Oracle® Life Sciences InForm
User guide for Lab Normals Management Tool

Release 7.0.1.1
G25130-02
May 2025

ORACLE"



Oracle Life Sciences InForm User guide for Lab Normals Management Tool, Release 7.0.1.1
G25130-02
Copyright © 2025, Oracle and/or its affiliates.

This software and related documentation are provided under a license agreement containing restrictions on use and
disclosure and are protected by intellectual property laws. Except as expressly permitted in your license agreement or
allowed by law, you may not use, copy, reproduce, translate, broadcast, modify, license, transmit, distribute, exhibit,
perform, publish, or display any part, in any form, or by any means. Reverse engineering, disassembly, or decompilation
of this software, unless required by law for interoperability, is prohibited.

The information contained herein is subject to change without notice and is not warranted to be error-free. If you find
any errors, please report them to us in writing.

If this is software, software documentation, data (as defined in the Federal Acquisition Regulation), or related
documentation that is delivered to the U.S. Government or anyone licensing it on behalf of the U.S. Government, then
the following notice is applicable:

U.S. GOVERNMENT END USERS: Oracle programs (including any operating system, integrated software, any
programs embedded, installed, or activated on delivered hardware, and modifications of such programs) and Oracle
computer documentation or other Oracle data delivered to or accessed by U.S. Government end users are "commercial
computer software," "commercial computer software documentation,” or "limited rights data" pursuant to the applicable
Federal Acquisition Regulation and agency-specific supplemental regulations. As such, the use, reproduction,
duplication, release, display, disclosure, modification, preparation of derivative works, and/or adaptation of i) Oracle
programs (including any operating system, integrated software, any programs embedded, installed, or activated on
delivered hardware, and modifications of such programs), ii) Oracle computer documentation and/or iii) other Oracle
data, is subject to the rights and limitations specified in the license contained in the applicable contract. The terms
governing the U.S. Government's use of Oracle cloud services are defined by the applicable contract for such services.
No other rights are granted to the U.S. Government.

This software or hardware is developed for general use in a variety of information management applications. It is not
developed or intended for use in any inherently dangerous applications, including applications that may create a risk of
personal injury. If you use this software or hardware in dangerous applications, then you shall be responsible to take all
appropriate fail-safe, backup, redundancy, and other measures to ensure its safe use. Oracle Corporation and its
affiliates disclaim any liability for any damages caused by use of this software or hardware in dangerous applications.

Oracle®, Java, MySQL, and NetSuite are registered trademarks of Oracle and/or its affiliates. Other names may be
trademarks of their respective owners.

Intel and Intel Inside are trademarks or registered trademarks of Intel Corporation. All SPARC trademarks are used
under license and are trademarks or registered trademarks of SPARC International, Inc. AMD, Epyc, and the AMD logo
are trademarks or registered trademarks of Advanced Micro Devices. UNIX is a registered trademark of The Open
Group.

This software or hardware and documentation may provide access to or information about content, products, and
services from third parties. Oracle Corporation and its affiliates are not responsible for and expressly disclaim all
warranties of any kind with respect to third-party content, products, and services unless otherwise set forth in an
applicable agreement between you and Oracle. Oracle Corporation and its affiliates will not be responsible for any loss,
costs, or damages incurred due to your access to or use of third-party content, products, or services, except as set forth
in an applicable agreement between you and Oracle.



Contents

1

About this guide

LNMT module overview

Lab vendors

Direct operations 3-1
Add a new lab vendor 3-1
Edit a lab vendor 3-2
Delete a lab vendor 3-2
Audit a lab vendor 3-2

CSV file operations 3-2
CSV file requirements for adding a new lab vendor 3-3
CSV file requirements for updating an existing lab vendor 3-4
CSV file requirements for deleting an existing lab vendor 3-4

Lab normal ranges (LNRS)

Direct operations 4-1
Add a new LNR for a lab test 4-1
Edit LNRs for existing lab tests 4-2
Delete an LNR 4-2
Audit an LNR 4-3

CSV file operations 4-3
CSV file requirements for adding LNRs 4-4
CSV file requirements for updating LNRs 4-4
CSV file requirements for deleting LNRs 4-5

Source data verification (SDV)

ORACLE"



6 LNMT Import Log Viewer

Access the LNMT Import Log Viewer
LNMT Import Log Viewer display fields

6-1

ORACLE



Documentation accessibility

For information about Oracle's commitment to accessibility, visit the Oracle Accessibility
Program website at http://www.oracle.com/pls/topic/lookup?ctx=acc&id=docacc.

ORACLE


http://www.oracle.com/pls/topic/lookup?ctx=acc&id=docacc

Diversity and Inclusion

ORACLE

Oracle is fully committed to diversity and inclusion. Oracle respects and values having a
diverse workforce that increases thought leadership and innovation. As part of our initiative to
build a more inclusive culture that positively impacts our employees, customers, and partners,
we are working to remove insensitive terms from our products and documentation. We are also
mindful of the necessity to maintain compatibility with our customers' existing technologies and
the need to ensure continuity of service as Oracle's offerings and industry standards evolve.
Because of these technical constraints, our effort to remove insensitive terms is ongoing and
will take time and external cooperation.



Related resources

All documentation and other supporting materials are available on the Oracle Help Center.

ORACLE


https://docs.oracle.com/en/industries/health-sciences/inform/index.html

Access to Oracle Support

Oracle customers that have purchased support have access to electronic support through My
Oracle Support. For information, visit http://www.oracle.com/pls/topic/lookup?ctx=acc&id=info
or visit http://www.oracle.com/pls/topic/lookup?ctx=acc&id=trs if you are hearing impaired.

ORACLE


http://www.oracle.com/pls/topic/lookup?ctx=acc&id=info
http://www.oracle.com/pls/topic/lookup?ctx=acc&id=trs

Additional copyright information

ORACLE

This documentation is for internal-use only.

This documentation may include references to materials, offerings, or products that were
previously offered by Phase Forward Inc. Certain materials, offerings, services, or products
may no longer be offered or provided. Oracle and its affiliates cannot be held responsible for
any such references should they appear in the text provided.



About this guide

This guide provides instructions to use the Lab Normals Management Tool for Oracle InForm
to add, update, or remove lab vendors and lab normal ranges (LNRs), as well as source-verify
data for lab vendors and lab test range data.
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LNMT module overview

The Lab Normal Management Tool (LNMT) allows Oracle InForm to collect lab data entered for

individual lab tests from different sites and ensures it aligns with predefined lab normal ranges
(LNRs).

LNMT enhances data quality, reduces manual errors, and ensures regulatory compliance in
clinical studies.
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Lab vendors

In this chapter:

Direct operations

CSV file operations

Direct operations

In this section:

Add a new lab vendor
Edit a lab vendor
Delete a lab vendor

Audit a lab vendor

Add a new lab vendor

ORACLE

Log in to Oracle InForm.

Select the LNMT tab.

The Lab List page appears.

In the Add New Lab Vendor section (bottom section) enter values for the following field
e LablID

# Note:

The Lab ID must be unique and can be an alpha numeric string up to 50
characters long.

* Lab vendor name

e Phone number

e Address
e City

o State

e Country

OPTIONAL—In the Select Site(s) to associate with this Lab Vendor section, select a
site or sites from the Available Sites box and click Add.

Click Add Lab.

S:
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Chapter 3
CSV file operations

Edit a lab vendor

Log in to Oracle InForm.

Select the LNMT tab.

The Lab List page appears.

Select a lab from the list and click on Edit Lab.
The Update Labs section appears.

Edit the fields as needed.

Select a valid Reason For Change.

Click the Update Labs button.

Delete a lab vendor

Log in to Oracle InForm.
Select the LNMT tab.

The Lab List page appears.
Select a lab and click Delete.
Click OK.

# Note:

Lab Vendors can only be deleted if its corresponding Lab ID has not been used with
any studies to send LNRs.

Audit a lab vendor

Log in to Oracle InForm.

Select the LNMT tab.

The Lab List page appears.

Do one of the following:

e To get audit history for all lab vendors, click Lab Vendor Audit Report.

=]

*  Select a specific lab from the list and click the audit ( & ) icon.

A new browser window opens, displaying the audit history of the selected lab vendors.

CSV file operations

ORACLE

Lab vendors can be added, updated, or deleted using a CSV file. To add a lab vendor you
must create this CSV file from scratch. For existing lab vendors, you can download the CSV
file from the Lab Vendor List to make edits or remove entries.

The CSV file a lab vendor contains the following 15 columns:
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Chapter 3
CSV file operations

Column

Description

Lab Vendor ID

Lab Vendor Name

Must be unique and can be an alpha numeric string
up to 50 characters long.

Name of the lab vendor.

Address 1 First line for lab vendor’s address.
Address 2 Second line for lab vendor’s address.
City Lab vendor’s city.

State/Province Lab vendor's state.

Postal Code Lab vendor’s postal code.

Country Lab vendor’s country.

Phone Number

Lab vendor’s phone number.

Fax Number Lab vendor’s fax number.

Comments Comments regarding the lab vendor.

Labdbid Internal database identifier for the lab vendor. This
is only required for updates or deletion of existing
vendors. This is populated automatically in the CSV
file when the CSV file is downloaded from the Lab
List page.

TransactionType(l/U/D) Only accepted values are:

* | —Used for “Insert” commands.

e U-Used for “update” commands.

D - Used for “delete” commands.

Any other value will raise an error for that row. If no
value is provided, application defaults to “I” (insert).

ReasonForChange Used during updates or deletion of existing

Associated Sites

vendors. If not provided, application defaults to
“changed information”.

Used if lab vendor is to be associated with sites.
Lists the site mnemonics that lab vendor should be
associated with.

e CSV file requirements for adding a new lab vendor

e CSV file requirements for updating an existing lab vendor

e CSV file requirements for deleting an existing lab vendor

CSV file requirements for adding a new lab vendor

To add a lab vendor, provide values for the following columns:

* Lab Vendor ID: Lab ID to be updated. This is the only true required field.

« Associated Sites: This value is only required if the lab vendor is to be associated with any

sites.

You can leave TransactionType(l/U/D) empty, as it defaults to "I" (insert). The rest of the fields
can also be empty.

If there are less than 11 columns in a row, the application will not process that row. It will give
an error and process the next row.
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Chapter 3
CSV file operations

CSV file requirements for updating an existing lab vendor

To update existing lab vendors, provide values for the following columns:

e Lab Vendor ID: Lab ID to be updated. Required.
e Labdbid: Internal Lab database identifier for the lab vendor. Required.
* TransactionType(l/U/D): Value must be "U" (update). Required.

- ReasonForChange: Used for auditing. If not provided, the application defaults to
“changed information”.

« Associated Sites: Used only if the lab vendor is associated with sites.

Any other values provided for the rest of the columns will also get updated.

CSV file requirements for deleting an existing lab vendor

ORACLE

To delete existing lab vendors, provide values for the following columns:

« Labdbid: Internal Lab database identifier for the lab vendor.
* TransactionType(l/UID): Value must be "D" (delete).

+ ReasonForChange: Used for auditing. If not provided, the application defaults to
“changed information”.

Lab vendors cannot be deleted if their corresponding Lab Vendor ID is associated with one or
more studies.
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Lab normal ranges (LNRs)

In this chapter:

Direct operations

CSV file operations

Direct operations

In this section:

Add a new LNR for a lab test
Edit LNRs for existing lab tests
Delete an LNR

Audit an LNR

Add a new LNR for a lab test

ORACLE

Log in to Oracle InForm.

Select the LNMT tab.

The Lab List page appears.
Click on a Lab Vendor ID.

The Lab Normals page appears.

On the Add New Normals section, select or enter values for the following fields:

# Note:

All fields are required except Comments.

* Lab Test

» Effective dates
e Specimen Type
* Gender

* Age Range



5.

Chapter 4
Direct operations

< Note:

Age Range can be entered either by selecting operators and entering age
with unit (for example, > 5 Years or <= 10 Months), by entering Lower Agel
Unit and Upper AgelUnit, or by selecting Not Applicable if LNRs are note
age-dependent.

*  Comments

* Range Type

e Lab Normal Limits
e Unit

# Note:

The combination of Lab test, Date Valid From/To, Lab Specimen Type, Lower/
Upper Limits, Unit, Gender, and Age must be unique.

5. Click Add Normals button.

Edit LNRs for existing lab tests

1.
2.

Log in to Oracle InForm.

Select the LNMT tab.

The Lab List page appears.

Click on a Lab Vendor ID.

The Lab Normals page appears.

Select a Lab Test and click Edit Normals.

In the bottom section, edit fields as needed.

All fields can be updated except Lab Test.

Select Reason For Change. This field is required.

Click the Update Normals button.

Delete an LNR

ORACLE

Log in to Oracle InForm.

Select the LNMT tab.

The Lab List page appears.

Click on a Lab Vendor ID.

The Lab Normals page appears.
Select a Lab Test and click Delete.
Click OK.
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Audit an LNR

Chapter 4
CSV file operations

# Note:

LNRs can only be deleted if they are not associated with any studies using LNMT.

Log in to Oracle InForm.

Select the LNMT tab.

The Lab List page appears.
Click on a Lab Vendor ID.

The Lab Normals page appears.
Do one of the following:

* To get an audit report for all LNRs, click LNR Audit Report

N

* Select a specific Lab Test from the list and click the audit ( A ) icon.

A new browser window opens, displaying the audit history of the selected lab tests.

CSV file operations

LNRs can be added, updated, or deleted using a CSV file. To add a LNR you must create this
CSV file from scratch. For existing LNRs, you can download the CSV file from the Lab
Normals page to make edits or remove entries.

The CSV file a lab vendor contains the following 25 columns:

ORACLE

Column

Description

Lab Vendor ID

Lab Vendor Name

Lab Test

Result Unit

Date Valid From (dd/MMM/yyyy)
Date Valid To (dd/MMM/yyyy)
Specimen Type

Range Type
Numeric Oprtr

Lower Limit
Upper Limit
Acceptable Character Values

Unacceptable Character Values

Gender

This is the ID of the lab vendor for which LNRs are
being uploaded. Lab vendor ID should already exist
in a system.

Name of the lab vendor.

Name of the lab test for which LNR is being added.
LNR Unit.

LNR Effective Start Date.

LNR Effective End Date.

Lab test specimen type (enter "N/A" if not
applicable).

LNR range type (character or numeric).

The operator value if the numeric range is without
defined lower or upper ranges.

Lower numeric range.
Upper numeric range.

If Range Type is character-based, then the valid
in-range character values must be separated by ";".

If Range Type is character-based, then the invalid
range character values must be separated by ";".

Gender value (Male/Female) if LNR is gender-
dependent; otherwise, “Both”.
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CSV file operations

Column Description
Lower Age Lower age value if the LNR is age-dependent.
Upper Age Upper age value if the LNR is age-dependent.

Lower Age Unit
Upper Age Unit
Valid Age Oprtr

Valid Age
Valid Age Unit
Comments
LNRdbid

TransactionType

ReasonForChange

Age unit (Days/Weeks/Months/Years).

Age unit (Days/Weeks/Months/Years).

The operator value if age is without a defined lower
or upper age.

Age value the LNR is valid for.

Age unit (Days/Weeks/Months/Years).

Any LNR-related comments.

This is an internal database identifier for the LNR
and is required for updates or deletions for existing
LNRs. This is automatically populated in the CSV
file when the CSV file is downloaded from the Lab
Normals page.

Only accepted values are:

* | —Used for “Insert” commands.

* U-Used for “update” commands.

D - Used for “delete” commands.

Any other value will raise an error for that row. If no
value is provided, application defaults to “I” (insert).

This is used during updates or deletions of existing
vendors. If not provided, the application defaults to
“changed information”.

e CSV file requirements for adding LNRs
e CSV file requirements for updating LNRs
e CSV file requirements for deleting LNRs

CSV file requirements for adding LNRs

To add an LNR, enter placeholders for all 25 columns.

You can also leave TransactionType empty, as it defaults to | (insert).

If there are less than 25 columns in a row, the application will not process that row. It will give

an error and move to the next row.

CSV file requirements for updating LNRs

To update an LNR, provide values for the following columns:

« LNRdbid: This is an internal database identifier for the LNR.

e TransactionType: U

* ReasonForChange: This is required for auditing. If not provided, application defaults to

“changed information”.

Any other values provided for the rest of the columns will get updated.

ORACLE
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Chapter 4
CSV file operations

CSV file requirements for deleting LNRs

To delete an LNR, provide values for the following columns:
* LNRdbid: This is an internal database identifier for the LNR.
e TransactionType: D

« ReasonForChange: This is required for auditing. If not provided, application defaults to
“changed information”.
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Source data verification (SDV)

LNMT allows CRA or sponsor users with the SDV Access right to source-verify both lab
vendors and lab test range data defined in LNMT.

# Note:

Users and right groups with the SDV Access right can only modify the SDV attribute
for data entries. All other lab vendor and LNR data items appear as read-only.

SDV status can be:

* Not started — No data is source-verified.
e Partially SDVd — Some items are source-verified.
* SDVd - All items are source-verified.
To source-verify data for either lab vendors or LNRs:
1. Log into Oracle InForm as a user with SDV access.
2. Select the LNMT tab.
The Lab List page appears.
3. Click on a Lab Vendor ID.
The Update SDV page appears.
4. Do one of the following:
e Check the Verify checkbox for each individual data entry.
e Check Select All to source-verify all data entries.
5. Select a valid Reason For Change.
6. Click the Update Lab Vendor button.

¢ Note:

Source data verification does not affect LNMT integration with Oracle InForm. All
functionality remains unchanged, regardless of SDV status on any LNMT data item.
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LNMT Import Log Viewer

In this chapter:

Access the LNMT Import Log Viewer

Access the LNMT Import Log Viewer

The LNMT Import Log Viewer will display error and informative messages for each
transaction.

To access the LNMT import log viewer:

1.
2.
3.

Log in to Oracle InForm.
Go to LNMT.
Go to LNMT Import Log Viewer.

A detailed list of import transactions appears.

You can filter transactions by:

Data Submission Status—Represents the current status of the data submission.

Processed Date From—Starting date for filtering records based on the processed date.

Processed Date To—Ending date for filtering records based on the processed date.
Site—Site mnemonic.

Visit—Visit refname.

Form—Form refname.

Patient Number—Unique identifier for the patient.

Lab Vendor ID—Identifier for the lab vendor.

Lab Test—Lab test identification value.

LNMT Import Log Viewer display fields

LNMT Import Log Viewer display fields

This table describes the fields displayed in the LNMT Import Log Viewer.

ORACLE

Fields Description

Site Site mnemonic.

Visit Reference name for the visit.

Form Reference name for the form.

Patient Number Unique identifier for the patient.

Lab Vendor ID Identifier for the lab vendor.

Lab Test Name of the lab test.

Collection Date Date when the sample was collected.
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Chapter 6
Access the LNMT Import Log Viewer

Fields

Description

Lab Specimen Type
Lab Test Result

Result Unit

Range Display Text Unit
Import Error

Processed Date

Type of specimen collected.

Outcome or result of the lab test.

Unit of measurement for the result.
Text showing the range for the lab test.

Details errors for submissions queued for
processing.

Most recent processing date logged by LNMT.
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