason''>
<DATA TAG="VS.O.PULSERYTHM.PULSERHYTHMRADIO""
COMMENT=me too REASONINCOMPLETE="NAElement'/>
</EDITPATIENTDATA>
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Example 4: Clearing a CRF

The following XML file fragment shows the clearing of a CFR.

<EDITPATIENTDATA
PATIENTINITIALS="DD" SITEMNEMONIC="PF"
FORMSETREFNAME=""VISIT7" FORMREFNAME=""PREIM"
REASONOTHER=""clear CFR test'>
CLEARCRF="TRUE"
<DATA TAG="DEM._O.DTV.DTV_DC"™ MONTH='4"" DAY="22"

YEAR=""2000"
</EDITPATIENTDATA>

Example 5: Deleting an association

The following XML file fragment shows the command to delete an association.

<EDITPATIENTDATA
PATIENTINITIALS="DD" SITEMNEMONIC=""PF"
FORMSETREFNAME=""VISIT7" FORMREFNAME="PREIM"
FORMINDEX=""2""
REASONPULLDOWN=""Transcription Error'>
<ASSOCIATION FORMSETREFNAME="Visit6” FORMREFNAME="PE” FORMINDEX=""3"
ACT ION="REMOVE™’
</EDITPATIENTDATA>

Example 6: Deleting a repeating form

The following XML file fragment shows a command to delete a repeating form.

<?xml version="1.0"?>
<CLINICALDATA xmlns="PhaseForward/ImportXML/Inform4'>
<EDITPATIENTDATA
PATIENTINITIALS=""XYZ"
SITEMNEMONIC=""PF"
FORMSETREFNAME=""vStAECM"*
FORMREFNAME="" LAE1 **
FORMINDEX=""1"
<!-- Form Status action:
DELETE to delete the form
UNDELETE to restore a deleted form
——
FORMSTATUS=""DELETE""
REASONOTHER=""Deleting crf" />
</CLINICALDATA>

Example 7: Restoring a repeating form

The following XML file fragment shows a command to restore (undelete) a repeating form.

<?xml version="1.0"?>
<CLINICALDATA xmlIns="PhaseForward/ImportXML/Inform4'>
<EDITPATIENTDATA
PATIENTINITIALS="XYZ"
SITEMNEMONIC=""PF"
FORMSETREFNAME="" vsStAECM ™
FORMREFNAME="" LAE1"
FORMINDEX=""1""
<I-- Form Status action:
DELETE to delete the form
UNDELETE to restore a deleted form
——
FORMSTATUS=""UNDELETE"
REASONOTHER=""Undeleting CRF" />
</CLINICALDATA>
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Transferring a patient record

You can use the InForm user interface to transfer patient information one patient at a time. You
can also transfer patients in bulk using the InForm Data Import utility.

You can transfer patients who:

e Change permanent address before completing the trial.
e Have multiple residences throughout the course of the trial.
e Were initially assigned to the wrong sites or to an investigator who is no longer with the trial.

Whether you transfer patients individually, or transfer them in bulk, keep in mind that:

e The InForm application only allows you to transfer patients from one site to another if the
trial version at the destination site is the same or greater than the trial version at the current
patient site.

To see the trial version for a site, click Admin > Sites.

¢ You can transfer only patients who are fully enrolled; you cannot transfer a patient who is
screened but not enrolled or a patient who has failed enrollment.

¢ You cannot use the patient record transfer feature if you are also using the site filtering
feature of the InForm Unplugged application.

To transfer a patient record from one site to another, use the following tags:
e PATIENTSITECHANGE

e NEWSITE

e CURRENTSITE

PATIENTSITECHANGE

The PATIENTSITECHANGE element identifies each patient to transfer. Use one pair of
opening and closing PATIENTSITECHANGE elements for each patient that you want to
transfer. The PATIENTSITECHANGE element surrounds all information about a single
patient, the current site, and the destination site.

The PATIENTSITECHANGE element has one required attribute:

Attribute Definition

REASON A textual description of the reason for the patient transfer.

Within the PATIENTSITECHANGE element, include these elements:

e NEWSITE
e CURRENTSITE
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NEWSITE

The NEWSITE element provides information about the destination site for the patient. Use the
NEWSITE element within the opening and closing PATIENTSITECHANGE elements.

The NEWSITE element requires one attribute to identify the destination site. You can use any
one of these attributes:

Attribute Definition
SITEMNEMONIC Mnemonic for the destination site.
SITENAME Site name for the destination site.

The NEWSITE tag has one optional attribute:

Attribute Definition

PATIENTNUMBER The patient number for the patient at the destination site. Use this
attribute only if you need to change the patient number from the
one that exists at the current site because a duplicate exists at the
destination site.

CURRENTSITE

The CURRENTSITE element provides information about the current, or originating, site for the
patient. Use the CURRENTSITE element within the opening and closing
PATIENTSITECHANGE elements.

The CURRENTSITE element requires two attributes: one to identify the current site, and one to
identify the patient who is to be transferred.

Use any one of the following attributes to identify the current site:

Attribute Definition
SITEMNEMONIC Mnemonic for the destination site.
SITENAME Site name for the destination site.

Use any one of the following attributes to identify the patient to be transferred:

Attribute Definition

PATIENTINITIALS The initials of the patient being transferred. If you use this
attribute, and you know that more than one patient at the current
site has the specified initials, use the optional
DUPLICATEORDER attribute to indicate which patient to
transfer.
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Attribute Definition

PATIENTNUMBER The patient number of the patient being transferred, as it exists
on the current site.

Use the following attribute with the CURRENTSITE element if more than one patient at the
site has the initials specified in the PATIENTINITIALS element:

Attribute Definition

DUPLICATEORDER Specifies which patient should be transferred, if more than one
patient at the site has the same initials. When multiple patients
have the same initials, the InForm application checks the
screening numbers of those patients and transfers the patient
whose screening number is in the order specified by the

DUPLICATEORDER tag.

Use this attribute only if you have used PATIENTINITIALS to
identify the patient.

Example

This example shows the elements that are used in a MedML file to transfer several patients. Note
that each of the pairs of PATIENTSITECHANGE elements defines current and destination site
information for one patient.

<?xml version="1.0"?>
<CLINICALDATA>
<PATIENTSITECHANGE REASON="new patient address'>
<NEWSITE SITEMNEMONIC="MCLEAN"/>
<CURRENTSITE SITEMNEMONIC="PF" PATIENTNUMBER="1003"/>
</PATIENTSITECHANGE>

<l----For patient 1001 the file specifies a new patient number because a patient already exists at
the McLean Hospital site with the same patient number.>

<PATIENTSITECHANGE REASON="new patient address'>
<NEWSITE SITENAME="McLean Hospital' PATIENTNUMBER="1002"/>
<CURRENTSITE SITEMNEMONIC="PF" PATIENTNUMBER=""1001"/>
</PATIENTSITECHANGE>

<l----The DUPLICATEORDER tag indicates that patient DDD is the second patient with
those initials to be screened at the Phase Forward site.>

<PATIENTSITECHANGE REASON="new patient address'>
<NEWSITE SITEMNEMONIC="MCLEAN"/>
<CURRENTSITE SITENAME="Phase Forward" PATIENTINITIALS="DDD"
DUPLICATEORDER=""2"/>
</PATIENTSITECHANGE>
</CLINICALDATA>
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Running the import using the XML import file

To import an XML file into the database and submit it through the InForm application setrver:

InForm Data Import utility.

Note: To import data into the database, the server must be running before you start the

1  Click Start > Programs > Phase Forward > InForm 4.6 > InForm Data Import.

The InForm Data Import main window appears.

L'ﬁ InForm Data Import M= |

Select an input file farmat;

£ |nFam Data and Map files

Trial name:  |nr205

|nForm O'ata Import proceszses clinical data input files and loads the data into the InForm databaze.

=~

Help | E xit

< Back

Mest =

Eibart

2 Select the MedML file radio button.

3 In the Trial Name field, type or select the name of the trial into which to import the MedML
file. The last 10 trials you accessed are stored in the drop-down list.

4 Click Next.
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InForm Data Import !El

Select MedL hle:

"'E:Minform S ample Trialyanguage. sml'! Browse, . |

v Parze orly

Select the MedhL file pou want to procesz. To check the file for comect MedhL syntas without
lnading data, zelect Parze only.

Help | E xit ¢ Back Hest > Sibart

5 In the Select MedML file ficld, type the full path name of the XML file to import, or click
Browse and locate the file. Any of the following options are valid:

e The name of one XML file.
e The name of multiple XML files, each separated by a space.

e The name of a response file that contains multiple XML files, one per row, in the
following format:

@filename

6 Select Parse Only to run the import without actually importing data into the database. Use
this function to test the syntax of your MedML file before you import it into the database.

7  Click Next.
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A dialog appears and requests your InForm name and password.

S InForm Data Import !EI

Specify your InFarm uzer name and paszwaord:
M ame: I j

Pazzword: I

Help | Exit < Back Hewts Gitart

8 In the Name field, type the name of an InForm user who has the appropriate rights for the
data you are importing:

To import data that matches this InForm User needs these rights

system activity

Add patient clinical data Enter Data into a CRF

Update patient clinical data Edit Data on a CRF

9 In the Password ficld, type the user password, then click Next.
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The Summary window appears.

LI |

fi§ InForm Data Import _ [} II

— Progresz;

Dutput windom: [ Stop on Emor [T Yerbose

[~ Usze cutput file: j Browse. .. |

To ztart data import, click Start. Ta cancel import in progress, click Stop.

Help | E it < Back | i[5 Start

Note: If you selected Parse Only, you do not need to specify a name and password.

10 Optionally, select any of the following:
e Stop on Error—To instruct the InForm Data Import to stop if it encounters an error.

e Verbose—To instruct the InForm Data Import to generate detailed messages as it
processes the file.

¢ Use output file—Specify the filename to save the output file as a text file.
11 Click Start.

The InForm Data Import processes the import file, writes messages to the message area and
the output file, if specified, and adds or updates data in the database.

12 Close the InForm Data Import. To view the data that you imported, you must stop and
restart the trial.
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Importing an XML file

To import an XML file:

1 Create an XML file that contains the patient data to add or update. For more information,
see Creating an XML import file.

2 Run the import with the MedML file option. For more information, see Running the
Import using the XML import file (on page 49).
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Importing coded items

Creating an autocode import file

The import file that is used in the autocoding process must originate from the InForm Data
Export utility, and must have been run previously on the same server. The source and
destination must be the same machine.

This example is a sample autocode file format that was generated by the InForm Data Export

utility:

<AUTOCODEDATA>

<AUTOCODESET CODESETTYPE="'AE''>

<AUTOCODE VERBAT IM=""Headache' CODEVALUE="'HED"'>

<CODEMAP

CODEMAPKEY="840C35C7-BD2D-4C3A-AA4E-EF396CDCD44B""
SOURCEID=""FDBFA029-B175-47D4-B16D-D6618E90D8A0"" />

</AUTOCODE>

<AUTOCODE VERBATIM=""Vomiting" CODEVALUE="VMT">

<CODEMAP

CODEMAPKEY="5C05A861-91F5-4DDE-87C3-CB04634A7520"
SOURCEID="B18EF874-8503-4058-B364-49BE41744003" />

</AUTOCODE>

</AUTOCODESET>
</AUTOCODEDATA>

Running the import using an autocode import file
To run the import:

1  Select Start > Programs > Phase Forward > InForm 4.6 > InForm Data Import.

2 When the InForm Data Import window appears, select the AutoCode Import file radio button.
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3 Select a trial.

4 Click Next.
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orm Data Import

5 In the Select AutoCode Import file ficld, type the full path name of the autocode XML file to
import, or click Browse and locate an existing autocode XML file.
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A dialog appears and requests your InForm name and password.

S InForm Data Import !EI

Specify your InFarm uzer name and paszwaord:
M ame: I j

Pazzword: I

Help | Exit < Back Hewts Gitart

6 In the Name ficld, type the name of an InForm user who has the appropriate rights for the
data you are importing:

To import data that matches this InForm User needs these rights

system activity

Add patient clinical data Enter Data into a CRF

Update patient clinical data Edit Data on a CRF

7 In the Password ficld, type the user password, then click Next.
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The Summary window appears.

LI |

fi§ InForm Data Import _ [} II

— Progresz;

Dutput windom: [ Stop on Emor [T Yerbose

[~ Usze cutput file: j Browse. .. |

To ztart data import, click Start. Ta cancel import in progress, click Stop.

Help | E it < Back | i[5 Start

8 Optionally, select any of the following:
e Stop on Error—To instruct the InForm Data Import to stop if it encounters an error.

e Verbose—To instruct the InForm Data Import to generate detailed messages as it
processes the file.

e Use output file—Specify the filename to save the output file as a text file.
9  Click start.

The InForm Data Import processes the import file, writes messages to the message area and
the output file, if specified, and adds or updates data in the database.

10 Close the InForm Data Import. To view the data that you imported, you must stop and
restart the trial.
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Date and time validation

The InForm Data Import utility performs the following validation checks for datetime data:

Validation check Description

DISPLAY attribute of CRF datetime control. ~ The MedML DISPLAY attribute must be set to
True for the components of the CRF datetime
control into which a date, time, or datetime item is
being imported. The InForm Data Import utility
ignores date and time components for which the
DISPLAY attribute is False, and it does not import
them.

Year value of import field. If the imported year is outside the range allowed in
the CRF datetime control, the InForm Data
Import utility issues an error.

Day value of import field. If the Year and Month values are valid, the
InForm Data Import utility checks for a valid day
value.

REQUIRED attribute of CRF datetime If any datetime component is coded as

control. REQUIRED in the CRF datetime control and is

missing in the import file, the InForm Data Import
utility issues an error.

UNKNOWN attribute of CRF datetime If an imported datetime component is coded

control. UNK, but the UNKNOWN attribute of the CRF
datetime control is not enabled, the InForm Data
Import utility issues an error.

Consistency checking. If consistency checking is enabled in the CRF
datetime control, the InForm Data Import utility
issues an error if a datetime component is present
in the import file without a higher component, or
an UNK value, in the following sequence:
ss:mm:hh dd/mm/yy
For example, if the imported datetime includes a
Day field without a Month, the InForm Data
Import utility issues an error.

Hour and Minute values of import field. The values for both Hour and Minute must be
within valid ranges or coded as UNK.

60 InForm 4.6 SP3



InForm Utilities Guide

Additional InForm Data Import attributes

Attribute Description Available values
CLEARCRF Indicates whether to clear the specified form. TRUE, FALSE

COMMONFORM  Indicates whether a form is a common CRF.  TRUE, FALSE

DELETEITEMSET Indicates whether to delete an itemset. TRUE, FALSE

FORMSTATUS Modifies the status of a form. e TFREEZE

UNFREEZE
e LOCK

e UNLOCK

e DELETE

e UNDELETE

OVERRIDE Specifies whether a patient screening or TRUE, FALSE
enrollment has been overridden.

UNDELETEITEMS Indicates whether to undelete an itemset. TRUE, FALSE

ET
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Running the InForm Data Import from the command line

While you are creating or editing your map file, use the InForm Data Import in interactive mode.
After your map file is stable, it may be more convenient to run the utility from the command
line, or to insert the import command in a batch file that is scheduled to run periodically.

Note: Phase Forward strongly recommends that you run the InForm Data Import through the
PFConsole utility. For more information, see Using the PFConsole utility (on page 7) for
detailed information about the PFConsole utility.

A space is required between the parameter name and its value.

PFImport [-?] [-autorun] [-verbose] [-parse] [-trial <trialname>] [-errstop]
-norules [[-user <username>] [-password <password>] [@<rsp_Ffile>] [-xml
<xml_Ffile>...<xml_file>]] [-AUTOCODE] [-template <map_ file>] [-import
<data_file>]

Use the following command line parameters. You must include a space between the parameter
name and its value.

Parameter Variable Description

PFImport Starts the InForm Data Import.

-? Displays command help.

-autorun Runs the InForm Data Import in a command window.
-verbose Indicates that the InForm Data Import will write detailed

messages as it processes the input file.

-parse Indicates that the import will run without actually importing
data into the database. Use this function to test the syntax
of your MedML file before it is imported into the database.

-trial trialname Specifies the trial into which you are importing data. Use
the full pathname of the trial.

-errstop When the errstop parameter is specified, the InForm Data
Import will stop processing when it encounters an error.
When errstop is not specified, the tag containing the error is
skipped and the import continues with the next data tag in
the file.

-norules Indicates that rules will not run during the import. This
parameter is required. This option is valid only if there ate
no synchronization connections defined (when using the
InForm Unplugged application).

-user usernanme The name of an InForm user who has the appropriate
rights for the data you are importing.

-password password The password associated with the user specified by the user
parameter.
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Parameter Variable Description

-validate Checks to make sure that all required XML tags exist and
the specified control paths can be found, without loading
data. Optionally, use this parameter to validate an XML file
before importing it.

-unit Converts imported units to base units and stores both
imported and base values. To use this parameter, the Rule
Manager (InFormRule MTS package) must be running,.

@ RSP_file Indicates that you are submitting a response file (RSP
extension) that contains the names of the XML files to
process. Specify the full pathname of the response file. Use
this option or the -xml option or the -template and -import
options.

-xml xml_file Indicates that you are submitting one or more XML files to
process. If you are submitting multiple XML files, separate
them with a space. Use this option, the @ option, or the -
template and -import options.

-AUTOCODE Indicates that the specified XML file or files contain
autocode data.

-template map_file If you are using the data and map file option, indicates that
the next parameter is the map file name. Specify the full
pathname of the map file. Use this option or the @ option
or the -xml option. If you specify a map file, you must also
specify an import file with the -import option.

-import data_file Indicates that the next parameter is the import file name.
Specify the full pathname of the data file. Use this option or
the @ option or the -xml option. If you specify an import
file, you must also specify a map file with the -template
option.

-output output_file Indicates that you want to save the output in a text file.
Specify the full path and file name you want to give to the
file. When you use this parameter, output messages are not
displayed in the Output window.
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Enhancing your data import

Log off of the InForm application server

Log off of the InForm application server before running the import. You can keep the server
running.

Stop the WWW Publishing Service

Stop the WWW Publishing Service to prevent others from entering data as you perform an
import. Make sure you turn the WWW Publishing Service back on when your import is
complete.

Run the Oracle update statistics script

Run the Oracle update statistics script immediately after you import files. A single import can
enter in as much data as you might manually enter in 6 weeks.

Change the home page

Before you start the import, change the home page of the trial and warn users that they may
experience slowness in the system while you are running the import.

Organize by patient

If possible, sort the data you are importing by patient ID.
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Using the MedML Installer utility
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Overview of the MedML Installer utility

The MedML Installer utility:

66

Parses the XML files that you generate with MedML tags.
Validates the files against the following:

e The MedML schema file (MedMLSchema.xsd) that is provided in the Phase Forward
base installation.

e The constraints enforced by the database schema.

Loads the study components that the files define into the database.
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Setting up a trial with the MedML Installer utility

The study database stores the data collected during a specific trial, including clinical data and
tables that define the following information:

e CRF contents and format.

e Time and events schedule.

e  Edit checks.

e User and site information.

e Sponsor personnel.

e System configuration information.

¢  Workflow assignments and user permissions.

After all trial components have been defined, use the MedML Installer utility to load the
following definitions:

e The Base study, which is delivered with the InForm application and contains components
that are common to trials.

e The trial-specific definitions for components in your trial. These definitions are found in a
set of XML files.

To specify the information that defines a study in a study database:

1 Create a set of XML files that define all of the components of a study, using the MedML
schema.

2 Process the XML files through the MedML Installer utility.
For more information, see the Sezting Up a Trial with InForm Architect and MedMI. Guide.
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Validation checks

When you install metadata with the MedML Installer utility, the program checks the metadata to
make sure that the MedML syntax is correct and that all required elements are present.

Selection value checks

The MedML Installer utility performs checks that affect selection values in radio or checkbox
group controls. These checks enforce selection value syntax and semantics, and help identify
problems before they are incorporated into a trial. Detected errors appear in the output section
in the MedML Installer window and also in the output file, if you choose to create one.

The MedML Installer utility:

e Verifies that the selection value attribute is specified for all child simple controls. If the
selection value attribute is incomplete, an error occurs in both strict and nonstrict modes.

Note: In nonstrict mode, the InForm Architect application allows you to load definitions
that are not fully compliant with the MedML specification for trial design purposes only.
Once the trial is complete, use strict mode to ensure that the definitions you load are
fully compliant with the MedML specification. For more information, see the Setting Up
a Trial with InForm Architect and MedML Guide.

e Verifies that the selection value attribute is specified for all children of a group control. If the
selection value attribute is incomplete, an error occurs in both strict and nonstrict modes.

e Checks for data type consistency among all child controls based on the following criteria:

e If there are no simple control children, all selection values are assumed to be strings and
therefore, no data type consistency is enforced.

e If one or more children are simple controls, then all simple controls must be of the same
data type (for example, string, integer, or float) and user-defined selection values for
non-simple controls must be of the same data type.

If you are processing in strict mode and the data type among child controls is inconsistent,
an error occurs. If you are processing in nonstrict mode, a warning message appears.

e Checks for duplicate selection values. If duplicate values exist, an error occurs in both strict
and nonstrict modes.

e Checks for empty selection values for non-simple child controls. If an empty selection exists,
a warning message appears if you are using verbose mode in both strict and nonstrict modes.

Coding mapping checks

When you use the Central Coding application to code patient data in an InForm trial, trial
designers must develop mapping definitions to specify the:

e Ttems to be coded.
o Ttems that hold coded data.

e Relationship between those items listed above and specific code targets and context items in
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a coding dictionary.

When installing coding mapping definitions, the MedML Installer utility checks that the:

Verbatim path exists and is complete.

Specified dictionary is valid.

Specified code targets and context items are valid.

Code target and context item:

e Names are unique within a mapping.

e DPaths exist and are complete.

Code target paths point to top-level field controls or calculated controls.

Repeating parts of a verbatim path and its context item paths, or a verbatim path and its
code target paths, agree with each other. Verbatim and code target controls, or verbatim and
context item controls, must be on the same form if the form is repeating and must be in the
same itemset if the coded data appears in an itemset.

Specified verbatim type is valid.
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Launching the MedML Installer utility

To launch the MedML Installer utility, do one of the following:

e  Sclect Start > Programs > Phase Forward > InForm 4.6 > InForm MedML Installer.

e Run the utility from the command line. For more information, see Running the MedML
Installer utility from the command Iline (on page 706).
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About the MedML Installer utility window
EMedMLinstaler  —__ WEH

#ML Eile:
! [

#hL Files To Be Processzed:

Hemove

LClear

L ¢

Trial Hame: Additional path:

=

— Output:
[ Webose [ Parze Only [ Strict Mode [ Onlire
[ Output file: || |
Help | Exit | Process

Field Description
XML File The name of the file to add to (or modify in) the build.
XML Files to be A list of all of the files to be included in the next build.
Processed
Trial Name The name of the trial on which you are working.

Additional Path If you are using a response (RSP) file to process a group of XML files, type the
name of the root directory where the XML files that are referenced in the RSP
file are located.

Verbose Instructs the MedML Installer utility to create a detailed description of what
happened during the build.
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Field Description

Parse Only Instructs the MedML Installer utility to check the input file for XML errors
and compatibility with the InForm database without loading data.

Strict Mode Instructs the MedML Installer utility to accept only complete component
definitions.

By default, the checkbox is not selected, indicating nonstrict mode. In
nonstrict mode, the MedML Installer utility accepts incomplete component
definitions in which not all dependent components are present. For example, it
accepts a radio control definition in which not all of the element definitions
have been loaded previously into the database.

Note: This option is available only if you start the utility from the command
line with the -notstrict option. Nonstrict mode is intended only for a trial
development environment. Do not use it in production.

If you use the InForm Unplugged application in production to synchronize
multiple copies of a trial on distributed computers, you cannot create a
connection if you previously loaded trial definition data on the source
computer in nonstrict mode.

Similarly, once a connection is defined, you can only load trial definition data
with strict MedML processing.

Online Instructs the MedML Installer utility to start the trial in online mode. By
default, the checkbox is selected. In online mode, if a trial is not started when
you start the MedML Installer utility, the utility starts the trial and does not
shut it down when the installation is complete. This mode enables users to
view the results of installing trial definition data immediately.

If you deselect this checkbox, the MedML Installer utility starts the trial in
offline mode. In offline mode, the MedML Installer utility stops the trial when
installation is complete. Users cannot connect to the trial until it is restarted.

Note: This option is available only if you start the tool from the command line
with the -online option.

Output file A report of what happened during the build.

Definitions are processed from the bottom up. Make sure that your component definitions and
XML files are organized in the correct order. The elemental components, such as controls, must
be defined, imported, and read first, followed by items that reference them.

For more information, see Running the MedML Installer utility from the command line
(on page 76).
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Running the MedML Installer utility

Running the MedML Installer utility for the first time

To start testing your XML files in the trial, use the MedML Installer utility to build the files into
the trial database.

To run the MedML Installer utility:

1

S o AW

Launch the MedML Installer utility. For more information, see Launching the MedML
Installer utility (on page 70).

The MedML Installer window appears.

In the XML File field, select the XML file to process, or click Browse and locate the file.

Note: You can also list all the files to process in a response (RSP) file and type the
response file name in the XML File field.

Click Add.
Repeat steps 1-3 for all your XML files.
From the Trial Name drop-down list, select the name of the trial.

Optionally, select additional checkboxes in the MedML Installer window to specify the way
that the MedML Installer utility will process the files. For more information, see About the
MedML Installer window (on page 71).

Click Process.

The MedML Installer utility processes the XML files and loads information into the trial
database. When all the XML files have been processed, the message Completed
Successfully appears in the MedML Installer Output window.

For more information on error messages, see About the MedML Installer output
messages (on page 75).

Updating a trial that is already in progress

InForm 4.6 SP3

When you change a file in a trial that is already in progress, you must save it, determine which
files are impacted by the changes, and process those files again. You must also reprocess any file
that references the items in the file to which you made changes. For example, if you make a

change to a section, you must reprocess all files that contain references to that section.

When you use the MedML Installer utility to update a trial that is already in progress, you must
stop and restart the trial definition with the PEAdmin utility for the changes to take effect.

To update a trial that is already in progress:

1

Limit access to the trial by changing the Directory Security properties of the trial’s virtual
directory in Internet Information Server through Microsoft Windows Components. For more
information, see the Installation and Confignration Guide.

Launch the MedML Installer utility.
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The MedML Installer window appears.
3 In the XML File field, select the file to which you have made changes.
4 Click Add.

The XML file appears in the list of XML files to be processed.
5 From the Trial Name drop-down list, select the name of the trial.

6  Optionally, select additional checkboxes in the MedML Installer window to specify the way
that the MedML Installer utility will process the files. For more information, see About the
MedML Installer window (on page 71).

7  Click Process.

The MedML Installer utility processes the XML files and loads information into the trial
database. When all the XML files have been processed, the message Completed
Successfully appears in the MedML Installer Output window.

For more information on error messages, see About the MedML Installer output
messages (on page 75).

The XML file is included in the build the next time you click Process.

8  Stop and restart the trial. For more information, see the Installation and Confignration Guide or
the InForm online Help.

Removing XML files from the build

Regulatory authorities have strict regulations against removing data from a trial. XML files that
are part of a trial cannot be removed. You can instead remove all references to any unnecessary
files in the other XML files, then reprocess all the files using the MedML Installer utility.
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About MedML Installer utility output messages

InForm 4.6 SP3

The MedML Installer utility generates three types of output messages:

Informational—Describe conditions that probably will not cause serious problems with
your build.

Warning—Describe events that might be detrimental and should be fixed, but do not stop
the build process.

Failure—Describe events that stop the build process.

If the MedML Installer utility does not complete successfully, to determine where the error
occurred:

Check the output messages.

Make sure that you started the InForm application before you ran the MedML Installer
utility.

Make sure that the build is in the correct directory.

Make sure that all the parameters are accurately fulfilled.

Check for correct paths to input files.

Make sure components are processed in the correct order and that all necessary components
are present in the XML file or database.
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Running the MedML Installer utility from the command
line

Note: Phase Forward strongly recommends that you run the MedML Installer utility through
the PFConsole utility. For more information, see Using the PFConsole utility (on page 7).

To run the MedML Installer utility from the command line, use the following syntax:

PFConsole PFMMinst -trial trialname [-verbose] [-?] [-help] [-autorun] [-
notstrict] [-online] [-outfile output Ffile name] [-parse] -xml [@]
response file ... [Q@] XMLFileN

Note: Parameters in brackets [ ] are optional.

Command line parameters

Parameter Variable Description

PFConsole utility Starts the PFConsole utility.

PFMMinst Starts the MedML Installer utility.

-trial trialname The name of the trial you are building.

-verbose Specifies whether to generate details of the build and

display them during the build.

-? Displays the syntax of the command line for running the
MedML Installer utility.

-help Opens the online help for the MedML Installer utility.

-autorun Runs the MedML Installer utility in a command window.
Phase Forward recommends that you use the PFConsole
utility to run the MedML Installer utility from the
command line. For more information, see Using the
PFConsole utility (on page 7).

76 InForm 4.6 SP3



InForm Utilities Guide

Parameter

-notstrict

Variable Description

Opens the MedML Installer dialog, which has a
checkbox for specifying strict mode. By default the
checkbox is empty, indicating nonstrict mode. In
nonstrict mode, the MedML Installer utility accepts
incomplete component definitions in which not all
dependent components ate present; for example, it
accepts a radio control definition in which not all of the
element definitions have been previously loaded into the
database.

Note: Use nonstrict mode only in a trial development
environment. Never load production trial definitions in
nonstrict mode. If you use the InForm Unplugged
application to synchronize multiple copies of a trial on
distributed computers, the software prevents you from
creating a connection if you have previously loaded trial
definition data on the source computer in nonstrict
mode.

Once a connection is defined, you only load trial
definition data with strict MedML processing,.

-online

Opens the MedML Installer utility dialog box with a
checkbox available for specifying online mode. By default
the checkbox is selected.

¢  Online mode—If a trial is not started when you
start the MedML Installer utility, the utility starts the
trial and does not shut it down when the installation
is complete. This mode allows users to view the
results of installing trial definition data immediately.

e Offline mode—If a trial is not started when you
start the MedML Installer utility, the utility starts the
trial, loads the trial definition data, and stops the trial
when complete. Users cannot connect to the trial
until it is restarted.

-outfile

output filename Specifies whether to save the details of the build in an
output file, and indicates the path and file name in which
to save it.

-parse

Instructs the utility not to commit the build to the
database. If you run the MedML Installer utility in Parse
mode, all information is run against, but not committed
to, the database. This mode is useful for testing for
errors.

-xml

XMLFile Specifies the name of the XML file to include in the
build.

@<tesponse>

Specifies the name of a response file that consists of a list
of XML files to be processed.

InForm 4.6 SP3
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Using the InForm Data Export
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Overview of the InForm Data Export utility

InForm Data Export output options

80

The InForm Data Export exports data from the InForm database in several formats. The
following output options are available in the InForm Data Export:

AutoCode—Facilitates the use of external coding tools to code items.
CDD—Exports data into a Customer-Defined Database.

Name Value Pairs—Creates a pipe-delimited file that consists of data path names and data
values.

Oracle® Clinical—Creates a text file that can be used to import information into an Oracle
Clinical database.

Note: Use of the InForm Data Export is limited to trials with fewer than 100,000 patients.
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Running the InForm Data Export utility

All of the InForm Data Export utility options run under the same executable.

Note: To run the InForm Data Export utility, the InForm application server does not need to be
running.

To run the InForm Data Export utility:

1  Click Start > Programs > Phase Forward > InForm 4.6 > InForm Data Export.

The InForm Data Export main window appears.

@ InForm Data Export =100 %]

Export Dptions

Books
’75' Expoit AlBocks Export Frozen Case Books O Ewport Locked Case Books

1~ Dutput Oplions |
" AutoCode  CDD  Mame Value Pairs " Oracle Clhrical ‘

Tiial Mane: Lag Dutpist M ame:
| |PFExportlog Browse. .

Instuctions

1. In Bocks, specily whether pou want bo export all case books, case books that
e matked frozen, of case books that have been marked locked

2. In Dutput options, select the bype of export you want to pesfom.  The options
are futoCode, COD, Name Value Pars and Oracle Clinical

3. Enter the name of the Trial from which you want bo export nformation.

4. Enter the name pou want to give the log file that iz created durning the export.
*fou can browse o an exssting fle by chcking the Browse button and wsing the
Open dislog box bo locate the fle wouw want.

5. Select Mext. The follovang sections descrbe the input screens for sach
e of export.

Back Newt 5 | Eat | Help

2 In the Books section, select which cases to export.
3 In the Output Options section, select the format to use for the export. The options are:
e AutoCode
e CDD
e Name Value Pairs
e Oracle Clinical
For more information, see InForm Data Export output options (on page 80).

4 In the Trial Name field, type the name of the study from which you want to export

InForm 4.6 SP3 81



Chapter 6 Using the InForm Data Export

82

information.

In the Log Output Name ficld, type the path and file name to give the log file that is created
during the export, or click Browse and locate the file to use as the log file.

Click Next.

The following sections describe the input screens for each type of export:
e  Exporting coded controls (on page 83).

e Exporting data into 2 CDD (on page 87).

e Exporting Name Value Pairs (on page 90).

e  Exporting data in Oracle Clinical format (on page 93).
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Exporting coded controls

The InForm Data Export utility can export source item values (Verbatim values) and their
corresponding destination targets (Code Value values) with information that allows the values to
be mapped back during import.

The coding process uses several steps, as shown in the flowchart:

= :>©:> =

InFarm [atabase I;;;E;thEror::t Coding Tool I:;E:thE:n'du:t InForm Databaze

For more information, see Importing coded items (on page 55).

For more information on coding the controls through the InForm Architect application, see the
Setting Up a Trial with InForm Architect and MedMI. Guide.

Required elements

The following data elements are required during export:

e SOURCE (VERBATIM) and TARGET (CODE VALUE) control mapping information.

e The full path of the SOURCE controls that ate carried by the CODEMAPKEY and
SOURCEID attributes, and are exported as GUIDs.

e The original value of the source control. This is also required during import in case the value
of the source control is changed between export and import.

e The value of the code (destination) control.

Example

InForm 4.6 SP3

Example of the XML code:

<AUTOCODEDATA>
<AUTOCODESET CODESETTYPE="AE''>
<AUTOCODE VERBATIM="Headache' CODEVALUE=""">
<CODEMAP
CODEMAPKEY=""840C35C7-BD2D-4C3A-AA4E-EF396CDCD44B""
SOURCEID="FDBFA029-B175-47D4-B16D-D6618E90D8AQ"" />
</AUTOCODE>
<AUTOCODE VERBATIM="Vomiting'" CODEVALUE="""">
<CODEMAP
CODEMAPKEY=""5C05A861-91F5-4DDE-87C3-CB04634A7520""
SOURCEID=""B18EF874-8503-4058-B364-49BE41744003"'/>
</AUTOCODE>
</AUTOCODESET>
</AUTOCODEDATA>

This XML is used for both export and import. In this sample, the CODEVALUE tag is empty,
which indicates that the verbatim is not yet coded. During export, the tag could have a value if
the data that is exported has coded values that need to be recoded. After import, the
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CODEVALUE tag will have values.

The complete set of items to be coded is wrapped in an AUTOCODESET object with the
qualifier of #ype. The type is specified at design time, in order to allow autocode fields to be

grouped more easily.

Running the export for AutoCode items

To run the export:

1  Click Start > Programs > Phase Forward> InForm 4.6 > InForm Data Export.

! InForm Data Export = '_'I_EI

— Expost Oplions

Books
’7'5' Expoit AlBocks Export Frozen Case Books O Ewport Locked Caze Books ‘

Dutput Oplions
| C AutoCode  C COD MameValue Pairs  Dracle Clinical ‘

Trial Narre: Log Outpust M ame:

: JPréotio [

~ Insinuctions

1. In Bocks. specily whethes you want bo expot all case books. case books that
are maked frozen. of case books that have been marked locked

2 In Dutput options, select the bppe of export you want to perfom. The options
are futoCode, COD, Hame Walue Pars and Oracle Clinical

3. Enter the name of the Trial from which pou want bo export nfomation.

4. Erter the: name pou wank o give thie kg file that iz crested dunng the exporl.
“fou can biows= bo an existing fle by clicking the Browse button and using the
Open dialog box to locate the fle wouw want.

5 Select Mext. The follovang sechions descabe the input screens for sach
type of export

¢ Back | Nest > | Ext | Help

2 In the Export Options window:
e In the Books section, select which case books to export.

o In the Output Options section, select Autocode.

e Specify the Trial Name and the Log Output Name, or click Browse and locate the log output

name.

3 Click Next.

84
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The AutoCode Export Options window appears.

i InForm Data Export 0 =10] x|

—&utoCode Export Options

Mapping BefName:  [MAPFINGST d

Output Mame; IE: WAAPPIMGS T wml Browsze. .. |

[T Dutput Separately
[ Output MOW-CODED itemns anly

AutoCode Directions:

1. Chooze from the available REFMAME(=] or choosze ALL"

2. Enter hame of the autput file, including the =ML extenzion, in the File Mame box,

or browze to an existing file by clicking the Browse button and uzing the Open dialog box

to locate the file you want.

3. Check if pou want each REFHAME to be output to a separate file. ‘filename_REFMAME xml'
filez will be created for each REFHAME.

¢ Back Hest > E st Help |

4 In the Mapping RefName drop-down list, select an autocode target set(s). To export all target
sets, select All.

5 In the Output Name field, type the name of the output file, including the XML extension, or
click Browse and locate the file.

6 Select Output Separately to export each mapping RefName to a separate file. A file with the
name OutputName_REFNAME.xml will be created for each mapping RefName that is
defined in the system.

7 Select Output NON-CODED items only to output only non-coded items.
8  Click Next.
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The Log section appears below the Export Options section.

i InForm Data Export =10] x|

— Export Optiohz

Export AutoCode -
Trial M arme: pf206

Ewport All Books

AutoCode Toal D ata Extract Mapping Refdame = MAPPINGST
Output File Mame = C:AMAPPINGS T aml.®

Lo

Log

¢ Back Start E st Help

9 Click start.
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Exporting data into a CDD

Overview

The €DD output option reads the CDD mapping parameters and all of the data in the InForm
database, then populates the CDD in the following order:

e Site data

e Comments

e Patient information
e (CRF data

This is useful for repopulating the database when the CDD definition changes after a trial starts.

Moving data to a CDD

T'o move data from the InForm trial database to a CDD:

1 Use the InForm Architect application to generate a CDD definition that includes parameters
that specify how to map data from the InForm database to the CDD. Save the definition to
an XML file. For more information, see the Se#ting Up a Trial with InForm Architect and MedML.
Guide.

2 Run the MedML Installer utility to parse the XML file and write the mapping parameters to
the InForm database. For more information, see Using the MedML Installer utility (on
page 65).

3 Run the InForm Data Export utility using the €DD output option to read the data in the

InForm database and populate the CDD database. For more information, see Running the
export for CDD data (on page 88).

The flowchart shows the export process:

The MedML Installer parses

Run InForm the XML file and writes
Architect to create mapping parameters to the

an XhiL file JE— CCD.

- Set up the
- Customer Defined
InFarm Architect T — *| tdedhL Installer Database.

#hL file

) CDD
Catabase

[nFarm
Catabase

COD Export

Run the COD Expott tool ta
move data from the InForm
databaze to the COD.
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Running the export for CDD data

Note: Before you run the InForm Data Export utility for CDD data, you should first stop the
InForm application server.

To export data to a CDD:

1 On the CDD Export Options window, type the name of the ODBC DSN that is defined for
the CDD to which to output data. For more information about creating a new DSN, see
Creating a new DSN for the export (on page 88).

2 In the User Name and Password ficlds, type the user name and password that is used to access
the CDD.

3 Select the New Schema checkbox to drop the current database and create a new schema
based on the RefName associated with the DSN, and type the name of the tablespace in
which to put the new schema in the Table Space field.

4 Click Next.

The Export Summary screen appears.

WARNING: Make sure that all the information is correct before you proceed to the next
step. When you run the InForm Data Export utility, all data in the current database will
be lost.

5  Click Finish.

The InForm Data Export utility begins to populate the CDD and displays messages to
indicate its progress.
Creating a new DSN for the export
To create a new DSN:

1 On the CDD Export Options window, in the DSN List field, type the new name of the
ODBC DSN for the CDD to which to output data.

2 Type the user name and password for accessing the CDD.

3  Click Create DSN.
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The CDD Data Source window appears. Your new DSN appears in the first field.

CDD Data Source |
COD DSH: INEW COD
COD Refname: IDemDGraphics j

Database Server: ID raD B

Cancel | ] 4 I

From the CDD RefName drop-down list, select the RefName to associate with the new DSN.
In the Database Server ficld, type the name of the server to use.
Click OK.

The CDD Export Options window reappears, and the new DSN appears in the drop-down
list.

Note: If you create a new DSN for the export, the new DSN is valid only in the InForm Data
Export session you are in when you create it. It will be removed when you close the InForm
Data Export utility. To create a DSN to use outside of the InForm Data Export utility, use the
ODBC Manager or PFAdmin CONFIG CDD Setup commands. For more information on
PFAdmin commands, see the Installation and Configuration Guide.
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Exporting Name Value Pairs

90

The Name Value output option exports data from the InForm database into a plain text file. It is

useful for extracting data for conversion or analysis.

Note: The Name Value output option exports only named values that occur in patient data; it
does not export values from the Reg Docs or Visit Reports forms.

! InForm Data Export 10 x|

—Mame Yalue Paire Expart Optiohs

File Mame: I Browse. .. |

Deleted [temzet Rows:
i~ Do not output data fram deleted Farmns or Itemset raws

' Output deleted Forms and ltemset rows
Deleted Prefie: {{DELETED!

— |nztructions

1. Enter the name of the output file, including the MY extenzion. in the
File Mame box, or browse to an exdisting file by clicking the
Browse button and uzing the Open dialog box to locate the file you want,
2. Select how vou wauld like to handle deleted itemzet raws.
3. Click Mext. InForm Data Export builds the autput file and displaps
meszzages in the mezzage area of the dialog box to indicate the progress of
the extraction.

< Back (i [=res E it Help

To export a Name Value data file:

1

In the File Name ficld, type the name of the output file, including the NV extension, or click
Browse to locate the file.

In the Deleted Itemset Rows section, select one of the following:

e  Seclect Do not output data from deleted Forms or Itemset rows to instruct the InForm Data
Export utility not to output data from deleted forms or itemset rows.

e Sclect Output Deleted Forms and Itemset Rows to export data from deleted forms or
itemset rows.

Then, in the Deleted Prefix box, specify the prefix to add to each deleted itemset row that
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the InForm Data Export utility exports.
3 Click Next.

The InForm Data Export utility builds the output file and displays messages to indicate the
progress of the extraction.

Output file format

In the output file that is created by running the export for name value pairs, fields are separated
by pipes, and inapplicable fields are left blank, using the following data:

Name Value field Description

Patient identifier Patient initials followed by patient number in parentheses.
RefName path Path of RefNames in the following order:
e Visit.

e Repeating formset index, which is used to indicate which instance
of a recurring unscheduled visit is referenced. If the visit is not an
unscheduled visit, the value is 1.000.

e Form.

e Repeating form index.
e Section.

e Jtemset.

e TItemset index, which is used to indicate which row of an itemset is
referenced.

o Jtem.

e Control.

Normalized value Value after conversion into the base units that are specified in the
database.
Entered value Value as entered for the control.

Output file format for associated forms

In the output file that is created by running the export for associated forms, fields are separated
by pipes, and inapplicable fields are left blank, using the following data:

Associated form field Description

Patient identifier Patient initials followed by patient number in parentheses.
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Example

92

Associated form field Description

RefName path Path of RefNames in the following order.
e Visit.

e Repeating formset index, which is used to indicate which instance
of a recurring unscheduled visit is referenced. If the visit is not an
unscheduled visit, the value is 1.000.

e Form.
e Repeating form index.
e DPatient.

The path for the first form appears in this order, and the path for the
associated form appears after the first form, and is surrounded by
quotation marks.

Normalized value Value after conversion into the base units that are specified in the
database.
Entered value Value as entered for the control.

The following export file fragment illustrates some of the data exported for the patient PA1(1).

PAL(1) |Visitl]1|EYE]VISION] |OJLNEAR.EYEGROUP] |

PALC1) [Visit1]1|EYE|VISION] JOJLNEAR.EYEGROUP.EYE_TC]20.000000]20
PALC1) [Visitl]1[EYE|VISION] O] LNEAR.EYEGROUP.UNEYE_TC]20.000000 |20
PALC1) [Visit1]1|EYE|VISION| [O]RNEAR.EYEGROUP] |

PALC1) [Visit1]1[EYE|VISION] JOJRNEAR.EYEGROUP.EYE_TC]20.000000]20
PALC1) [Visitl]1]EYE|VISION| JOJRNEAR.EYEGROUP .UNEYE_TC]20.000000 |20
PALC1) [Visitl]1[EYE|VISION] [O]LDIST.EYEGROUP] |

PALCL) [Visit1]1|EYE|VISION] [OJLDIST.EYEGROUP.EYE_ TC]20.000000]20
PALCL) [Visitl]1[EYE|VISION][OJLDIST.EYEGROUP.UNEYE_TC]20.000000 |20
PALC1) [Visitl]1|EYE[VISION| [OJRDIST.EYEGROUP] |

PALC1) [Visitl]1[EYE|VISION] [OJRDIST.EYEGROUP.EYE TC]20.000000]20
PALC1) [Visitl]1|EYE|VISION| [OJRDIST.EYEGROUP .UNEYE_TC]20.000000 |20
PALC1) [Visitl]1]EYE|RETINAL | JO]JRWOOL .WOOLGROUP] [N

PALC1) [Visitl]1]EYE|RETINAL | JO]LWOOL .WOOLGROUP] [N

PALC1) [Visitl]1]EYE|RETINAL|JOJRNICK.NICKRADIO] [N

PALC1) [Visitl]1]EYE|RETINAL | JOJLNICK.NICKRADIO] [N

PALC1) [Visitl]1[HH|PT|PT|1] THERAPYTEXT.THERAPYTEXT| [Name of a doctor

The following export file fragment is an example of a repeating form:

ABC(101) | CommonCRF | 1.000|L_ConMeds | 291130301735008_000]L_ConMeds| | 0.000 | CMHi
ddenJ.CMHiddenJ] | test

The following export file fragment is an example of an association:

BBB(111) | CommonCRF|1.000]LAE1]319514859682043.000]| "BBB(111)]
CommonCRF|1.000]L_ConMeds | 319587403827450 000"
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Exporting data in Oracle Clinical format

Overview

The Oracle Clinical output option of the InForm Data Export utility outputs data from the
InForm database in a format that you can upload to an Oracle Clinical database using the Oracle
Clinical Upload application.

The Oracle Clinical output option of the InForm Data Export utility exports data in the
following output file formats:

OAG file—Main output that contains rows whose ID/key changed since the date of the last
run. If a path is not mapped, the InForm Data Export utility does not output the
corresponding data. Use the OAG file when you import data to an Oracle Clinical database.

DEL file—Contains information about deleted records. You can reference this file to
manually delete data from external databases.

NM file—Contains the paths of unmapped elements.

log file—Contains information about the export.

Transferring data to the Oracle Clinical upload application

To set up data transfer to the Oracle Clinical Upload application:

1

Use the InForm Architect application to generate an Oracle Clinical mapping definition for
the study, and save it in a location that you can access while running the MedML Installer
utility.

The mapping definition is a set of XML tags that specify how the controls in the study map

to Oracle Clinical database fields. For information about generating an Oracle Clinical
mapping definition, see the Setting Up a Trial with InForm Architect and MedMIL. Guide.

Load the mapping definition into the study database using the MedML Installer utility to
process the mapping XML file. For information about using the MedML Installer utility, see
the MedML online help, or Using the MedML Installer utility (on page 65).

Produce a fixed-length or character-separated flat file of the mapped data using the InForm
Data Export utility.

Import the output file into an Oracle Clinical database by using the Oracle Clinical Upload
application.

Running the export in Oracle Clinical format

To run the Oracle Clinical data export:

1

InForm 4.6 SP3

Click Start > Programs > Phase Forward > InForm 4.6 > InForm Data Export.

93



Chapter 6 Using the InForm Data Export

94

The InForm Data Export window appears.

ﬂ InForm Data Export = EI‘EI

- Export Options

— Books
{* Export Al Books ¢ Export Frozen Caze Books © Export Locked Case Books

- Dutput Options
" AutoCode " CDD = Mame Vale Pairs " Discle Clhrical

Trial Mame: Log Outpust M ame:

| |PFEsportlog Browse. . |

~ Irstnuctions

1. In Books, specily whether you want to export all case books, case books that
e matked ozen, of case books that have been marked locked

2. In Output opbions, select the lype of export you want to perfom. The options

are futaCode, COD, Mame Value Pars and Oracle Clinical

3 Enter the name of the Trial from which wou want bo export mdomation.

4. Enter the name pou want bo give the log file that iz creabed dunng Hee export.
“fou can biowse Lo an esasting e by chcking the Browse buthon and wsing the
Open dialog box to locate the fle wou want.

5 Sedect Mext. The follovang sechons descabe the input screens for sach

lype of export.

< Back I I ext > I Eut l Help I

¢ In the Books section, select which case books to export.

e In the Output Options field, select Oracle Clinical.

e Specify the Trial Name and the Log Output Name, or click Browse and locate the log output

name.

2 Select Next.
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The Oracle Clinical Upload Export Options window appears.

! InForm Data Export - |E |£]

i~ Oracle Chrical Upload Expest Options
Mapping RefName: | i

Output Fles Mame: | Browse... |

[~ Ooustpast N on urkiriown diste felds

CCPE C DO & DCM

— Instructions
1. Chiooese thes names of datamapping from the Bzt
2. Ener the name of the output files: in the Dutput Files Name box.
ai chck the: Browse button and
weﬂ'atlpm dizlog box 1o locate the e you want

Sub Event Opticn - |

chick the Usa Specihc # of Decmal Places for Numenc D ata checkbox
and uss the pulldown Bzt 1o choose a specific rmber

4. Select which keys will group Sub Events. Click CPE or DTl or DCM.,

5. Chck Mext bo priocesd o the Expost Options summany window.

<Back | Hess | Bt | Heb |

3 In the Mapping RefName drop-down list, select the RefName of the Oracle Clinical mapping
definition that you created with the InForm Architect application.

e In the Output Files Name field, specify the name of an output file. The InForm Data
Export adds the suffixes for each file type it generates to the name that you specify.

e Sclect the Use Specific # of Decimal Places for Numeric Data checkbox and use the drop-
down list to specify the number of trailing zeros to use in numeric fields within the
Oracle database.

e  Sclect the Output UN for unknown data fields checkbox to flag unknown data fields in your
export.

e  Select a SubEvent option:
e CPE—SubEvents are grouped by Clinically Planned Event.

¢ DCI—SubEvents are grouped by Data Collection Instrument, a customer-defined
grouping of Data Collection Modules.

e DCM-—SubEvents are grouped by Data Collection Module, a customer-defined
grouping of data items.

4 Click Next.
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The Run Date window appears.

! InForm Data Export - !_IEI

~Run Date-

[ Incremental Expost ¥ Generate [ata Comment

DateTime of Last Fun [GMT ) Sugg DateTime of Last Run (GMT]
|4/62005 5:38:52 P spgested Tim | [47672005 3:38.52 PM

r— Fuedd Format 1 1~ Dutput Vession 11 1~ Dredeted Items inlbemS ety
= Fived 31 = 30 = Dutput to Dilets File

C 05V, Sepastedby || | | Study | " Export veith Blank Vake:

| Site: Mapping | | Irovestagator Mapping |
INurmber | Sibe Name Investigatos | Sibe M ams
MCLEAN MCLEAN MGH
MGH MGH Wi
FF PF MCLEAM
Wik, WA, FF
< Back Hesd Exit Help:

In the Run Date section:

e  Sclect Incremental Export to receive an export of only the data entered after a certain
date/time.

e If you selected Incremental Export, specify the DateTime after which any data entered
is to be exported, or click Use Suggested Time to enter the time shown in the Sugg.
DateTime of Last Run (GMT) box.

e Sclect Generate Data Comment to export comments as well as data.

The run date is also used to determine if a visit date, site number, patient number, or
investigator number has changed since the last run date. If there has been a change, a delete
record is produced for the appropriate item.

Note: By default, the values in the DateTime of Last Run and Suggested DateTime of Last
Run fields are expressed in Greenwich Mean Time (GMT). If you enter a different date
and time than the default or suggested values, you must be sure to use GMT.

In the Field Format section:
o  Select Fixed to
e  Sclect Comma-separated value (CSV) to

In the Output Version section, select 3.1.1 or 3.0 to specify which version of the Oracle
Clinical Batch Upload tool to use.
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Note: If you select version 3.1.1, you must type the name of the trial.

8 In the Deleted Items in ltemSets section:

e Sclect Output to Delete File to output the deleted itemset rows to the DEL file and to
resequence the remaining itemset rows.

e Select Export with Blank Value to keep the deleted itemset rows in the export file with
blank values.

9 In the Site Mapping section, map the site mnemonics and numbers by double-clicking the
numbers to change them.

10 In the Investigator Mapping section, map the site mnemonics and investigators by double-
clicking the investigators to change them.

11 Click Next.

The Export Output window appears with the data that you specified.

il
Expost Qutput
ORACLIN Trial Diata Extract Mapping Fieflame = MAPPINGS1 =]
Dutput Fis Name = FFST_OC -
Export Diata
Sty Ewent Oiption: DCM
Log
< Back Star Ed | Hep |

12 Click Start to begin the export.

The InForm Data Export begins to create the OAG file and display progress messages in the
log area of the window. These messages are logged in the LOG file whose name you
specified in the Oracle Clinical Upload Export Options window.

13 When the export finishes, click Exit.
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Running the InForm Data Export from the command line

To run the InForm Data Export from the command line, use the following parameters.

Note: Phase Forward strongly recommends that you run the InForm Data Export through the
PFConsole utility. For more information, see Using the PFConsole utility (on page 7).

Parameter Variable Description

PFConsole utility Starts the PFConsole utility.

PFExport Starts the InForm Data Export.

-autorun Runs the InForm Data Export in a command
window.

For more information, see Using the PFConsole

utility (on page 7).
-? Displays the usage statement.
-help Displays the online help for the InForm Data
Export.
-Trial trial name The name of the trial from which to export data.
-outfile output log file Indicates that the next parameter is the name of an
name output file.

Full pathname of an output file that contains the
text of messages displayed by the InForm Data
Export. Optional.

-cdd ODBC DSN Indicates that you are running the CDD Output
Name tool.

ODBC DSN name of the CDD to use as the
export target of the CDD Output tool is required.
If you specify a DSN name, you must also provide
—user and —password parameters.

-user ODBC user Indicates that the next parameter is a user name.

name
User name of the user you set up for CDD access

by the CDD Output tool; required if you specity a
DSN name.

-password ODBC password Indicates that the next parameter is the user
password.

Password of the CDD user you set up for CDD
access by the CDD Output tool is required if you
specify a DSN name.

-CreatDSN OraConnStr For CDD export only, creates a new DSN within
the CDD database.
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Parameter Variable Description

-RefName CDDRefName  For CDD export only, drops the current user and
creates a new schema that is defined by the
RefName.

-TBSP OraTabSpace For CDD exportt only, the name of the tablespace

in which to put the new schema when creating a
new DSN within the CDD database.

-crfhelp Indicates that you want to export CRFHelp.
-nvfile output nv file Indicates that you are running the InForm Data
name Export for Name Value pairs.

Name of the export file that is created when you
run the export utility for Name Value pairs is
required if you specify the —nvfile flag.

-DelPrefix string to prefix ~ String that is added to a row of data in the export
data marked as file to indicate that the data had been deleted from
deleted the InForm application prior to the export.

-Autocode Indicates that you want to export for autocoding.

-REFNAME targetset refname  One of the following:
| ALL

e The RefName of the predefined Autocode
targetset.

e ALL, to export all predefined Autocode

targetsets.

-ACOUTFILE output file name  Name of the XML to which you want to export.
(*.xml)

-SEPARATE Output each of the RefNames that are indicated

above into separate files. If not specified, all
RefNames are output to one file.

-NONCODEDONLY Output only non-coded items.

-template Oracle Clinical For export only to the Oracle Clinical database,
template file required. Specify the path name of the template file
name to use.

-oraexport DATA] For Oracle Clinical export only, required. Specify
SAVETEMPLA  either to export data, save the template as an XML
TE| file, or create the template from an XML file.
CREATETEMP
LATE

-numberdecimalplaces # of decimal For Oracle Clinical export only, optional. Specify
places the number of trailing decimal places, between 0

and 10.
-SubEventOption CPE|DCI|DCM Determines which keys will group SubEvents.
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Parameter Variable Description

-OutputUN Outputs UN for unknown date fields, if present.

-sysadmin Name of the System Administrator with rights to
export CRF Help.

Indicates that the next parameter is the System
Administrator ID. This ID is necessary to export

CRPFs.
-outputtype ALL|EPIC|STA Indicates the type of export.
NDARD
-customheader text of header For PDF format only, optional. Allows you to
indicate the name of a custom header.
-template template path For export only to the Oracle Clinical database,
name required. Specify the path name of the template file
to use.
-oraexport DATA|SAVET  For export only to the Oracle Clinical database,

EMPLATE |CRE required. Specify either to export data, save the
ATETEMPLAT  template as an XML file, or create the template

E from an XML file.
-numberdecimalplaces # of decimal For export only to the Oracle Clinical database,
places optional. Specify the number of trailing decimal

places, between 0 and 10.

-RefName defined CDD For CDD Export only, drops the current user and
RefName creates a new schema defined by the RefName.
-CreateDSN Oracle For CDD Export only, creates a new DSN within

connection string the CDD database.

-TBSP Oracle tablespace For CDD Export only, the name of the tablespace
in which to put the new schema.

Example

The following is a sample syntax for running the InForm Data Export from the command line:

PFConsole

PFExport [-autorun] [-?] [-help] [-Trial trial name] [-outfile outfile name]
[-cdd ODBC DSN Name] [-user ODBC username] [-password ODBC password]
-CreatDSN OraConnStr][-RefName CDDRefName][-TBSP OraTabSpace]

-crfhelp]

-nvfile nv file name [-DelPrefix string to prefix data marked as deleted]]
-Autocode [-REFNAME targetset refname|ALL] -ACOUTFILE output file name
(*.xmI)[-SEPARATE] [-NONCODEDONLY]]

-Template Oracle Clinical Template file name

-REFNAME targetset refname]

-0Ora Export DATA|SAVETEMPLATE]CREATETEMPLATE]

-NumberDecimalPlaces # of decimal places]

-SubEventOption CPE|DCI |DCM]

-OutputUN]]
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Oracle Clinical fields

The following are the Oracle Clinical fields for Oracle Clinical data exports:

Oracle Clinical field Description

Investigator Investigator (FINO) number—Customer-defined number to
uniquely identify an investigator.

Site Site number—Customer-defined character value (mostly
numbers, may have leading zeros) to uniquely identify the site.

Patient number Patient identification—A numeric value that is assigned to a
patient by the investigator. A patient number is unique across a
protocol.

Document number Customer-defined number to identify the document.

Clinical Planned Event (CPE)  Customer-defined visit name—A character value that describes in
name detail the name of the visit as specified in the protocol timetable.

Subevent Number A unique value that is assigned to a particular event (patient, visit
and DCM) when the result date or time information does not
match the previous date or time for the given event.

Visit Date Date of visit—Format YYYYMMDD.

Visit Time Time of visit—Format HHMMSS. (Depends on protocol. Leave
blank if not used.) For lab data, if a result has time associated
with the DCI Name, you must use LAB TIME.

DCI Name Data collection instrument (DCI) Name—Customer-defined
name to identify a grouping of data collection modules (DCMs).
For example, lab data DCMs HEMATOLOGY_01 and
CHEMISTRY_01 might be assigned to the DCI Name LAB.

DCM Name Data collection module name—Customer-defined name to
identify the grouping of data. For example, Red Blood Cell count,
Hemoglobin, and Hematocrit might be assigned to the
HEMATOLOGY_01 DCM.

DCM Subset Name Customer-defined name to specify how data is divided into
smaller subsets by data type.

Question Group Name Customer-defined name to specify how different results are
grouped together.

Question Name Data point identifier (for example, lab test performed) that is
translated into a standard variable name as provided by the
customet.
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Oracle Clinical field Description

Occurrence Number Occurrence number that identifies the test, and that is used to
associate repeating data, such as repeated labs. Default value
should be 0 (zero). A change in occurrence number would be
used to indicate a retest value.

Repeating Sequence Number Increment for each result starting at 1 (one). Can also be used in
conjunction with the Occurrence number. (A common repeat
sequence number indicates a relationship between values.)

Question Value Answer to the question, or the test result. Can contain numeric or
text values as needed.

Comment Data comment text (optional); also used to indicate record
deletions.

Qualifying Question Value Customer-defined value.

Study Study name that is in the form CI_PROT (for example,

1008_32); no leading zeros on CI or PROT.

Format of output files

102

Format of OAG file

This section of an OAG file shows the fields that are exported according to the table in Oracle
Clinical fields (on page 101). Each field below corresponds to a field that is listed, in order of
presentation. The file is fixed format.

0001 001 1111 V1 0
20000617 DEMOGRAPHICS/DRUG SENSITIVITIEDEMOGRAPHICS 01 DEMOG PATIENT
INFORMATION 01 PTINTL 0 1 AAA

0001 001 1111 V1 0
20000617 ELIGIBILITY ELIGIBILITY 01 ELIGIB
ELIGIBILITY 01 ELIG 0 1 Yes

0001 001 1111 V3/RANDOMIZATION 0
20000404 SUBJECT STATUS-SCREENING PATIENT STAT 02 STATUS1 PATIENT
STATUS 02 PHASE 0 1 Screening

0001 001 1111 V3/RANDOMIZATION 0
20000404 SUBJECT STATUS-SCREENING PATIENT STAT 02 STATUS1 PATIENT
STATUS 02 STATUS 0 1 Completed

Format of DEL file

This section of a DEL file shows the records for an investigator key that was changed from 6666
to 5555. This delete file was exported with comma-separated values turned on, meaning that a
delete record is generated for every Visit/Visit Date for this investigatot's patients.
6666,002,1111,,Vv10,0,20000802,,,,,,,0,1, Investigator key has changed from
"6666" to "5555",DELETE,

6666,002,1111,,V5,0,20011108, ,,,,,,0,1, Investigator key has changed from
"6666" to "5555",DELETE,
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Overview

The InForm Performance Monitor utility runs on the desktop where an InForm application
server is running. When a session of the InForm application is active, the InForm Performance
Monitor utility listens for and captures InForm application server messages about specific types
of InForm activities, and displays the messages in a window where you can arrange and save
them. You can use this utility to:

e Provide information that helps with performance tuning during trial development and
implementation.

e Capture performance data for troubleshooting.

Note: The InForm Performance Monitor utility is not intended for extended use in a
production environment because it can impact server performance over time. Phase Forward
suggests running the InForm Performance Monitor utility at 5-10 minute intervals.
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Starting the InForm Performance Monitor utility

InForm 4.6 SP3

To start the InForm Performance Monitor utility:

1

Select Start > Programs > Phase Forward > InForm 4.6 > InForm Performance Monitor.

The Performance Monitor window opens. If one or more InForm servers on the machine
are running, the InForm Performance Monitor utility begins recording InForm application
server messages.

[@ PF Performance Monitor _ (O]
File Edit Wiew Output Help
H LA
TnallD I RequestlD I Time[ms] | Time | Tag I Message :I
i i 16 2720401 9:56:54 PM Dok xectuemny zelect * fror PF_SiteFilter where Vectorl D=6 AND
i i 15 2/20/01 9:56:59 PM Dok xectuemny zelect * fror PF_SiteFilter where Vector D =8200 £
i i 16 2/20/01 2:57.04 PM Dok xectuemny zelect ® from PF_Sunclusue where 1=1
i i 15 2720401 25740 PM DaExectueny zelect * frorn DCW_SyncWector where VectorlD =
i i 15 2720401 25750 PM DaExectueny zelect * fror PF_SiteFilter where Vectorl D=8200 £
i i 15 2720401 25810 PM DaExectueny zelect * fror PF_SiteFilter where Vectorl D=8200 £
i i 15 2720401 95831 PM DaExectueny zelect * fror PF_SiteFilter where Vectorl D=8200 £
i i 16 2720401 25921 PM DaExectueny zelect * fror PF_SiteFilter where Vectorl D=8200 £
i i 16 2/20/01 10:00:02 FM DaExectueny zelect * fror PF_SiteFilter where Vectorl D=8200 £
i i 16 2720401 10:00:28 PM DaExectueny zelect * fror PF_SiteFilter where Vectorl D=8200 £
i i 16 2720401 10:00:38 PM DaExectueny SELECT Yectorld, State FROM Dov_SuncWector
i i 15 2720401 10:00:38 PM DaExectueny zelect * fror PF_SiteFilter where Vectorl D=8200 £
i i 15 2720401 10:070:03 PM DaExectueny zelect * fror PF_SiteFilter where Vectorl D=8200 £
i i 15 2720401 10:02:04 PM DaExectueny zelect * fror PF_SiteFilter where Vectorl D=8200 £
i i 16 2720401 10:02:09 PM DaExectueny SELECT Yectorld, State FROM Dov_SuncWector
i i 15 2/20/01 10:02:10 PM DaExectueny zelect * from PF_Sunclusue where 1=1
i i 15 2/20/01 10:02:10 PM DaExectueny zelect * frorn DCW_SyncWector where VectorlD =
i i 15 2720401 10:03:21 PM DaExectueny zelect * fror PF_SiteFilter where Vectorl D=8200 £
i i 16 2720401 10:03:31 PM DaExectueny zelect * fror PF_SiteFilter where Vectorl D=8200 £
i i 15 2720401 10:03:57 PM DaExectueny zelect * fror PF_SiteFilter where Vectorl D=8200 £
i i 16 2720401 10:04:02 PM DoErechuemn zelect * from DOV _SyncWector where WectarlD =
i i 16 2/20/01 10:04:12 PM DoErechuemn zelect * from PF_SiteFilker where WVectorlD=8200 £
i i 15 2/20/01 10:04:17 PM DoErechuemn zelect * from PF_SiteFilker where WVectorlD=8200 £
i i 16 2720401 10:04:22 PM DoErechuemn zelect * from PF_SiteFilker where WVectorlD=8200 £
i i 16 2720401 10:04:27 PM DoErechuemn zelect * from PF_SiteFilker where WectorlD=8200
i i 16 2720401 10:04:42 PM DoErechuemn zelect * fror PF_SiteFilter where VectorlD=8200 £ +
1 | » I
Feady [ [NUM 4

Note: The InForm Performance Monitor utility is used by Phase Forward staff to assess and
enhance the performance of a trial, and evaluate server activities by quantifying the amount
of time each activity requires. Although a brief description of its messages is detailed in
Capturing performance statistics (on page 106), the use and interpretation of the InForm
Performance Monitor utility is at the sole discretion of Phase Forward staff.
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Capturing performance statistics

For each activity in a session of the InForm application, the InForm Performance Monitor utility
captures the following data and displays it in the Performance Monitor window:

e  Trial ID—Specifies the trial that is associated with an InForm Performance Monitor utility
message. If a message is not trial-specific, it contains a value of 0.

¢ Request ID—Contains a numeric value. The InForm Performance Monitor utility messages
with the same, non-zero RequestlD value are associated with some common activity. For
example, in the figure below, the messages that have a RequestID value of 25016952 are all
associated with submitting a CRF (last line of figure).

Edt Mew Duipst Help

EEIEILIEI

TrialD: R Ti Ti [Tag [ Message -]
[] [] 2010 00 PM EEL.  CPRUDATabke Quep DC.. select ™ hom DOV_ThingSulals where Typehlame = BAFS0TEC-1C25-11d4:41 25-000 0B TUEDF4E°
] L] 7103001 83000 PM 723, UDACowe_IneedFowData Ingel ko PF_Session ICREATIOMDATETIME, BRChWSERCOLOR. CREATIONSECONDS, USERI
0 1] 13 10T 3300 P 153 CPFUDAG ey Exacibe SELECTI FROM DCV_CinicalDatall WHERE [KaplD = 2310 AND FomsetD = 8278 AMD FomiD =
] ] 18 1031401 830:03 P 467 CPFLIDAT sl ey DT select = fram DCV_Candidobe where SielD - 5126

o a 10 10301 830:04 P 533 CPFUDAD weny Execube SELECTDS MESSAGEDATA, M5 STATUS, MI MESSAGEID, MI TRANSFORTID FROMFF_SYI
o a 10 10431000 B30:04 P 548 CPFUDAT sl Quesp DL select ™ fram DOV _SyncVechor wheie VectarlD = 17334

] L] 10 1003101 83004 P BBA . CPFUDATsbilecQuss FF_ . select ™ fam FF_SieFiber where VectolD=17304 AND Sitell»04ND Revsortumber={SELECT Me
] L] B 10/31007 33006 P 880 CPAUIDAD sy Enecule SELECT * FAOM [SELECT ROVWMUM A5 HUM. L FROM [SELECT  DCY_ErvoledPalieniPa
o 1] 5 1043101 B30:089 P BB CPFUDAD ey Exacube SELECT MesdsFRecalchtaba FROM FF_SubjectVE ChaplerPage "WHERE submcichapbenid = |
o 0 45 1003107 83008 P B46 CPFUDAT ke Dy [T sednct = from DCV_DusndudiCamment whose KaydD=8310 AND Fomet D=B260 AMD Formest rde
1] 1] 43 100300 8 3000 P ESS CPFUDAG weny Execute SELECT QuesdlD. QuenA evisortlumber, ContextiD. QuenyType. QuenSiate, QuenGroup. i Qu
1] a B T0W3IN01 B30:28 PM 294 CPFUDAT sl Quesey FF_ select * from FF_TraraactionHestory whese InbamalGUID = (9052 F 1E-0F 3C-11D5-ACF-00064770
o a B TWEA0T 8308 P 204 . CPRUDAT stk Qusep FF_ select ™ ramn PF_SubjeclVE Chaphet wheie [[SubgctChepbaif evimoritlumber = [SELECT MAK]Subwec
] L] 1R S3023PM 4. CPRUDATsbk Quesp PF_.  select ™ fiam PF_Subjeeh/EChapbeiPage where [PagelD = 71593 AND SubjectChaptedD IN [SELEC
] L] 6 103001 830:23PM 324 . CPRUDATabkecQueep PF_.  select ™ from PF_NemContesd whene [SubjectiewD = B0 AND ChaptenD = B250 AND PagelD = 71
0 1] 5 10301 B30:28 PM 324 CPFLUIDAT atbe: Dy FF_ sednct = from PF_SubjecVE Chapher whare S ubpeciedD = 331 0AND ChaphedD = B260 AND Chaps:
o L] 31030 BI0:2E P 8 UDACoes IrsetFowlaa Izt ko PF_SubiectVE Chapter [DELETED. SUBJECTCHAPTERREVISIONNUMBER, ACTUALDE
o a TV B 30:28 P ddd UDACone_Insedf owD s Inzest inba PF_SubjectvE ChapierPage [READYFORSON, HASCOMMENTSSTATE, NEEDSUMSIGH
o a 1068 10WE1A0N B30:20 P B64 . UDACons_InseiB owD ata Inzest rba PF_lbemContest |[CHAFTERINDEX, SUBJECTEEYTYFE, CONTEXTID, CHAFTERID, Pt
] L] 24 100 B30 PM T4 . UDACe_insenF owD ata Inzest rra PF_CertinlD sta IPAREMTCONTROLYALUEID, CONTROLID, CONTROLVALLEID, INvb
] L] ORS00 PM 383 CPRUDAT sl Queept b, select ™ from E_mD0Y where PabertD =831 00and Vil D=8260 and Wil ndes=1.000 and NemSetin
0 L] MR B30I P T me CPRUDAG oy Exacube SELECT = FROM PF_SVECPSTATEHISTORY sgrb WHERE sgrh SubjectChaptedD in | salect SU
] a 210 2303 P E3me CPRUDAQ e Execute SELECT Canticlid FROM PF_ItemiContes, PF_CortoDiata t WHERE | Cortestid = PF_ltemZonte
o a 45 1WA BIR3TPM 12D CPFUDAD weny: Execute SELECT COUNTAITEMID) A5 ITEMOOUNT, ICSDWSTATE FROM [SELECT OF PAGEID, CP.SL
o a 7 103101 830:31 P 183 CPFUDAT sl Quesp DL select ® fram DOV_QuendudiCamment shese KegdD=8510 AND Formsetl D=B260 AND Fomsetinds=:
o L] TEOUWIA0 B30 PM1E1. CPFUDADueny Enecute SELECT QuerdD, QuewAeveoriiumber. CantestiD, QueiyType. OusnSiste, DuenyGroup, | Ou
] L] 28 1R B30I P 7. CPRUDAQweny Enecule SELECT COUMTIFF_Queep Quend D A5 QuenCouniBFROM  FF_Queny. PF_llemConbedih/HERE
o 1] B 1043101 B30:51 P 304 CPFUDAT abbe Dussp FF_ selact * from PF_Subjech/EChapber where [[SubjsciChapbeR evisiortlumbes = [SELECT MARTS b
'] ] 3 1RA S 3031 P B4 CPFUDAT b Dy t_f seduct = from t_BmDOY whire Patiend D =8310 and VisH D=-8260 and Vst ndex=1.000 and BemGetin:
1] a 41 10031000 B 3031 P BEd CPFUDAT abler Quesy Fai sedect * from Patiers whese PatiendD=2310

o a 29 10/3A0 B30:31 PM B4 CPFUDAT sl Quesp Pt select ® from Patent whee PahendD=2910

o a 8 TWIA B30T PMESE . CPRUDATAbkQuesp FE_ . select ™ fam FY_SubjecVE ChepleiP age whese SubjectChaptelD = 21375 AND PagelD = 7158

] L] 14 1R B30 PMESE.  UDACee_insenFowData Inzeet ko PF_FievidonHetoy (TRANSACTIONID, REASON, FEVID, USERID, HISTORICALORDEL
] L] WA B30T PWES. UDACowe_IneeiFowData Ingeet ko PF_SYECPSiateHistory [PAGEHISTORYID, PAGEHISTORYREVISIONHUMBER, STATE
1} 0 B0 100307 830030 P B44 CPFUDAG ey Exacibe SELECTr FROM DCY_CinicalDatall WHERE [KaplD = 2310 AND FormsetlD = 8260 AMD FomiD =
o L] 71N 83031 PM 315 CPFUDAT sl Quesp DT sedect * from DCV_QuendudiCamment wheee KeylD <8310 AND FomestiD=B260 AMD Fommsetinds:
] a 7 1WI0 BIBTIPM S . CPFUDADueny Execiie SELECT QueeplD, QuenyAlevisorblumber, CaniexilD, QueyType, QussSiate, QuenGroup, i Gu
o a 10 TWELAN B30:34 P 5P . CPFUDATable Quesp DL select ™ rom DOV_SpncVechor whaie VectalDr = 17344

] L] 10 1030 83034 P55 . CPAUDATame QuespDC.. select ™ from DEV_Syncector whete VectolD = &

i Hdemn 2501 6952 E7 VRN S30:22PM 224 Run Cales on Foim

pfdemo 25016952 B 10S301 B30:28 PM T4 Fur Fides on Form

pfdema ] 2252 1IN 83020 PM T CRF Submi COD pl30demondd

p2ddemn a B3 1030 23031 PM 163 CRF Submi COD pii0democdd?

pi30demo 2505352 JEED  10W31/01 BIREPM E3me  Submet CRF

| |

Raady HUM

e Time (ms)—Elapsed time in milliseconds from the uset-issued request to the server
response.

e Time of transaction—The time specified is GMT.
e Tag—Text string that describes the activity that is associated with the message.

e Message—Text string that provides detailed information that relates to the activity.
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Viewing messages from specific subsystems

To choose message filters:

1  Select View > Options.

The Performance Monitor Options dialog appears.

Performance Monitor Options |

— Meszages toView

15 Request Data

Trial Package Cancel |
Rule Fackage

CDD Package

ODBC
Synchronization
Reparts

Liztings

Selectall | Clearal |

— Minimum Time
Digzard actions lezs than IE_ ms

2 In the Messages to View section, select one of the following filters to receive messages from
only the specified subsystems:

Filter Subsystem

1IS Request Data The InForm ISAPI.

Trial package The InForm trial MTS package, by InForm application server.
Rule package The InForm rule package, by InForm application server.
CDD package The InForm CDD package, by InForm application server.
UDA The InForm database.

ODBC The InForm ODBC.

Synchronization The InForm Unplugged application.

Reports The InForm report.

Listing The InForm listing.

InForm service The InForm service.

PFImport The InForm Data Import.
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To select multiple subsystems, hold down the Ctrl key while you select.

3 In the Discard actions less than ficld in the Minimum Time section, specify the threshold above
which to record actions (in milliseconds).

4 Click OK.

Selecting InForm servers

To select an InForm application server from which to capture information:
1 Select View > Servers.

The InForm Server Selection List dialog appears.

InForm Server Selection List |
— Meszages to Wiew
Cancel |
Select Al Clear All

2 Select the server from which to capture messages. To select multiple servers, hold down the
Ctrl key while you select.

3 Click OK.
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Performance Monitor output options

Note: Before you select an output option, select the statistics to capture as described in
Capturing performance statistics (on page 106).

Select any of the following output options for the InForm Performance Monitor utility

messages:

Output option Description Action

View output online Displays messages in the Select Output > Output to Window
Performance Monitor window.
(Deftault.)

Stream output to a file Sends messages to a file instead of ~ Select Output > Stream to File
(or in addition to) displaying them in
the Performance Monitor window.

Save a performance log Saves the performance log as Select File > Save As
comma-separated text to a specified
file.

InForm 4.6 SP3
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Managing the InForm Performance Monitor data

110

To change the display in the Performance Monitor window:

[@ PF Performance Monitor _ (O]
File Edt “iew ODutput Help

&) &[] uf 2

TnallD I RequestlD I Time[ms]l Time | Tag I Message :I

16 2720401 9:56:54 PM Dok xectuemny zelect * fror PF_SiteFilter where Vectorl D=6 AND
15 2/20/01 9:56:59 PM Dok xectuemny zelect * fror PF_SiteFilter where Vector D =8200 £
16 2/20/01 2:57.04 PM Dok xectuemny zelect ® from PF_Sunclusue where 1=1
15 2720401 25740 PM DaExectueny zelect * frorn DCW_SyncWector where VectorlD =
15 2720401 25750 PM DaExectueny zelect * fror PF_SiteFilter where Vectorl D=8200 £
15 2720401 25810 PM DaExectueny zelect * fror PF_SiteFilter where Vectorl D=8200 £
15 2720401 95831 PM DaExectueny zelect * fror PF_SiteFilter where Vectorl D=8200 £
16 2720401 25921 PM DaExectueny zelect * fror PF_SiteFilter where Vectorl D=8200 £
16 2/20/01 10:00:02 FM DaExectueny zelect * fror PF_SiteFilter where Vectorl D=8200 £
16 2720401 10:00:28 PM DaExectueny zelect * fror PF_SiteFilter where Vectorl D=8200 £
16 2720401 10:00:38 PM DaExectueny SELECT Yectorld, State FROM Dov_SuncWector
15 2720401 10:00:38 PM DaExectueny zelect * fror PF_SiteFilter where Vectorl D=8200 £
15 2720401 10:070:03 PM DaExectueny zelect * fror PF_SiteFilter where Vectorl D=8200 £
3420401 10:02:04 PM DaExectueny zelect * fror PF_SiteFilter where Vectorl D=8200 £
16 2720401 10:02:09 PM DaExectueny SELECT Yectorld, State FROM Dov_SuncWector
15 2/20/01 10:02:10 PM DaExectueny zelect * from PF_Sunclusue where 1=1
15 2/20/01 10:02:10 PM DaExectueny zelect * frorn DCW_SyncWector where VectorlD =
15 2720401 10:03:21 PM DaExectueny zelect * fror PF_SiteFilter where Vectorl D=8200 £
16 2720401 10:03:31 PM DaExectueny zelect * fror PF_SiteFilter where Vectorl D=8200 £
15 2720401 10:03:57 PM DaExectueny zelect * fror PF_SiteFilter where Vectorl D=8200 £
16 2720401 10:04:02 PM DoErechuemn zelect * from DOV _SyncWector where WectarlD =
16 2/20/01 10:04:12 PM DoErechuemn zelect * from PF_SiteFilker where WVectorlD=8200 £
15 2/20/01 10:04:17 PM DoErechuemn zelect * from PF_SiteFilker where WVectorlD=8200 £
16 2720401 10:04:22 PM DoErechuemn zelect * from PF_SiteFilker where WVectorlD=8200 £
16 2720401 10:04:27 PM DoErechuemn zelect * from PF_SiteFilker where WectorlD=8200
16 2720401 10:04:42 PM DoErechuemn zelect * fror PF_SiteFilter where VectorlD=8200 £ +
3 I

[ af Ja e e e e s e e e e e e e [ e e e s e e s e Y e e }
p J e e e e e e e e Y s e e e s e e s s Y e e }
—_

o

o
(1]
e

=

| oM

Task Action

Sort a column Click the column heading bar.

Select a single message Click the message.

Select multiple contiguous messages ~ Hold down the Shift key while clicking the messages.

Select multiple noncontiguous Hold down the Ctrl key while clicking the messages.

messages

Select all messages Select Edit > Select All.

Copy selected messages Select Edit > Copy, or click the Copy button in the toolbar.

Delete selected messages Select Edit > Delete, or click the Delete button in the
toolbar.

Clear all messages Select Edit > Reset.
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Examples of using the InForm Performance Monitor
utility

Testing rule script efficiency

After you develop a set of rules for a trial and add patient data to your test database, you can run
the InForm Performance Monitor utility to:

e Verify that rules are firing when expected, and that they are running against the expected rule
contexts.

e Check for unusually long rule execution times.

e Determine how much of a transaction submit time is occupied by rule processing.

Capturing rule processing data
To capture rule processing data:

1 In the Performance Monitor window, select View > Options.

The Performance Monitor Options dialog appears.

Performance Monitor Options 5'-

i

X
— Meszages toView

15 Request Data

Trial Packaie Cancel

COD Package
(]

ODBC
Synchronization
Reparts

Liztings

Select Al | Clear Al |

— Minimum Time
Digzard actions lezs than I5 ms

2 Clear all filters except Rule Package to set the message filter to capture rule data.

3 Start the InForm trial and display the DEM form in the Baseline visit for one of the test
patients.
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g4 o u A~

3 InForm - Clinical Research Coordinator - Microsoft Internet Explorer i ]

i

File Edit Wiews Favorites Tools  Help

GBack + = - ) ot | @ search  [GelFavorites  Media ®| BN S =

Address I@ http:,l',l'amilleerp,l'pFZDEu,l'ths.dII?S=56ae2b69&C=Navigat0r_RenderTopj 6>G0 Links @Customize Links @Free Hotmail
= l e
:| !
(| |
CRC

Base Wk1 Wk2 Wkd4 Wk5 Wk& Unsch

DoV Pl DEM Vs HH EYE ECG
LAB INC EXC =5

Demographics Patient: HOM Patient No: PFon1 %
HOME | HELP|LOGOUT 3
Demographics
Enroll 1. | Gender: & Male %
Patients " Female
Oueries 2. | Date of Buth: I&E j Jrll j fliasz j %
Documents
3. |Race: @ [African American 7|
Admin  Oither: I
Reports : : P
: 4, |Height: G50 ®im Ccm %
5. | Wrist Circumference: E_5 @i O oom ‘>
: El
‘ Frame: Large Frame
PF:HOM:Base:DEM _ p
PF:HOM:Base:00Y ‘ Smoking History

Print Preview Mark SW Re-ady.rw.- MCIear CRF Suhmrt Eeturn-..‘

|@ ’_ l_ ’_ E Local inkranet 4

Type or edit the value for the Wrist Circumference item, but do not click Submit.
In the Performance Monitor window, select Edit > Reset to clear the display.
In the InForm application, click Submit.

Return to the Performance Monitor window and check the messages.

[&€ PF Performance Monitor i ]

File Edit Wiew ©Output Help

B (x| nf 2|

Trialll | RequestID | Timems) | Time: | Tag | Message

pf206 199391281 6 10/9/2003 7:59:06 PM ... Rules Depend Check.

pfz06 199391251 14 10/9/2003 7:59:06 PM ... Funning Rules Fule:Wrist Range Checking Rule  Chx:\irist Range Checking Rule
pfz06 199391251 17 10/9{2003 7:59:06 PM ... Running Rules

pf206 199391251 107 10/9/2003 7:59:05PM ... Running Calcs Calculation:Frame Calc Rule  Chx:Frame Calc Rule

pf206 199391281 107 1092003 7:59:05 PM ... Running Calcs

pf206 199391251 125 10/9)2003 7:53:05 PM ... Fun Calcs on Form

pf206 193391251 531 10/9/2003 7:52:06 PM ... Run Rules on Form

4] | i
Ready b 4

The messages indicate that:
e The Wrist Range Checking and the Frame Calc rules fired as expected.
e The contexts for the rules were present.

The InForm Performance Monitor utility records the times that are required to check
dependencies and to run the rules and calculations, as well as the total time to process rules
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on the form.

Note: To sort the messages by request times, click the Time (ms) column header. When you
are gathering data on multiple rules, sorting by time can highlight rules that require unusually
large amounts of time to process.

Reviewing SQL query performance

If response times have degraded and your trial database accumulates data, you can use the
InForm Performance Monitor utility to isolate long-running SQL queries. 1f you find long-
running SQL queries, perform any of the following:

e Distribute tablespaces differently.
e Improve indexing on certain database tables.

e  Run update statistics on the database.

Note: The InForm Performance Monitor utility is not intended for extended use in a
production environment because it can impact server performance over time. Phase Forward
suggests running the InForm Performance Monitor utility at 5-10 minute intervals.

Capturing SQL query performance data
To capture SQL query performance data:

1 From the Performance Monitor window, select View > Options,

The Performance Monitor Options dialog appears.

Performance Monitor Options |

— Meszages to Wiew

1S Request Data

Trial Package Cancel |
Rule Package

COD Package

ODBC
Synchronization
Reports

Liztings

Selectal | Cleardl |

— Minimurn Tirne
Digzard actions lezs than |5_ ms
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patients.

2 Clear all filters except UDA to set the message filter to capture rule data.

3 Start the InForm trial and display the DEM form in the Baseline visit for one of the test

2} InForm - Clinical Research Coordinator - Microsoft Internet Explorer

File Edit Wiew Favorites Tools Help

¢Back - = - @) ot | Q) Search  [GelFavorites  fMedia ®| B S =

Address I@ http:,l',l'amilleerp,l'pFZDs,l'ths.dII?S=56ae2b69&C=Navigator_RenderTopj &G0

Links @Customize Links @Free Hotrnail

e pre o

Base WK1 Wk2 Wk4 WkSs WkE Unsch

DOV Pl DEM Vs HH EYE ECG

LAB INC EXC
Demographics

S8

Patient: HOM Patient No: PF-001 ®

HOME HELP|LOGOUT R
Demographics

Enroll

Gender:

Patients

& Iale
¢ Female

2. | Date of Birth:

Queries

o =/F =/ 5]

Documents
3 | Race:

Admin

& |g frican American ¥ |

¢ COther: I

Reports K
: 4. | Height:

fe.0  ®m Ccm

Wrist Circumnference:

g

G cecm

Q20| 20|20 |20

g

‘ Fratme:

Large Frame

PF:HOM:Base:DEM

PF:HOM:Base:DOV ‘Smoking History

Print PFreview

Mark SV Ready

€

’_ l_ ’_ (B Local intranst

Type or edit the value for the Wrist Circumference item, but do not click Submit.

In the Performance Monitor window, select Edit > Reset to clear the display.

Select Output > Stream to File to instruct the InForm Performance Monitor utility to stream

the messages to a file, and specify the file name in which to store the messages.

In the InForm application, click Submit.

Return to the Performance Monitor window and check the messages.
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[iZ PF Performance Monitor i ] |
File Edit Wiew Output Help

Bl &x(n 2

TriallD | RequestD | Time{ms) | Time | Tag | Message o

o o 630 10/9/2003 §:38:20 PM ... CPFUDATable::Query P... select * from PF_ExecutionPlanCueue where EPInstancell = (SELECT I+

o o 542 10/9/2003 §:38:20 PM CPFUDATable::Query P... select * from PF_ExecutionPlanCueue where EPInstancell = (SELECT I+

o o 395 10/9/2003 §:38:20 PM CPFUDATable::Query P... select * from PF_ExecutionPlanCueue where EPInstancell = (SELECT I+

o o 205 10/9/2003 3 22 PM CPFUDACUEry  Execute SELECT * FROM { SELECT COUNT(*) A5 S¥edCount FROM  DCY_ITEM:

u] u] 117 10/9/2003 8:358:24 PM CPFUDAQuery: :Execute SELECT QueryID, QueryRevisionhumber, ContextID, QueryType, Quer:

o o 57 10/9/2003 8:38:20 PM ... CPFUDATable::Query P... select * from PF_ExecutionPlanCueue where EPInstancell = (SELECT I+

o o 36 1009/2003 8:38:25PM ... CPFUDATable: :MativeQuery  UPDATE PF_SubjectVEChapterPage SET MeedsRecalcState = 1 WHERI

o o 27 10/9/2003 8:38:22 PM ... CPFUDAGuUery: :Execute SELECT Controlld FROM PF_ItemContext, PF_ControlData b WHERE b

u] u] 25 10/9/2003 8:38:25PM ... CPFUDAQuery: :Execute SELECT QueryID, QueryRevisionhumber, ContextID, QueryType, Quer:

u] u] 24 10/9/2003 8:38:22 PM ... UDACore_InsertRowData Insert into PF_RevisionHistory (TRANSACTIONID, REASON, KEYID, USE—
o o 18 10§9/2003 8:38:25 PM ... CPFUDATable:: Query D... select * from DCY_QueryauditComment where KeyID=9452 AND Forms:

u] u] 17 10§9/2003 8:38:21 PM ... CPFUDAQuery: :Execute SELECT QueryID, QueryRevisionhumber, ContextID, QueryType, Quer:

o o 16 10/9/2003 8:33:25 PM .., UbdiCore_InsertRowData Insert into PF_Query {QUERYSTATE, QUERYREVISIOMNUMEER, COMFL]

o o 16 10/9/2003 8:33:25 PM .., CPFUDACUEry  Execute SELECTO* FROM DiCY_ClinicalData O WHERE (KeyID = 9453 AND For

o o 13 10/9/2003 8:383:22 PM .., CPFUDACUEry  Execute SELECT * FROM PF_SYECPSTATEHISTORY sgnh WHERE sgnh. SubjectC

o o 13 10§9/2003 8:38:22 PM ... CPFUDATable::Query P... select * from PF_TransactionHistory where InternalGUID = “{3FEFAFFD-

a a 12 10/9/2003 8:38:21 PM ... CPRUDAQuUery: Execute SELECTO* FROM DCY_ClinicalData0 O WHERE (KeyID = 9489 AND For

o o 12 10§9/2003 8:38:25 PM ... CPFUDATable::Query P... select * from PF_SubjectYEChapterPage where SubjectChapterID = 952

o o 11 10/9/2003 8:33:25 PM .., UbdiCore_InsertRowData Insert into PF_SYECPStateHistory (PAGEHISTORYID, PAGEHISTORYREY =

: I n 11 RNt =Torln iR =Thct=Thrir N u] 1| 1 |ni\rn.-= TreavkD sk = Treark inka OF Tranc ackianHickars (TOARS AT TTORMD EYTSTOMR IMF!ED_TI—I

Ready

by

If requested to do so by Phase Forward support, send them the saved message file.

Note: To filter the stream of messages by the time required to execute the request, use the
Minimum Time section of the Performance Monitor Options dialog. The InForm Performance
Monitor utility displays only messages for requests that require more than the specified
number of milliseconds to execute.

To determine a normal request time, enter O in the Discard actions less than field in the
Minimum Time section, then compare the data in the Time field on the Performance Monitor
window for each captured message.
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Using the InForm Report Folder
Maintenance utility
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Overview

The InForm Report Folder Maintenance utility is a Windows application that can do the
following:

e Copy reporting folders and their contents to target folders.

e Define and create folder structures when using a single reporting server for
e multiple trials
e multiple sponsors, or
e multiple trials within multiple sponsors.

e Automatically update any links to drill-down reports in InForm standard reports that were
copied to a target location.

e Allow you to associate a copied report with a new reporting package at the target location.

Only users with System Administrator privileges can run the InForm Report Folder Maintenance
utility.

Note: This includes saved reports as well as standard report definitions.

You install the InForm Report Folder Maintenance utility on the reporting (Cognos 8 Business
Intelligence) server as part of the Reporting and Analysis installation and configuration. You can
find it at this path:

\c8\bin\PFMTRSetupUtil.exe

The InForm Report Folder Maintenance utility copies only reports and report definitions. It
does not copy the folders that contain links to legacy ASP reports, the InForm T'rial
Management package, or any published trial-specific clinical package. For more information
about the association between reports and report packages, see Report package association
(on page 125).

Note: You must complete the instructions in the Configuring a Trial for Reporting section in
the Installation and Configuration Guide before performing the procedures in this chapter.
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Folder structure for multiple trials or sponsors

Setting up the initial folder structure

InForm 4.6 SP3

To set up the initial folder structure:

e Import the standard reports archive. This archive includes all standard reports, as well as the
InForm Trial Management package.

e DPublish a trial-specific clinical package for clinical reports.

After you complete these steps, the InForm Report Folder Maintenance utility creates folders on
the reporting server for the standard reports, legacy ASP reports, and the reporting packages.
These folders appear in the Public Folders tab of the Reporting and Analysis portal. The following
illustration shows the folders that appear after the initial setup of a single trial.

Public Folders

R e I O

CRF Item Query Subject
Reports Reports Reports Reports

[

Link to Admin ASP Link to Custom ASP

Reports Reports
i 2
Infarm
Trial Management Trial_A_Clinical
package package
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Folder structure for multiple trials

To set up several trials for a single sponsor, consider creating a separate folder for each trial.

PFRInit does this automatically.

The following illustration shows how the Public Folders might look in the Reporting and Analysis

portal with folders for two trials—Trial A and Trial B.

Note that this configuration uses three different packages:

e InForm Trial Management package—Shared by both Trial A and Trial_B.

e Trial A Clinical package—Used only for Trial A.
e Trial B_Clinical package—Used only for Trial B.

Public Folders

) B B &

CRF ltem Query Subject
Reports Reports Reports Reports

)

Link to Admin ASP Link to Custom ASP

Reports Reporis
Inform Trial_B_Clinical

. Trial_A_Clinical
Trial Management - =
package package package

—

Trial_A

—

Trial_B

120

InForm 4.6 SP3



InForm Utilities Guide

InForm 4.6 SP3

The contents of each trial-specific folder are set up to include the default reporting folder
structure. The following illustration shows the contents of the Trial A folder.

Trial_A
CRF Item
Reports Reports

) O

Query Subject
Reports Reports

This structure ensures that you can save trial-specific properties, such as prompt values and
report schedules, for a specified report.
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Folder structure for multiple sponsors, multiple trials

To set up folders for several sponsors on one reporting server, consider creating subfolders for
each sponsor under the Public Folders tab. You can only do this if you use InForm Report Folder
Maintenance utility to perform all the configuration steps.

The following illustration shows how the Public Folders might look in the Reporting and Analysis
portal with folders for two different sponsors, each hosting two different trials.

The following example shows:

e Tour clinical packages: two for Sponsor 1 and two for Sponsor 2.

e Two InForm Trial Management packages: one for Sponsor 1 and one for Sponsor 2.

Public Folders

i I O i R

CRF Item Query Subject
Reports Reports Reports Reports

i N S Y S R

Link to Admin ASP  Link to Custom ASP ~ Sponsor 1: Inform  Sponsor 2: Inform

Reports Reports Trial Management Trial Management
package package
Sponsor 1: Sponsor 1: Sponsor 2: Sponsor 2:
Trial_A_Clinical Trial_B_Clinical Trial_C_Clinical Trial_D_Clinical
package package package package
Sponsor 1 Sponsor 2
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The contents of each sponsor-specific folder are set up to include the default reporting structure
for a single trial. The following illustration shows the contents of the Sponsor 1 folder:

(>
Sponsor 1
CRF Item Query Subject
Reports Reports Reports Reports

)

Trial_A

Trial_B

The Trial_A folder contains all of the default standard report folders.

Trial_A
CRF Item
Reports Reports

)

Query
Reports

—

Subject
Reports

123



Chapter 8 Using the InForm Report Folder Maintenance utility

Setting up a folder structure for multiple trials or

SPONSOrs

Setting up reporting packages

All reporting packages must reside at the Public Folders level only; you cannot add a package to a
subfolder. Therefore, if you are using several packages for different sponsors and trials, folders
for each of these packages will appear in the Public Folders tab of the Reporting and Analysis
portal.

Trial-specific clinical package

Each trial uses a unique trial-specific clinical package. For details on how to publish a trial-
specific clinical package, see the Installation and Confignration Guide.

InForm Trial Management package

Trials that share a sponsor can share an InForm Trial Management package. This way, any
revisions or updates to the package automatically apply to all trials for the sponsor.

You import the InForm Trial Management package by importing the Op model and Reports
deployment archive. When you imported this archive as part of your installation, you imported
both the standard reports folders and the InForm Trial Management package.

However, to be able to apply revisions to packages for individual trials, import a trial
management package for each trial.

To import InForm Trial Management packages for different sponsors or trials:

1

O o N A U B~ W

11
12

124

Log on to the trial as the InForm system administrator.

Click Reports.

Select Tools > Deployment.

Click the Import tab.

In the Op package and reports entry, click Set properties.

Click the Deployment tab.

Click the InForm Trial Management checkbox. Make sure that all other options are deselected.
Click the pencil icon next to InForm Trial Management.

Change the name of the InForm Trial Management package to reflect the sponsor or trial
that will be using the package.

Click OK.
Click Import Now.
Click Finish.

The Import screen appears.

InForm 4.6 SP3



InForm Utilities Guide

Creating new folders for multiple trials or sponsors

Report package association

Each report is associated with the package (either the InForm Trial Management package or a
trial-specific package) that was used to create it.

When you copy reports using the InForm Report Folder Maintenance utility, you can specify the
package name to be used, if necessary. A report that you have copied to a new location must be
associated with the package that will be used by the trial or sponsor who works with the report.

For reports that you created with the InForm Trial Management package:

e  Multiple trials, single sponsor—You are not required to specify a new package name; the
InForm Trial Management package is installed with every trial.

e  Multiple trials, multiple sponsors—FEach sponsor should provide an instance of the
InForm Trial Management package; therefore, you may need to specify a new package name
for the copied reports in the target location.

For reports that you created with the trial-specific clinical package, you must always specify a
new package name for the copied reports in the target location.

Report validation

The InForm Report Folder Maintenance utility validates copied reports against the associated
packages when you copy the reports. Therefore, the packages must exist before you begin the
copy operation. For more information, see Setting up reporting packages (on page 124).

The InForm Report Folder Maintenance utility stops whenever it encounters any error. You
must correct the error, delete all objects within the target folder, and run the tool again to copy
all reports. For example, although you can copy report definitions that contain clinical report
elements from one trial to another, the schema of the clinical portion of the reporting database is
unique to each trial; therefore, the clinical package that is generated for each trial is unique. If a
clinical report contains a report element that does not exist in the target package, the report
cannot be validated after it is copied.

Report validation

InForm 4.6 SP3

The InForm Report Folder Maintenance utility validates copied reports against the associated
packages when you copy the reports. Therefore, the packages must exist before you begin the
copy operation. For more information, see Setting up reporting packages (on page 124).

The InForm Report Folder Maintenance utility stops whenever it encounters any error. You
must correct the error, delete all objects within the target folder, and run the utility again to copy
all reports. For example, although you can copy report definitions that contain clinical report
elements from one trial to another, the schema of the clinical portion of the reporting database is
unique to each trial; therefore, the clinical package that is generated for each trial is unique. If a
clinical report contains a report element that does not exist in the target package, the report
cannot be validated after it is copied.
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Report copy considerations summary

Source Package

Type of data in
report

New package
name required?

Report modifications required at
the target location?

Trial-specific Trial management Yes.* No.
clinical package data only.
Trial-specific Clinical data, ora  Yes.* Depends on the clinical packages

clinical package

mixture of clinical
and trial
management data.

and their elements. You may have
to alter the report to ensure that it
can be validated and copied to the
target location.

InForm Trial
Management
package

Trial management No.
data only.

No.

InForm Trial
Management
package

Trial management

data only.
its own InForm

Trial Management

package.

Yes. Each sponsor
folder should have

No.

*The package must exist before you can copy the folders.
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Copying report folders

To copy report folders:

™ 1nForm Report Folder Maintenance

X

— Login [nformation

User Mame: Igup[user

Pazsword: |’“"“"“‘"x

LDAP Mamespace: |SuperL| sers

—Source
Copy from:| € Standard report folders ' Custom folders
Fath: Ia’u:u:untent.-’f-:ulder[@name='repu:urt_tu:u_e:-:prt']
Eolder prefis: |
— Target

Fath: Ia’u:u:untent.-’f-:ulder[@name='u:l31 E257067']

Mew folder prefi:-::l

Mew folder name:l

Fackage r'IEII'I'IEZIInFu:urm Trial Management for o1 6257067

Cloze Help

—Status

" alidating: Test - CRF Aging by Site ‘W alidation Completed! Updating the Reportz...  Report i:l

= Copying completed successfullp™
Uzer logoff in progress... Successiul

++++++ Process Ended ++++++

-
1| | b

1 On the reporting server, double-click the following file:

\crn\bin\PFMTRSetupUtil.exe
The InForm Report Folder Maintenance window appears.

2 In the Login Information section, type the following information:

e User name and password to log on to the reporting server.

e Name of the LDAP namespace that is used for authentication by Sun One Directory

Server.
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3 In the Source section, enter the following information:

e Copy from—Select the Standard report folders radio button to copy standard report
folders, or select the Custom folders radio button to copy custom report folders.

e Path—Type the path for the existing folder structure to copy. Do not include the folder
name here. You can copy the source path from the soutce folder properties.

e Folder prefix—Specify the prefix that identifies the folders to copy. For example, if you
used T1 as a prefix for all folders belonging to Trial 1, specify T1 in the Folder prefix field
to instruct the InForm Report Folder Maintenance utility to copy the folders with the
T1 prefix.

4 In the Target section, enter the following information:
e Path—Type the target path for the folder. Do not include the folder name.

e New Folder prefix—Specify a prefix for the target folder name. For example, if you are
creating the folder structure for Trial 2, you might type T2 as the prefix for the new
folder.

¢ New Folder name—Type the name of the target folder if it is different from the name
of the source folder. You can specify a new folder name (the folder will be created) or
an existing folder.

e Package name—Type the name of the new package that should be associated with any
trial-specific reports. Since each trial clinical package is unique, reports that contain
clinical (trial-specific) data must be associated with a new clinical package when you
copy them to a new location.

Note: The package must exist before you perform the copy.

5 Click Create.

The InForm Report Folder Maintenance utility begins to copy the folder structure to the
new location. The Status section displays ongoing status and notifies you when the copy is
complete.

6 On the InForm server, identify the top level reporting folder for the trial in the InForm
Admin page.
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Overview

130

The import file for the MedML file option is an XML file that contains tags that specify the type
of processing to perform during import, and the import data destinations and values. Cut and
paste these samples and use any text editor that creates plain text files to edit the data to create
your own import files.

Importing screening and enrollment data (on page 131).
Importing new patient clinical data (on page 132).
Updating existing patient clinical data (on page 133).
Importing new itemset data (on page 134).

Editing an existing itemset (on page 130).

Deleting data from an itemset (on page 137).
Undeleting data from an itemset (on page 138).

Adding data to an unscheduled visit (on page 139).

Transferring patient records (on page 140).
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Importing screening and enrollment data

This sample file below contains the necessary data tags to import screening and enrollment data
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for patient XYZ at site PF.

<?xml version="1.0"?>
<CLINICALDATA>
<l--

Feature:Screen and Enroll
Description:This file sets up the user to test other XML features
——

<I-- Screen Patient -->

<SCREEN SITEMNEMONIC=""PF'">

<DATA TAG="'screen.O.patientinitials._patientinitials" VALUE="XYZ"/>
<DATA TAG="'screen.O.eligible._eligible" VALUE="yes"/>

<DATA TAG="'screen.0O.datescreened.date" MONTH="1" DAY="6" YEAR="'1999"/>
<DATA TAG="screen.0.dob.dob™ MONTH="11" DAY="11" YEAR="1959"/>
</SCREEN>

<!-- Enroll Patient -->

<ENROLL PATIENTINITIALS="XYZ" SITEMNEMONIC="PF" PATIENTNUMBER="BK-XYZ"
ENROLL=""TRUE"">

<DATA TAG="'consent.0.consentdate.date’”™ MONTH="1" DAY="6" YEAR='1999"/>
<DATA TAG="'consent.0.patientnumber.patientnumber’™ VALUE="BK-XYZ"/>
<DATA TAG=""inclusion.0O.age_inc.yesno" VALUE="1"/>

<DATA TAG=""inclusion.0.hyper_inc.yesno" VALUE="1"/>

<DATA TAG=""inclusion.O.understand_inc.yesno" VALUE="1"/>

<DATA TAG=""inclusion.0O.agree_inc.yesno" VALUE="1"/>

<DATA TAG=""exclusion.0.secondary_ex.yesno" VALUE="0"/>

<DATA TAG="exclusion.O.malignant_ex.yesno" VALUE="0"/>

<DATA TAG=""exclusion.O.allergyhistory_ex.yesno" VALUE="0"/>

<DATA TAG="exclusion.O.myocardial_ex.yesno" VALUE="0"/>

<DATA TAG=""exclusion.O.monitor_ex.yesno" VALUE="0"/>

</ENROLL>

</CLINICALDATA>
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Importing new patient clinical data

The sample file below contains the necessary data tags to import clinical data to patient XYZ at
site PF.

<?xml version="1.0"?>
<CLINICALDATA>

<I--

Feature:Form and ltem comments

Description:This example demonstrates basic form and item comments
Requirements:PF_XYZ-Enroll.xml

-

<I-- Demographics form -->

<PATIENTDATA

PATIENTINITIALS="XYZ"

SITEMNEMONIC=""PF"

FORMSETREFNAME="Visitl"

FORMREFNAME=""DEM"*

COMMENT=""This is the Demographics Form Comment'>

<DATA TAG="'DEM.0.GENDER.GENDERRADIO" VALUE="1" COMMENT="Gender Comment"/>
<DATA TAG="DEM.O.DEMDOB.dob"™ MONTH=""2" DAY="'14" YEAR="1961" COMMENT='Date Of
Birth Comment'/>

<DATA TAG="DEM.0.RACE.RACEGROUP" CHILDSELECTED="RACETEXT" COMMENT="'Race Text
Comment"'/>

<DATA TAG="DEM.0.RACE.RACEGROUP.RACETEXT" VALUE="10k" COMMENT="Race Text
Value Comment'/>

<DATA TAG="DEM.O.HEIGHT.PFHT_TC"™ VALUE="74" UNIT="Inches" COMMENT=""Height
Comment"'/>

<DATA TAG="DEM.O.WRISTCIRC.PFWC_TC"™ VALUE="6.0" UNIT="Inches"
COMMENT=""Height Unit Comment"/>

<DATA TAG="DEM.O.FRAME.FRAME_CC" VALUE="1"/>

<DATA TAG="'SH.0.SMOKE.SMOKERADIO" VALUE="Y"/>

<DATA TAG="'SH.0.EVERSMOKED.SMOKERADIO" VALUE="N"/>

<DATA TAG=""SH.0.WHATSMOKED . SMOKEGROUPRADIO" CHILDSELECTED=""SMOKEGROUP"'/>
<DATA TAG="SH.0.WHATSMOKED . SMOKEGROUPRAD 10 . SMOKEGROUP"" VALUE=""SMOKES"'/>
<DATA TAG=""SH.0.WHATSMOKED . SMOKECHECKBOX" VALUE="‘cigarette,pipe'/>

<DATA TAG="SH.0.HOWMUCHSMOKED .SMOKERADI02" CHILDSELECTED=""NUMTEXT"'/>
<DATA TAG=""SH.0.HOWMUCHSMOKED . SMOKERADI102 .NUMTEXT"" VALUE="10"/>

<DATA TAG="SH.0.YRSSMOKED.SMOKERADI02" VALUE="NDElement'/>

</PATIENTDATA>

</CLINICALDATA>
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The sample file below contains the necessary data tags to edit or clear existing data about a
patient.

<?xml version="1.0"?>
<CLINICALDATA>

<l--

Feature:Edit an existing patient®s form record

Description:This example demonstrates editing one item, then clearing an
item"s value

Requirements:The following must be run prior to this script
PF_XYZ-Enroll .xml

PF_XYZ-DEMandCommentts.xml

-——>

<I-- Demographics form -->

<EDITPATIENTDATA

PATIENTINITIALS="XYZ"

SITEMNEMONIC=""PF""

FORMSETREFNAME=""Visitl"

FORMREFNAME=""DEM""

REASONOTHER=""updated data'>

<DATA TAG="DEM.O_HEIGHT.PFHT_TC" VALUE="75" UNIT="Inches" />
</EDITPATIENTDATA>

<I-- Demographics form -->

<EDITPATIENTDATA

PATIENTINITIALS="XYZ"

SITEMNEMONIC=""PF""

FORMSETREFNAME=""Visitl"

FORMREFNAME=""DEM""

REASONOTHER=""updated data'>

<DATA TAG="DEM.O_WRISTCIRC.PFWC_TC" CLEARVALUE="TRUE"/>
</EDITPATIENTDATA>

</CLINICALDATA>
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Importing new itemset data

The sample file below contains the necessary data tags to import new itemset data.

<?xml version="1.0"?>
<CLINICALDATA>

3

Feature:Submitting ltemset Data

Description:This example demonstrates to submitting itemset data
Requirements:The following must be run prior to this script
PF_XYZ-Enroll .xml

-—>

<I-- non explicit itemset index (append to existing itemsets if exists) -->
<PATIENTDATA

PATIENTINITIALS="1TM"

SITEMNEMONIC=""PF""

FORMSETREFNAME="Visitl"

FORMREFNAME=""HH"*

SECTIONNAME=""PT"'

ITEMSETNAME=""PT"*

<DATA TAG="PT.PT.THERAPYTEXT.THERAPYTEXT" VALUE="aspirin"/>

<DATA TAG=""PT.PT.DOSAGETEXT.DOSAGETEXT' VALUE="1 tablet"/>

<DATA TAG="PT.PT.DOSEDATE.DOSEDATE™ MONTH=""12" DAY="23" YEAR='"1998"/>
<DATA TAG=""PT.PT.DISCPULLDOWN.DISCPULLDOWN" VALUE="Not Effective"/>
</PATIENTDATA>

<l-- Create at itemset index 2 -->

<PATIENTDATA

PATIENTINITIALS="ITM"

SITEMNEMONIC=""PF"

FORMSETREFNAME="Visitl"

FORMREFNAME=""HH""

SECT IONNAME=""PT"

ITEMSETNAME=""PT""

COMMENT=""1temSet #2 - explicit index of 2">

<DATA TAG=""PT.PT.THERAPYTEXT.THERAPYTEXT" VALUE="aspirin3'/>

<DATA TAG="PT.PT.DOSAGETEXT.DOSAGETEXT" VALUE="1 tablet'/>

<DATA TAG="PT.PT.DOSEDATE.DOSEDATE" MONTH="12" DAY="23" YEAR=''1998"/>
<DATA TAG="PT.PT.DISCPULLDOWN.DISCPULLDOWN" VALUE="Not Effective'/>
</PATIENTDATA>

<I-- Force itemset index 3 -->

<PATIENTDATA

PATIENTINITIALS="1TM"

SITEMNEMONIC=""PF""

FORMSETREFNAME=""Visitl"

FORMREFNAME=""HH""

SECT IONNAME=""PT""

I TEMSETNAME=""PT""

ITEMSETINDEX=""3"">

<DATA TAG="PT.PT.THERAPYTEXT.THERAPYTEXT" VALUE="Bucket"/>

<DATA TAG="PT.PT.DOSAGETEXT.DOSAGETEXT" VALUE="1 tablet'/>

<DATA TAG="'PT.PT.DOSEDATE.DOSEDATE" MONTH='"'12"" DAY="23"" YEAR="'1998"/>
<DATA TAG="PT.PT.DISCPULLDOWN.DISCPULLDOWN" VALUE="Not Effective'/>
</PATIENTDATA>

<l-- Create at itemset index 4 -->

<PATIENTDATA

PATIENTINITIALS="ITM"

SITEMNEMONIC=""PF"

FORMSETREFNAME="Visitl"

FORMREFNAME=""HH""

SECT IONNAME=""PT"

ITEMSETNAME=""PT""

<DATA TAG="PT.PT.THERAPYTEXT.THERAPYTEXT" VALUE="To Delete'/>

<DATA TAG="PT.PT.DOSAGETEXT.DOSAGETEXT" VALUE="To Delete'/>

<DATA TAG="PT.PT.DOSEDATE.DOSEDATE" MONTH="'12"" DAY="23"" YEAR=''1998"/>
<DATA TAG="PT.PT.DISCPULLDOWN.DISCPULLDOWN" VALUE="Not Effective'/>
</PATIENTDATA>
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</CLINICALDATA>
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Editing an existing itemset

The sample file below contains the necessary data tags to edit a row in an existing itemset.

<?xml version="1.0"?>
<CLINICALDATA>

<I--

Feature:Edit and ltemset item

Description:This example demonstrates editing an itemset item
Requirements:The following must be run prior to this script

PF_XYZ-Enroll .xml
PF_XYZ-1temSet._xml
-——>

<I-- explicit itemset index -->

<EDITPATIENTDATA
PATIENTINITIALS="XYZ"
SITEMNEMONIC=""PF""
FORMSETREFNAME=""Visitl"
FORMREFNAME=""HH""
SECTIONNAME=""PT""

I TEMSETNAME=""PT""*
ITEMSETINDEX=""2"
REASONOTHER=""test reason"

<DATA TAG="PT.PT.THERAPYTEXT.THERAPYTEXT"

COMMENT=""I1temLevelComment" />
</EDITPATIENTDATA>

</CLINICALDATA>
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VALUE="aspirinEdit"
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Deleting data from an itemset
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The sample file below contains the necessary data tags to delete data from an existing itemset.

<?xml version="1.0"?>
<CLINICALDATA>

3

Feature:Delete an ltemset record (DELETEITEMSET tag)

Description:This example demonstrates to Delete an existing itemset record
Requirements:The following must be run prior to this script
PF_XYZ-Enroll .xml

PF_XYZ-1temSet._xml

PF_XYZ-l1temSetDelete.xml

-—>

<I-- non explicit itemset index (append to existing itemsets if exists) -->
<EDITPATIENTDATA
PATIENTINITIALS=""XYZ"
SITEMNEMONIC=""PF"
FORMSETREFNAME="Visitl"
FORMREFNAME=""HH"*

SECT IONNAME=""PT"*
ITEMSETNAME=""PT""
DELETEITEMSET=""TRUE"
ITEMSET INDEX="'4""
REASONOTHER=""test reason"
</EDITPATIENTDATA>

</CLINICALDATA>
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Undeleting data from an itemset
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The sample file below contains the necessary data tags to recover deleted data from an itemset.

<?xml version="1.0"?>
<CLINICALDATA>

<I--

Feature:Undelete an ltemset record (UNDELETEITEMSET tag)

Description:This example demonstrates to Undelete a previously deleted

itemset.

Requirements:The following must be run prior to this script

PF_XYZ-Enroll _xml
PF_XYZ-1temSet.xml
PF_XYZ-1temSetDelete.xml
-——>

<EDITPATIENTDATA
PATIENTINITIALS="XYZ"
SITEMNEMONIC=""PF""
FORMSETREFNAME=""Visitl"
FORMREFNAME=""HH""
SECTIONNAME=""PT""

I TEMSETNAME=""PT""
UNDELETEITEMSET=""TRUE"
ITEMSETINDEX=""4"
REASONOTHER=""test reason"
</EDITPATIENTDATA>

</CLINICALDATA>
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Adding data to an unscheduled visit
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The sample file below contains the necessary data tags to add data to an unscheduled visit for a
particular patient.

<?xml version="1.0"?>
<CLINICALDATA>

<I--

Feature:Unscheduled Visits

Description:This example demonstrates the sequence of XML submits to use
Unscheduled Visits

Requirements:PF_XYZ-Enroll_xml
——

<I-- DOV form -->

<PATIENTDATA

PATIENTINITIALS="XYZ" SITEMNEMONIC=""PF"

FORMSETREFNAME=""UnschVisit'" FORMREFNAME="'DOV'" NEWUNSCHEDVISIT="TRUE">
<DATA TAG="DOV.0.DOV.DOV' MONTH="2" DAY="1"" YEAR=''1999"/>
</PATIENTDATA>

<I-- VitalSigns form -->

<PATIENTDATA

PATIENTINITIALS=""XYZ"™ SITEMNEMONIC="PF" FORMSETINDEX=""1""
FORMSETREFNAME=""UnschVisit"” FORMREFNAME="VS">

<DATA TAG="VS.0.DATEASSESS.COMMONDATE"™ MONTH="3" DAY="1" YEAR="1999"/>
<DATA TAG="VS.O.WEIGHT.PFWT_TC" VALUE="150" UNIT="Pound"/>

<DATA TAG="VS.O.TEMPTEXT.TEMPTEXT" VALUE="98.7" UNIT="Fahrenheit"/>
<DATA TAG="'VS.0.BPREADING.BPREADINGGROUP.SYSTEXT" VALUE="130"/>

<DATA TAG="'VS.0.BPREADING.BPREADINGGROUP.DIASTEXT" VALUE="85"/>
</PATIENTDATA>

<I-- DOV form -->

<PATIENTDATA

PATIENTINITIALS="XYZ" SITEMNEMONIC=""PF"

FORMSETREFNAME=""UnschVisit" FORMREFNAME="'DOV'" NEWUNSCHEDVISIT="TRUE">
<DATA TAG="DOV.0.DOV.DOV' MONTH="2" DAY="2"" YEAR=''1999"/>
</PATIENTDATA>

<I-- VitalSigns form -->

<PATIENTDATA

PATIENTINITIALS="XYZ"™ SITEMNEMONIC="PF" FORMSETINDEX=""2""
FORMSETREFNAME=""UnschVisit"” FORMREFNAME="VS">

<DATA TAG="VS.0.DATEASSESS.COMMONDATE"™ MONTH="3" DAY="2" YEAR="1999"/>
<DATA TAG="VS.O.WEIGHT.PFWT_TC" VALUE="150" UNIT="Pound"/>

<DATA TAG="VS.O.TEMPTEXT.TEMPTEXT" VALUE="98.7" UNIT="Fahrenheit"/>
<DATA TAG="'VS.0.BPREADING.BPREADINGGROUP.SYSTEXT" VALUE="130"/>

<DATA TAG="'VS.0.BPREADING.BPREADINGGROUP.DIASTEXT" VALUE="85"/>
</PATIENTDATA>

</CLINICALDATA>
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Transferring patient records

This example shows the tags in a MedML file that is used to transfer several patients. Note that
each pair of PATIENTSITECHANGE tags defines current and destination site information for
one patient.

<?xml version="1.0"?>
<CLINICALDATA>
<PATIENTSITECHANGE REASON="new patient address'>
<NEWSITE SITEMNEMONIC="MCLEAN"/>
<CURRENTSITE SITEMNEMONIC="PF" PATIENTNUMBER=""1003"/>
</PATIENTSITECHANGE>

<l----For patient 1001 the file specifies a new patient number because a patient already exists at
the McLean Hospital site with the same patient number.>

<PATIENTSITECHANGE REASON="new patient address'>
<NEWSITE SITENAME="McLean Hospital' PATIENTNUMBER="1002"/>
<CURRENTSITE SITEMNEMONIC="PF" PATIENTNUMBER="1001"/>
</PATIENTSITECHANGE>

<l----The DUPLICATEORDER tag indicates that patient DDD is the second patient with
those initials to be screened at the Phase Forward site.>

<PATIENTSITECHANGE REASON="new patient address'>
<NEWSITE SITEMNEMONIC="MCLEAN"/>
<CURRENTSITE SITENAME="Phase Forward" PATIENTINITIALS="DDD"
DUPLICATEORDER=""2"/>
</PATIENTSITECHANGE>
</CLINICALDATA>
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