Introduction

The objective of ART is to track and report patient allergy and adverse reaction
data. This is accomplished via the four major components of the package.

1. Data Entry Options - Adverse Reaction Tracking has two options where a
user can enter data.

a. Enter/Edit Patient Reaction Data - This option allows the clinical users
(i.e., doctors, nurses, other clinicians and clerks) to enter data into ART.

b. Verify Patient Reaction Data - This option allows the verifiers designated
by ART to verify the correctness of data entered by the clinical users into
ART. This option does NOT perform evaluation of suspected Advanced
Drug Reactions (ADR) as described in Section 5.a.(2).(d) of Directive 10-
92-070.

2. Reporting options - These options report the patient causative agent data to
the user via a print option. Also, this data is made available to other
software applications via a data extract utility.

3. Enter/Edit Site Configurable Files - This menu allows the various site
configurable files to be modified to allow ART to better meet the needs of an
individual site.

4. Adverse Drug Reaction (ADR) options - These options support
implementation of Directive 10-92-070. It allows for the evaluation of a
suspected ADR by a qualified individual (e.g., clinical pharmacist, clinical
pharmacologist) other than the attending physician, as specified in Section
5.a.(2).(d) of Directive 10-92-070. This component also generates the reports
needed by the FDA.

There are four major users of the software.

1. Clinical users - These are the doctors, nurses, other clinicians and clerks
entering the data into ART. They are required to enter data pertinent for a
particular allergy/adverse reaction. If the allergy/adverse reaction was
observed at the site, data pertaining to any possible legal action could be
tracked. This data would then be made available to users of any service
utilizing the Reporting options, thus avoiding any errors in care. Two other
data elements that are tracked are the date/time that the patient chart was
marked and the date/time that the patient ID band was marked indicating
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the patient's reaction to the particular causative agent. Automated mail
bulletins are sent to the appropriate users when the date/time patient chart
marked data field has not been recorded.

2. Verifiers - These are designated users by the site who verify the correctness
of the data in ART. The verifiers are designated when the Information
Resources Management Service (IRM) allocates the GMRA-ALLERGY
VERIFY security key to a user and have the ART Verifier Menu. The
verifiers may be clinical pharmacists, dietitians, and other clinical personnel.
Automated mail bulletins will be sent to the ART verifiers when an
allergy/adverse reaction has been entered and signed (completed) by a user.
Verification may be important in observed instances of adverse drug
reactions where a Quality Assurance (QA) investigation may be conducted.
In general, it is a good principle to have someone verify all of the data
entered into ART.

3. Pharmacy and Therapeutics (P&T) Committee users - These users are the
members of the hospital's P&T Committee and are assigned the P&T
Committee Menu option. They will use the information in ART to review
ADRs in the hospital, classify them as significant reactions and determine
whether they are related to particular drugs, and depending on the severity
of the ADR may report it further to the FDA. A printed copy of the form used
to report to the Food and Drug Administration (FDA) can be generated by
ART. Automated mail bulletins will be sent to the P&T Committee users
when an observed drug reaction is entered into the system.

4. Software developers - These users will utilize the data extract utility
(GMRADPT routine) to gather ART data for display within their specific
DHCP application.
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The Preface, Introduction, and Orientation sections of the manual provide generic
package information about ART. The rest of the manual contains information
specific to the users of ART. Please refer to other DHCP instructional manuals
which provide basic information about general computing and your computer
system (e.g., the DHCP User's Guide to Computing).

Special Commands, Keys, and Conventions

For purposes of this manual, when a character is enclosed in quotes (e.g., "), the
user should only enter the character(s), not the quotes.

NOTE: There is a difference between the letter "O" and the number "0", as well
as between the number "1" and the letter "I". The space bar functions
as a character key as well as an apparent function key which moves the
cursor on the screen.

Special Function Keys modify the operation of the terminal. Whenever a reference
Is made to the use of a function key, its name will be bracketed with "<" and ">"
(e.g., <RET>; <DEL>).

1. The Shift Key (SHIFT) is the most commonly used key. There frequently is
one Shift Key on either side of the keyboard labeled "SHIFT". If a QUME
terminal is being used, however, the <SHIFT> key is labeled with an open
arrow pointing upwards. Some keys are used in conjunction with the
<SHIFT> key. To use them, first depress the <SHIFT> key and continue
holding it while depressing one of the following:

a. The At Sign "@" means line deletion and deletes data before a double
slash (//) and removes that data from the database. The "@" is generally
located on the "2" key. There are exceptions, however.

b. The Up-arrow """ is frequently located on the "6" key and is used as
follows:

I) Quit -- by inserting "M, the user quits/exits a prompt.

2) Rapid Out -- by inserting "™", the user is sent to the next level (screen
or returns to primary menu). Not all DHCP software has this
capability.
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c. The question mark "?" is located next to the lower right <SHIFT> key and
Is used to request help in understanding the format or obtaining a list
from which to make a selection.

1) "?"--will produce a listing of possible responses, if available from the
computer.

2) "??" -- will result in a more complete help message, if available from
the computer.

2. <CAPS LOCK> maintains the <SHIFT> key in the lock position so that all
letter keys display as upper case letters. Unlike the Shift Lock Key on a
typewriter, it does not shift any key other than the alphabet keys.

3. In general, the carriage Return or Return key <RET>, is the most frequently
used key. It signals the computer that the user has finished entering data.
Information is held without action until the <RET> is pressed.

4. <DEL> will backspace and delete one character at a time if <RET> has not
yet been depressed. As each character is removed, the cursor automatically
backspaces one position.

5. <NO SCROLL> is used to suspend printing of a listing that is longer than
the screen. Simply depress <NO SCROLL> or (on the WYSE terminal)
<HOLD SCREEN> to read the screen display. Depress the key again to
resume printing the remainder of the display.

General Computer Usage Instruction

The user of ART sends information to and receives information from the computer.
The computer acts as an intermediary between the user and another user (or the
initial user later) to store, reorganize, calculate, and then recall the information.
Because many individuals are unfamiliar with computers, programmers have
developed a dialog with the computer which helps it communicate with the user.
The computer is programmed to ask questions, and data can be entered to complete
the inquiry. Once a user enters a response, the computer interprets that response
literally. The computer does not think on its own; it simply responds to information
entered by the user.

This section will assist the user in obtaining the desired question(s) from the

computer and in responding to screen prompts. It is divided into five parts:
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Terminology Describes some basic programming terminology.

Prompts Assists the user in recognizing the various types of
prompts.

Responses Discusses user responses to prompts.

Data Types Provides a brief description of data types and the kind of

data that can be entered.

Queueing Reports Describes how to send reports to a printer which will
print in the future.

Terminology

Attribute: A specific piece of information about a thing or an entity. Another
term for attribute is "element”.

Record: A grouping of attributes which relate to a common entity. Every
person has a name, age, address, social security number (SSN), and date of
birth; each has a value. These field names together with their respective
values form a record.

File: A group of records that are of the same type. For example, the record

defined in the previous paragraph might be found in a group of similar
records in a personnel file.

Prompts

A prompt is a question displayed on the screen by the computer. The user
responds to the prompt by entering information.

Basic: The basic prompt will display what data is to be entered, followed by a
colon.

Select the number(s) of the entry(ies) you wish to add/edit:

Here the prompt is asking the user to enter selections from the listing on the
screen. The user supplies an answer that applies.
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Default: The default prompt asks a question and supplies an answer. The
answer either reflects the most common response associated with the
guestion or, data (a value) that was previously entered.

Do you really want to Halt? YES//

If <RET> is pressed, the computer recognizes the "YES" default as the
accepted answer, and will halt/stop. Notice the "//" after the "YES". This
means that the user can change the default answer to something else. In
this example, if the user entered "NO" after the "//", the system would permit
the user to continue working on the computer.

Select: The select prompt indicates that an answer is expected from the user.
If the user's answer is accepted by the computer, the data will be stored and
another prompt usually appears. If the user's answer is not on the accepted
list, the terminal will beep and "??" will appear after the original question.
The question will then be repeated.

If the list within the computer is short, it will be displayed on the screen to
help the user in making a selection.

If a list does not display, enter a "?" for a "help message" to appear on the
screen. The message should assist the user to respond to the question.

Responses

ART is designed to allow the user to enter specific information pertaining to
the report in question. As a convention, all user responses in the Adverse
Reaction Tracking documentation will be in bold letters so that they are
differentiated from screen displays.

There should be no space between the comma and first name in a Patient's
Name prompt. The convention used in entering names does not use a space
in that position. When doing a look-up on a name, the user will be beeped
from the computer if a space has been entered between the last and first
names. Enter it as:

"LAST NAME,FIRST NAME".

Remember to use HELP when questions arise. The user can type "?", "??", or
"???" after any prompt to get a help message. The help message generally
tells the user what to do. In some instances, a specific list of possible
responses is displayed.
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Field names in ART have descriptions associated with them. When the user
types "??" after the prompt, the description of the attributes will be displayed.
This utility acts as a glossary within the programs.

Not all prompts must be answered. When the user presses <RET> after the
prompt without entering data, no value will be assigned to the attribute. The
next prompt is then displayed. An attribute with no value in the data
element is called a "NULL".

Data Types

Data is entered and used by a variety of individuals. Therefore, not all data
Is the same nor is it used for the same purposes. Similarly, not all specific
data types perform the same functions. It is important that the user
understands and recognizes the different types of data associated with
Adverse Reaction Tracking.

Free Text: Allows a limited number of any combination of
alphabetic characters as well as numbers and
punctuation marks. Any meaningful sequence of
symbols can be entered.

Date/Time: The name of this data type explains the content. All
time related date entries must have a date including a
time.

Enter "T-1@3PM" for yesterday at 3 in the afternoon.
"T" is a special character which stands for today's date.

Enter "NOW" for today's date and current time.

You may enter date information in any of the following
ways:

JAN 22 1957 or 22 JAN 57 or 1/22/57 or 012257

T (for TODAY), T+l (for TOMORROW), T+2, T+7, etc.
T-1 (for YESTERDAY), T-3W (for 3 WEEKS AGO), etc.
N = Now (to enter the current date and time)

If the year is omitted, the computer uses the CURRENT
YEAR. Sometimes the system allows you to omit the
precise day, as: JAN, 1957
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Numeric:

Computed:

Set of Codes:

Pointer to a File:

Variable Pointer:

Is a field comprised exclusively of numbers, such as a
dollar amount. A list of numbers is a group of numbers
separated by commas with ranges of the numbers
separated by hyphens (-).

For example, 1-2,5 is a valid entry and would mean that
the user wanted to select choices 1, 2, and 5. Also, the
entry 1,2,5 would mean the same thing.

Is a field whose value is computed from values of other
attributes. Computed field data does not appear in
ART. A computed field cannot be edited. Only fields
which determine the value of the computed field can be
edited (e.g., age is computed from Date of Birth (DOB)).

Refers to a short list of values (set when the field was
developed) each of which can be identified by a brief
code.

Is a field which refers to an entry in another file. This
relationship is called a pointer.

Is similar to a "pointer", except that the relationship is
to several files. As an example, there could be a field
that chooses either from the GMR Allergies file or the
National Drug file for its entry choices.

Adverse Reaction Tracking V. 4.0 March 1996
User Manual



Word Processing:

March 1996

Orientation

Is similar to free text in that any characters can be
entered; however, there is no limit to the amount of text
that can be entered. The built-in word processor in the
DHCP System is an elemental line-oriented type of
system that is easy to use. Help messages are available
to the user. There are two characteristics of the line
editor that may not be obvious. Text will not wrap-
around, therefore, it is best to track the cursor on the
screen and press the Return key to begin a new line.
Secondly, while a line of text is being entered, the only
editing permitted is through the use of the <DEL> key
(to delete characters to the left of the cursor). However,
once an entire text is entered, it can be edited with the
Replace technique.

Replace Technique:
For example, the user enters the following:

I>This is an exanple of how to use thye REPLACE<RET>
2>technique to edit text entered by the user.<RET>
3><RET>

After the user has entered the text, the system gives the
user the option to edit the text line by line. The user's
input is in bold.

Edit Qption: EDT line 1 <RET>
| >This is an exanpl e of how to use thye REPLACE
REPLACE thye <RET> WTH t he <RET>

The system returns the corrected piece of text.

| >This is an exanpl e of how to use the REPLACE
Edit Line: <RET>

Other features of the Replace are:

Type "..." at the Replace prompt to replace the entire line
of text.

Type "END" at the Replace prompt to append text at the
end of the current line of text.
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10

Queueing Reports

When a report must be printed and a user wishes the CRT available for data
entry, the desired report can be queued in the following manner:

1. Select a print option from an appropriate display.

2. Enter at Device prompt: Q (QUEUE TO PRINT ON).

3. The Device prompt will again display; the user must enter the name of
the device.

4. The user will also need to set the right margin (e.g., 132 or 80 columns);
usually the default is selected.

5. Another prompt "Requested Time to Print" must also be completed before
the queueing parameters are completed.

Example:
DEVI CE: HOME// Q<RET> QUEUE TO PRINT ON

DEVI CE: HOVE/ /' (Enter Printer Name; e.g., 132<RET>)
REQUESTED TIME TO PRINT: Now/ (Select from options listed below)

a. Pressing the Return key will print the report immediately if the
printer is available.

b. Specific time such as: 10:25AM (NOV 28, 1996 10:25AM).

c. "~ will allow you to exit and the report will not be queued by
indicating TRY LATER.

If either (a) or (b) is entered by the user, the report will be printed by the
appropriate printer device; the CRT can be used concurrently while the
report is printing. The computer will display the following message:

REQUEST QUEUED!
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Sign On/Sign Off

1. To sign on, you must use the access and verify codes you were assigned. Keep
both codes confidential!

Respond to the prompts:

ACCESS CODE: First, enter your access code. Then, press the Return key.
VERIFY CODE: Enter your verify code. Then, press the Return key.

To insure security, your ACCESS and VERIFY CODES will not be visible on the
screen.

Example:

Prompt: User Entry:
ACCESS OCDE: TRAI NL2 <RET>
VER FY COCDE: NURSE34 <RET>

2. To SIGN OFF, either:
a. Press the Return key or,

b. Enter an up-arrow () and then press the Return key until the following
prompt appears:

"Do you really want to halt"? Yes// <RET>
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This package does not impose any additional legal requirements on the user, nor
does it relieve the user of any legal requirements. All users are reminded that
many of the reports and mail bulletins generated by this package contain
confidential patient information which is protected by the Privacy Act.

A basic knowledge of the Decentralized Hospital Computer Program (DHCP) is
presumed for most users of the software. The Application Coordinator (ADPAC)
should have more than a basic knowledge of DHCP and the needs of a clinical
environment.

The software does contain two security keys. The GMRA ALLERGY VERIFY key is
needed to verify allergy/adverse reactions. The GMRA SUPERVISOR key should
be given only to those users who have the authority to override the software’s
security in order to edit data.

The software itself does not prompt for a user’s electronic signature. However, it
does contain a programming interface with the Progress Notes package in order to
create, edit and sign progress notes. The Progress Notes software does prompt the
user for an electronic signature.

The software generates mail bulletins when certain events happen and sends a
bulletin to a specified mail group. The mail groups are:

1) GMRA MARK CHART - A list of users who will need to mark a patient’s
chart to record an allergy/adverse reaction.

2) GMRA VERIFY DRUG ALLERGY - A list of all verifiers who will need to be
sent drug reaction information.

3) GMRA VERIFY FOOD ALLERGY - A list of all verifiers who will need to be
sent food reaction information.

4) GMRA VERIFY OTHER ALLERGY - A list of all verifiers who will need to be
sent other types of reaction information (i.e., not drug or food).

5) GMRA P&T COMMITTEE FDA - A list of the members of the Pharmacy and
Therapeutic (P&T) Committee.

Contact the ADPAC or IRM support staff if you need to be a member of one of these
mail groups.
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The ART software includes six menus to assist users in tracking and reporting
allergy/adverse reaction data. They are:

1) Adverse Reaction Tracking [GMRAMGR] - This is the top level menu. It
should be given to the package’'s ADPAC and/or IRM support person.

2) Adverse Reaction Tracking User Menu [GMRA USER MENU] - This menu
can be assigned to clerks who will enter adverse reaction data.

3) Adverse Reaction Tracking Clinician Menu [GMRA CLINICIAN MENU] -
This menu can be assigned to clinicians who will use the package.

4) Adverse Reaction Tracking Verifier Menu [GMRA VERIFIER MENU] - This
menu should be assigned to users who will verify adverse reaction data.

5) P&T Committee Menu [GMRA P&T MENU] - This menu can be given to
Pharmacy and Therapeutic Committee members.

The rest of this chapter describes the menus and options. Also, examples of each
option are given.
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Adverse Reaction Tracking

This is the main menu that has all options of the Adverse Reaction Tracking
System. This menu should only be given to the ART Applications Coordinator
(ADPAC) and/or IRM support personnel.

Enter/Edit Site Configurable Files ...
Adverse Reaction Tracking User Menu ...
Adverse Reaction Tracking Clinician Menu ...
Adverse Reaction Tracking Verifier Menu ...
P&T Committee Menu ...

arwpdprE
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Enter/Edit Site Configurable Files

This is a menu of the various options that the site can use to tailor ART to better
meet its needs. This menu should be used by the ADPAC or IRM Support Staff

only.

1. Edit Allergy File

2. Enter/Edit Signs/Symptoms Data
3. Enter/Edit Site Parameters

4. Sign/Symptoms List

5. Allergies File List
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Edit Allergy File

This option allows the site to enter its own allergies into the system for selection by
the user. These entries are considered local entries and can be edited by the site.
The software is distributed with a list of entries that is categorized as NATIONAL
allergies. The site can edit the SYNONYM field for national entries only. The data
Is stored in the GMR ALLERGIES file (#120.82).

Example of an allergy added.

Select Enter/Edit Site Configurable Files Option: 1 Edit Allergy File

Sel ect a LOCAL ALLERGY/ ADVERSE REACTI ON STI NKWEED
Are you adding ‘ STINKWEED as a new GVR ALLERA ES (the 117TH)? Y (Yes)
GWR ALLERd ES ALLERGY TYPE:  ??
This field contains the type(s) for this allergy/adverse reaction. The
user can enter the type(s) separated by commas, or the follow ng codes:
D=Drug, F=Food, O=Cther. |If codes are used, do not use commas to
separate multiple codes. Exanples of valid entries are: DRUG or DRUG
FOCD or D or DF or OTHER
GWR ALLERA ES ALLERGY TYPE: O
NAME: STI NKWEED/ /  <RET>
Sel ect SYNONYM WEED
Are you adding ‘WEED as a new SYNONYM (the 1ST for this GVR ALLERA ES) ? Y
(Yes)
Sel ect SYNONYM <RET>
1 Dr ug
2 Food
3  Qher
Select the type(s) for this reaction: 3// <RET>
Sel ect DRUG | NGREDI ENT:  ?
Answer w th DRUG | NGREDI ENTS
You nay enter a new DRUG | NGREDI ENTS, if you w sh

Enter one of the drug ingredients that make up this allergy.
Answer with DRUG | NGREDI ENTS NAME
Do you want the entire 3585-Entry DRUG | NGREDI ENTS Li st ? N (No)
Sel ect DRUG | NGREDI ENT:  <RET>
Sel ect VA DRUG CLASSES: 2
Answer with VA DRUG CLASSES
You nay enter a new VA DRUG CLASSES, if you w sh
Answer with VA DRUG CLASS CODE, or CLASS| FI CATI ON
Do you want the entire 494-Entry VA DRUG CLASS List? N (No)
Sel ect VA DRUG CLASSES: <RET>

Sel ect a LOCAL ALLERGY/ ADVERSE REACTI ON <RET>
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Example of adding a synonym to a nationally distributed allergy.

Select Enter/Edit Site Configurable Files Option: 1 Edit Allergy File
Sel ect a LOCAL ALLERGY/ ADVERSE REACTI O\ CAFFEI NE NATI ONAL ALLERGY

CANNOT ED'T NAME FI ELD CF A NATI ONAL ALLERGY.

Sel ect SYNONYM  STI MULANT
Are you adding ‘ STIMLANT' as a new SYNONYM (the 1ST for this GWR
ALLERA ES)? Y
(Yes)
Sel ect SYNONYM <RET>
Sel ect a Local Allergy/ Adverse Reaction: <RET>
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Enter/Edit Signs/Symptoms Data

This option allows the addition/editing of the site-specific allergy reactions. The
site may find the signs/symptoms list provided by ART inadequate for its needs.
This option will allow the site to add any data as appropriate. This data is stored in
the Sign/Symptoms file (#120.83).

Select Enter/Edit Site Configurable Files Option: 2 Enter/Edit Signs/Synptons
Dat a

Sel ect a LOCAL SI GV SYMPTOM  HAIR LOSS
NAME: HAIR LCSS//  <RET>
Sel ect SYNONYM BALD// <RET>

Sel ect a LOCAL SI GV SYMPTOM  <RET>
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Enter/Edit Site Parameters

The Enter/Edit Site Parameters [GMRA SITE FILE] option allows site
configuration for multiple divisions at the site. The software provides a generic site
configuration entry called HOSPITAL. The site can customize this entry to fit its
needs. These parameters are stored in the GMR Allergy Site Parameters file
(#120.84).

The site can configure the following:

1.

2.

The list of the ten most common signs/symptoms that the user will see.

The autoverification of data. Autoverification is the process by which the
software automatically changes the status of the data to verified when the user
who entered the data signs off (completes) on it. The site can determine which
of the types of reactions are to be autoverified and which are to follow the
normal verification procedure. There are three parameters used to autoverify
data: Autoverify Food/Drug/Other, Autoverify Observed/Historical and
Autoverify Logical Operator. The verification of data is important. Minimally,
all drug reactions will need verification. Depending on the site, food and other
allergies may also need to be verified. The users who will verify the data must
have the GMRA-ALLERGY VERIFY security key.

Whether the originator of the data should provide comments.

Whether the site documents the marking of a patient’s ID band or chart to
indicate the presence of an allergy/adverse reaction. There are three parameters
with regards to this documentation: Mark ID Band Flag Method of Notification,
Alert ID Band/Chart Mark and Send Chart Mark Bulletin for New Admissions.

FDA reporting data. The site can choose to require the user to enter FDA data
at the time a reaction is entered. Also, the site may edit the reporter
information that will appear on the FDA Adverse Reaction reports.

Whether to allow comments to be added to the reaction data that is entered in
error. This allows the user to indicate why the data is incorrect.
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Select Enter/Edit Site Configurable Files Option: 3 Enter/Edit Site
Par anet er s
Sel ect GWR ALLERGY SI TE PARAMETERS NAME: ??

HOSPI TAL

This field is the name of this set of paraneters. The nane of the base
set that is sent out is "HOSPITAL". The code will work nore efficiently
if the nane of the base set of paranmeters is not changed from "HOSPI TAL".

Sel ect GWR ALLERGY SI TE PARAMETERS NAME: HOSPI TAL

NAME: HOSPI TAL// (No editing)

Select DDVISION H NES// <RET>

The followi ng are the ten nost common signs/synpt ons:

1. ANXIETY 6. D ARRHEA
2. | TCH NG WATERI NG EYES 7. HVES
3. HYPOTENSI ON 8. DRY MOUTH
4. DRONBI NESS 9. CHLLS
5. NAUSEA, VOM TI NG 10. RASH
Enter the nunmber of the sign/synptomthat you would like to edit: 5

REACTI O\ NAUSEA, VOM TING / 2?7
(ne of the ten nost comonly sel ected reactions.

Choose from
Ad TATI ON NATI ONAL SI GV SYMPTOM
AGRANULCCYTCSI S NATI ONAL SI GV SYMPTOM
ALCPEC A NATI ONAL SI GV SYMPTOM
ANAPHYLAXI S NATI ONAL S| GV SYMPTOM
ANEM A NATI ONAL SI GV SYMPTOM
ANCREXI A NATI ONAL SI GV SYMPTOM
ANXI ETY NATI ONAL SI GV SYMPTOM
APNEA NATI ONAL SI GV SYMPTOM
APPETI TE, | NCREASED NATI ONAL S| GV SYMPTOM
ARRHYTHM A NATI ONAL S| GV SYMPTOM
ASTHENI A NATI ONAL SI GV SYMPTOM
ASTHVA NATI ONAL SI GV SYMPTOM
ATAXI A NATI ONAL SI GV SYMPTOM
ATHETCSI S NATI ONAL SI GV SYMPTOM
BRACHYCARDI A NATI ONAL SI GV SYMPTOM
BREAST ENGORGEMENT NATI ONAL S| GV SYMPTOM
BRONCHCOSPASM NATI ONAL SI GV SYMPTOM
CARDI AC ARREST NATI ONAL SI GV SYMPTOM
CHEST PAI N NATI ONAL S| GV SYMPTOM
CH LLS NATI ONAL SI GV SYMPTOM
CHOXI NG

AN

REACTI ON' NAUSEA, VOM TI NG/ CHEST PAIN NATI ONAL SI GV SYMPTOM

The followi ng are the ten nost common signs/synpt ons:
1. ANXIETY 6. D ARRHEA
2. | TCH NG WATERI NG EYES 7. HVES
3. HYPOTENSI ON 8. DRY MOUTH
4. DRONBI NESS 9. CHLLS
5. CHEST PAIN 10. RASH
Enter the nunmber of the sign/synptomthat you would like to edit: <RET>
AUTOVERI FY FOCODY DRUG OTHER AUTOVERI FY FOODY OTHERY / ??
This field determnes which types of allergies a site wants autoverified
at the user sign off.
Choose from

24 Adverse Reaction Tracking V. 4.0 March 1996
User Manual



Enter/Edit Site Configurable Files

NO AUTOVER FY
AUTOVERI FY DRUG ONLY
AUTOVERI FY FOCD ONLY
AUTOVER FY DRUG FOCD
AUTOVER FY OTHER ON\LY
AUTOVER FY DRUG OTHER
AUTOVERI FY FOCDY OTHER
AUTOVER FY ALL
AUTOVERI FY FOCODY DRUG OTHER AUTOVERI FY FOODY OTHERY / <RET>
AUTOVERI FY OBSERVEDY H STORI CAL:  ??
This field is configurable by the site to all ow autoverification of
observed or historical allergies.
Choose from

~NOoO O~ WNEO

0 NO AUTOVERI FY

1 AUTOVER FY H STORI CAL O\LY
2 AUTOVER FY OBSERVED ONLY

3 AUTOVER FY BOTH

AUTOVERI FY OBSERVED' H STORI CAL: 3 AUTOVER FY BOTH

AUTOVERI FY LOd CAL CPERATOR 2?7
This field will determ ne how the Autoverify Food/ Drug/ & her and
Aut overify (bserved/ H storical paraneters relate to each other. OR neans
that the reaction will be autoverified if it neets the criteria of one of
the two paraneters, while AND neans the reaction will be autoverified
only if it meets the criteria of both parameters. |If this field is left
null, the CR condition wll be used.

For exanple, if you want to verify only observed drug reactions, you
woul d set the Autoverify Food/ Drug/ G her paraneter to AUTOVER FY

FOOD OTHER and the Autoverify Cbserved/ H storical to AUTOVER FY

H STORI CAL O\LY

, and the

Autoverify Logical Qperator to R  This neans that a reaction that
has a type of Food/ G her ORis Hstorical will be autoverified, thus

| eavi ng observed drug reactions to be verified.

Anot her exanple would be if you wanted to verify all observed reactions
and all drug reactions whether observed or historical. The parameters
shoul d be set accordingly: Autoverify Food/ Drug/ G her to AUTOVER FY
FOODY OTHER, Autoverify Cbserved/H storical to AUTOVERI FY H STORI CAL O\LY
and
Autoverify Logical Qperator to AND. In this case to be autoverifed, a
reacti on has to have a type of Food/ G her AND it nmust be Hstorical, all
other reactions will need to be verified.
Choose from
! R
& AND
AUTOVERI FY LOd CAL CPERATOR  AND AND
REQU RE ORI A NATCR COMMENTS: NO'/  <RET>
MARK | D BAND FLAG YES// <RET>
METHCD OF NOTI FI CATION BULLETIN/  <RET>
ALERT | D BANDY CHART MARK: YES//  <RET>
SEND CHART MARK BULLETI N FOR NEW ADM SSI ONS: ??
This is to indicate if the site wants to send chart mark bulletin
for a new adm ssion.
Choose from
1 YES
0 NO
SEND CHART MARK BULLETI N FOR NEW ADM SSI ONS: 1 YES
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FDA DATA REQU RED: NO'/ <RET>
ENABLE COMMENTS Fl ELD FOR REACTI ONS THAT ARE ENTERED I N ERROR  YES// <RET>

REPCRTER NAME:
ADDRESS:
arTy:
STATE:
ZI P
PHONE:
OCCUPATI ON
Do you want to edit Reporter Information shown above? No// <RET> (No)

NOTE: These “Reporter” data fields contain the site’s default values that will
appear on the FDA adverse reaction reports. This information may be left blank.
The user will be prompted for the reporter information when creating an FDA
report.
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Sign/Symptoms List

This option will print a list of entries in the Sign/Symptoms file (#120.83). The user
may print all entries by accepting the default value (FIRST) at the “Name” prompt
or may select a subset of entries. The listing includes the name of the
sign/symptom, whether it is a nationally distributed entry or a locally created entry,
and any of its synonyms. This option is meant to be a useful tool for the ADPAC to
maintain the Sign/Symptoms file.

Select Enter/Edit Site Configurable Files Option: 4 Sign/ Synptons List
START WTH NAME: FI RST// <RET>
DEVI CE: <RET> HOME R GHT VARG N 80// <RET>

SI GV SYMPTOVS LI ST FEB 2,1996 08:21 PAGE 1
NAVE Nat ' | / Local SYNONYM

Ad TATI ON Nat i onal

AGRANULCCYTCSI S Nat i onal

ALCPEC A Nat i onal

ANAPHYLAXI S Nat i onal

ANEM A Nat i onal

ANCREXI A Nat i onal

ANXI ETY Nat i onal

APNEA Nat i onal

APPETI TE, | NCREASED Nat i onal

ARRHYTHM A Nat i onal

ASTHEN A Nat i onal

ASTHVA Nat i onal

ATAXI A Nat i onal

ATHETCSI S Nat i onal

BRACHYCARDI A Nat i onal

BREAST ENGORGEMENT Nat i onal

N
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Allergies File List

This option prints a captioned list of all entries in the GMR Allergies file (#120.82).
The list is sorted alphabetically by NAME. The user may list all entries by
accepting the default answer (FIRST) to the “start with” prompt or may select a
subset to print. The list contains the allergy name; type; whether it is a nationally
distributed entry; synonyms, if any; VA Drug Class, if applicable; and drug
ingredients, if applicable. This option is meant to be a helpful tool for the ADPAC
to maintain the GMR Allergies file.

Select Enter/Edit Site Configurable Files Option: 5 Alergies File List
START WTH NAME: FI RST// <RET>
DEVICE <RET> HOME RIGHT VARG N 80// <RET>

GWR ALLERG ES LI ST FEB 2,1996 08:21 PAGE 1

NAME:  ADHESI VE TAPE ALLERGY TYPE: OTHER
NATI ONAL ALLERGY: NATI ONAL ALLERGY

NAME:  ALCOHOL ALLERGY TYPE: DRUG FOOD
NATI ONAL ALLERGY: NATI ONAL ALLERGY
DRUG | NGREDI ENT:  ALCCHOL

NAME: AN VAL HAI R ALLERGY TYPE: OTHER
NATI ONAL ALLERGY: NATI ONAL ALLERGY

NAME: AN SE AL ALLERGY TYPE: DRUG FOOD
NATI ONAL ALLERGY: NATI ONAL ALLERGY
DRUG | NGREDI ENT: ANI SE A L

NAME:  ANTI RABI ES SERUM ALLERGY TYPE: DRUG FOOD
NATI ONAL ALLERGY: NATI ONAL ALLERGY

AN
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This menu is assigned to all clerks of Adverse Reaction Tracking who are not
clinicians, verifiers, or ADP coordinators. The options on this menu allow the user
to enter, edit and display allergy/adverse reaction data.

Enter/Edit Patient Reaction Data

Active Listing of Patient Reactions

Edit Chart and ID Band

List by Location of Unmarked ID Bands/Charts
Patient Allergies Not Signed Off

List by Location of Undocumented Allergies
Print Patient Reaction Data

Online Reference Card

NGk WNE
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Enter/Edit Patient Reaction Data

This option allows users to enter and edit patient allergies/adverse reactions. The
user is prompted to enter the name of the agent that caused the reaction, whether
the reaction was observed during the patient’s stay/visit at the facility, any
signs/symptoms associated with the reaction, the date and time the sign/symptom
occurred, the type of reaction (i.e., mechanism), any appropriate comments
concerning the entry, and whether the patient’s chart is marked for this reaction.

Selecting a Patient:

The user may select a patient by name (last name, first name), full Social Security
Number (SSN), the last four digits of the SSN (e.g., 1234), the first letter of the last
name and last four digits of the SSN (e.g., A1234), or ward location (e.g., 1 North).

Does the patient have any known allergies/adverse reactions?

If the selected patient does not have any allergies/adverse reactions stored in the
ART database the user is asked the above question. A Yes response will allow the
user to make an entry. A No response will take the user back to the patient
prompt. If the ART database contains allergy/adverse reaction information about
the patient the software will not ask this question, but will instead display
information about the existing reactions. The software will display the name of the
causative agent, the type of causative agent (e.g., food), any signs/symptoms, its
mechanism (e.g., Allergy or Pharmacologic), whether it was an observed reaction or
historical, and whether or not it was verified.

Selecting a Causative Agent:

The lookup procedure that is performed when the user enters a causative agent
deserves a detailed explanation.

1) If the causative agent exists as an entry for the patient, then the user has the
opportunity to edit the data concerning that entry.

2) If the user’s response is not part of that patient’s entry or the user does not want
to edit an existing choice given in Step 1, then a lookup for the particular agent
Is done using five files of choices which are searched in the following order:

a) GMR Allergies (#120.82) - this file is distributed with the ART software and
contains nationally distributed food and other type agents plus any entries
added locally by the facility,
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b) Drug Ingredients (#50.416) - this file contains the names of individual
generic drugs which are components of various drug products,

c) VA Drug Class (#50.605) - this file contains the names of the various drug
classes used within the Department,

d) National Drug (#50.6) - this file contains the names of available drug
products including trade names and manufacturer, and

e) Drug (#50) - this file contains the names of drugs that can be used to fill a
prescription.

3) If the user’s response is not found after Steps 1 and 2, then he/she is asked if the
response should be added to the patient’s record. The response entered by the
user will be saved in the patient’s database entry and will be displayed on
subsequent lookups while the causative agent will be linked to the OTHER
ALLERGY/ADVERSE REACTION entry in the GMR Allergies file. When
adding a causative agent for a patient’s record that is not in any of the five files,
the user is asked to identify the type of agent. The choices are Food, Drug or
Other. The type is required and its value determines the appropriate logic that
is followed by the rest of the data entry for this entry.

NOTE: If a particular causative agent is commonly selected, but it comes from a
lookup on one of the later files (i.e., 2b, 2c, 2d or 2e) and the facility wishes to
minimize the response lookup time , then that causative agent can be added to the
GMR Allergies file as a local entry. Since this is the first file that is looked up in
Step 2, the response time will be reduced.

NOTE: When selecting entries from the Drug file (#50) the user may see the
various dosages associated with the drugs. The user only needs to pick one of these
dose forms. The software will figure out which ingredients from that drug the
patient had a reaction to and set that information into the database automatically.

Observed vs. Historical Reaction:

An observed reaction is an event that actually happened to the patient during the
patient’s stay/visit at the facility. A historical reaction is one that is reported, but
not observed by the facility personnel. If the reaction is observed the user will be
asked to enter the observation date. The time of day may be entered, but it is
optional.
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Observed Report:

For an observed reaction, the user is asked for additional information. The user
may enter the name of the person who observed the reaction (the default response
Is the name of the user entering the data), the severity of the reaction (i.e., mild,
moderate or severe), and the date a medical doctor was notified. Also, the user may
edit the date and time of the observation. The user will only see these prompts if
he/she has the GMRA-ALLERGY VERIFY KEY.

Signs/Symptoms:

A sign/symptom is an effect of the reaction on the patient (e.g., itching). The
software comes with a list of nationally recognized signs/symptoms. The site can
add additional signs/symptoms to the list. The software displays to the user a list of
commonly reported signs/symptoms to choose from. The user may choose from this
abbreviated list or from the full list of choices. The user may select as many
signs/symptoms as applicable. The site may customize the abbreviated list the user
sees to meet its needs. Observed reactions require the user to enter
signs/symptoms. A historical reaction allows, but does not require the user to enter
signs/symptoms.

Also, the user is asked to enter the date the sign/symptom appeared. The time of
day may be entered, but it is optional.

Mechanism:

The mechanism is the type of reaction. The choices are Allergy, Pharmacologic or
Unknown. An allergic reaction occurs because the patient is sensitive to a
causative agent regardless of the amount the patient is exposed to. A
pharmacologic (non-allergic) reaction occurs when the patient is sensitive to an
agent under certain conditions such as exposure to a large amount. Unknown is
provided if the user is not sure what mechanism to enter. The user will only see
these prompts if he/she has the GMRA-ALLERGY VERIFY KEY.

Note: Allergies are a subset of the world of adverse reactions. All allergies
are adverse reactions, but not all adverse reactions are allergies.

Comments:

The site can determine whether comments from the originator of the entry are
required by setting a software parameter. If that site parameter is set to YES the
user is required to enter comments concerning the entry. If the entry is being
edited and any existing comments exist for this causative agent the software will
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display those comments and whether they were entered by the originator of the
entry, a verifier or a person who marked the entry as entered in error.

FDA Data:

When the type of the causative agent is a drug, the user may enter further
information about the reaction which will be used by the software to generate an
FDA report. The questions for the FDA report are categorized in four sections.
Users are encouraged to provide as much information about the reaction as
possible. The site can determine if the user will be required to enter FDA data by
setting a software parameter. The user will only see these prompts if he/she has
the GMRA-ALLERGY VERIFY KEY.

Verification of Data:

Entries can be verified by a user or by the software. The latter is known as
autoverification. The site can determine how the entries are verified by setting
three software parameters. The combination of these three parameters allows the
software to automatically verify none, some or all entries. Conversely, sites may
wish to have their users verify none, some or all entries.

If the entry must be verified by a user and the user has the verification key, GMRA-
ALLERGY VERIFY, the software will allow the verification of the data during the
enter/edit option. The user has an opportunity to review and edit the data before
verifying the entry.

Generating Progress Notes:

The ART software has an interface to the Progress Notes package. A progress note
will be generated when the user verifies, signs off, or marks as entered in error an
observed reaction. The progress note is displayed and the user may electronically
sign, edit or delete it. Also, the user may print the note. The user will only see
these prompts if he/she has the GMRA-ALLERGY VERIFY KEY.

Mark Patient Chart and ID Band:

The user is asked if the patient chart was marked to show that the patient is
allergic to the causative agent.

For an inpatient, the user is asked if the patient identification band was marked to
show an allergic reaction to the causative agent. The site can determine with a
software parameter whether the user should be asked this question.
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There are three other software parameters the site can set concerning the patient
chart and ID band. The site can set a software parameter to determine who will be
notified that a chart or ID band is not marked. A notification bulletin can be sent to
the GMRA MARK CHART mail group, an Order Entry Team or not sent at all.

The site can set a software parameter to determine if an alert should be sent to the
GMRA MARK CHART mail group or an Order Entry Team when the mark chart or
mark ID band questions are not answered.

Also, the site can set a software parameter to determine if users from outside the
package can send a bulletin to mark a patient chart for an reaction. Specifically,
when a patient is admitted a bulletin may be sent to mark the patient chart for the
particular reaction identified in the bulletin.

Signing Off on an Entry:

Signing off (i.e., is the data correct?) on an entry means the user who entered/edited
the entry is satisified with the data entered. It does not mean an electronic
signature. Users who have the verification key will not be asked to sign off on an
entry if they verify it. Users who have the verification key will be asked to sign off
on an entry if they do not verify it. Users who do not have the verification key will
be asked to sign off on the entry.

Sel ect Adverse Reaction Tracking User Menu Qpti on: 1 Enter/Edit Patient
Reacti on Data

Sel ect PATIENT NAME: VASQUEZ,BOB 04-01- 23 300000000 SC

VETERAN

aBS/

REACTANT VER MECH. H ST TYPE

ASPI RN AUTO ALLERGY H ST DRUG
Reactions: CH LLS, DRY MOUTH, CHEST PAI N

DI LANTI N YES ALLERGY BS DRUG

(PHENYTA N)

Reacti ons: DROASI NESS

| BUPROFEN NO UNKNOMN OBS DRUG

PEN O LLI N YES UNKNOMN OBS DRUG
Reactions: H VES, DROASI NESS

PHENCBARBI TAL YES ALLERGY BS DRUG
Reacti ons: DEPRESSI ON

TETRACYCLI NE YES PHARM BS DRUG

Reacti ons: DROASI NESS

Enter Causative Agent: ANTI RABI ES SERUM
ANTI RABI ES SERUM  K? Yes// <RET> ( Yes)

(Observed or (Historical Alergy/ Adverse Reaction: O OBSERVED
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Sel ect date reaction was OBSERVED (Tinme Optional): NOW (FEB 29, 1996@4: 01)
FEB 29, 1996@4: 01 (FEB 29, 1996@4: 01)

Are you adding ' FEB 29, 1996@4: 01' as
a new ADVERSE REACTI ON REPORTING? Y (Yes)
No si gns/synptons have been specified. Please add sone now.

The following are the top ten nmost common si gns/ synpt ons:

1. CONFUSI ON 7. H VES
2. | TCH NG WATERI NG EYES 8. DRY MOUTH
3. HYPOTENSI ON 9. CHLLS
4. DROAMBI NESS 10. RASH
5. CHEST PAI N 11. OTHER SI GV SYMPTOM
6. D ARRHEA
Enter fromthe |ist above : 5

Date(Tine Optional) of appearance of Sign/Synpton(s): Feb 29, 1996@4: 01//
(FEB 29, 1996@4: 01)

The following is the list of reported signs/synptons for this reaction:

Si gns/ Synpt ons Dat e bserved

1 CHEST PAIN Feb 29, 1996@4: 01

Sel ect Action (A)DD, (D) ELETE CR <RET>:  <RET>

COMMENTS:
1>severe chest pains and breathing trouble
2>

EDT Qption:

Ent er anot her Causative Agent? YES/ n NO

Causative Agent Data edited this Session:
ADVERSE REACTI ON

ANTI RABI ES SERUM Reactions: CHEST PAIN OGBSERVED
ORI d NATOR
COMMENTS:
Date: Feb 29, 1996@4: 01: 21 User: MEAD, ANN
Title: NURSE

severe chest pains and breathing trouble
Is this correct? NO/ vy YES
Thi s session you have CHOSEN:
ANTI RABI ES SERUM
Have the Chart(s) been marked for this CAUSATI VE AGENT? y (Yes)

Sel ect PATI ENT NAME: <RET>
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Active Listing of Patient Reactions

This option will give a brief listing of the active (i.e., data that is signed off and not
entered in error) allergy/adverse reaction data for a selected patient. The user may
select a printer to get a hard copy printout, or display the report to the terminal
screen.

The header of the display contains the report name, date and time it was run,
patient’'s name, SSN, date of birth, and age. The body of the report divides the data
by reaction type (e.g., Drug) and lists the causative agent, the signs/symptoms and
when they were observed or if they were historical, and whether it was verified.

If the patient has no known reactions, the body of the report will display that the
patient has no known allergies. If the patient was never asked if he/she has any
allergy/adverse reactions, the body of the report will display a message stating that
there are no reactions on file.

Sel ect Adverse Reaction Tracking User Menu Qpti on: 2 Active Listing of Patient
Reacti ons

Sel ect PATIENT: ALMOND, BI LLY 06- 15- 63 33354 2222 ACTI VE DUTY

DEVI CE: HOW / <RET> HYPER SPACE
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ALMOND, Bl LLY 333-54-2222 JUN 15, 1963 (32)
ADVERSE REACTI ON VERI FI ED
TYPE: DRUG
DEMECARI UM NO
React i ons:
| TCH NG WATERI NG EYES (Dec 13, 1995),
NAUSEA, VOM TI NG (Dec 13, 1995),
ANXI ETY (Dec 13, 1995),
DROABI NESS (Dec 13, 1995),
HYPOTENSI ON (Dec 13, 1995)
THE SP YES
React i ons:
| TCH NG WATERI NG EYES (Nov 06, 1995@4: 01),
TING&I NG (Dec 01, 1995),
NAUSEA, VOM TI NG (Dec 01, 1995),
ANXI ETY (Dec 01, 1995),
ZI N&LI NG (Dec 01, 1995)
Enter RETURN to continue or '~ to exit:
ACTI VE ALLERGY/ ADVERSE REACTI ON LI STI NG
Run Date/ Time: 1/16/96 12:12:57 pm
ALMOND, Bl LLY 333-54-2222 JUN 15, 1963 (32)
ADVERSE REACTI ON VERI FI ED
TWO- DYNE YES
React i ons:
| TCH NG WATERI NG EYES (Cct 18, 1995@.3: 47),
ANXI ETY (CQct 18, 1995@3: 47),
HYPOTENSI ON (Cct 18, 1995@L3: 47)
TYLOXAPCL YES
Reactions: H VES (Cct 26, 1995@3: 05),
| TCH NG WATERI NG EYES (Cct 26, 1995@.3: 05),
NAUSEA, VOM TI NG (Cct 26, 1995@.3: 05),
D ARRHEA (Cct 26, 1995@L3: 05),
ANXI ETY (CQct 26, 1995@L3: 05),
DROABI NESS (Cct 26, 1995@L3: 05),
DRY MOUTH (Cct 26, 1995@L3: 05),
DRY NOSE (Cct 26, 1995@L3: 05),
HYPOTENSI ON (CQct 26, 1995@L3: 05)
Enter RETURN to continue or '~ to exit: N
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ACTI VE ALLERGY/ ADVERSE REACTI ON LI STI NG
Run Date/ Tinme: 1/16/96 12:12:57 pm
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Edit Chart and ID Band

This option allows the user to indicate if the patient ID band or the chart has been
marked. It should be used by the personnel charged with the responsibility of
making sure that the patient's paper chart has been marked to indicate that an
allergy/adverse reaction is present. The user selects a patient and the various
causative agents associated with that patient are displayed. Any number of agents
may be selected by the user to indicate whether the patient chart has been marked.

Sel ect Adverse Reaction Tracking User Menu Qpti on: 3 Edit Chart and ID Band

Sel ect Patient: DALY, R CHARD 10- 04- 69 123122222 SC VETERAN

CHOOSE FROM
ASPI RN
COD LIVER AL
DEMECARI UM
FROGS
PENBUTCOLCL
PENI C LLI N
PHENCBARBI TAL
PHENYTA N
PREDN SONE
THOR - PROM
TI MOLCL
TYLOXAPCL

Sel ect CAUSATI VE AGENT: ASPIRIN 10- 04- 69 123122222 SC VETERAN
ASPI RN

Sel ect anot her CAUSATI VE AGENT: PENI CI LLI N 10- 04- 69 123122222
SC VETERAN PENI G LLI N

Sel ect anot her CAUSATI VE AGENT: <RET>
Thi s session you have CHOSEN:

PEN C LLIN

ASPI RN

Have the Chart(s) been marked for these CAUSATI VE AGENTS? ?2?
ANSWER YES | F THE Chart(s) HAS BEEN MARKED, ELSE ANSWER NO
Have the Chart(s) been marked for these CAUSATI VE AGENTS? Y (Yes)
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List by Location of Unmarked ID Bands/Charts

This option will produce a list of all patients by ward/clinic who have not had their
chart or ID bands marked. This report functions like the List of Patients Not Asked
About Allergies option. It should be noted that the user will be prompted to queue
all reports except when choosing the Current Inpatients report by itself (i.e., #1).

The header of the report contains the date the report was run, title of the report,
the list of the groups included (i.e., inpatients), and any date ranges entered by the
user. The body of the report categorizes the patients by clinic or ward. It lists the
patient’s name, SSN, name of the causative agent and whether the patient ID band,
patient chart, or both were unmarked.

Sel ect Adverse Reaction Tracking User Menu Qpti on: 4 List by Location of
Unnar ked | D Bands/ Charts

1 Current Inpatients

2 Qutpatients over Date/ Tine range

3 New Adm ssions over Date/Tine range

4 Al of the above
Enter the nunber(s) for those groups to be used in this report: (1-4): 4
Enter date/time range in which patients were
admtted into the hospital or seen at an outpatient clinic.

Enter START Date (tine optional): T-90 (COCT 19, 1995)
Enter END Date (tine optional): T// <RET> (JAN 17, 1996)

The location prompt allows the user to select the ward or clinic that he/she wants to
print, or select all the wards/clinics by entering the word ALL and the system will
select all the appropriate hospital locations.
Sel ect Location: ?
You nay deselect fromthe list by typing a ‘-’ followed by |ocation nane.
E.g. -3Ewould delete 3E fromthe list of |ocations already sel ected.
You nay enter the word ALL to select all appropriate |ocations.

Answer with HOSPI TAL LOCATI ON NAME, or ABBREVI ATI ON
Choose from

Sel ect Location: 1N
Anot her Location: <RET>

QUELE TO PR NT ON
DEVI CE: SELECT APPROPRI ATE PRI NTER

Requested Start Time: NOWN/ <RET> (JAN 17, 1996@3: 42: 26)
Request queued. . .
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Jan 17, 1996 PATI ENTS W TH UNMARKED | D BANDY CHART PACE 1
CURRENT | NPATI ENTS / QUTPATI ENTS / NEW ADM SSI ONS
FROM Cct 19, 1995 TO Jan 17, 1996
PATI ENT SSN ALLERGY UNVARKED
WARD: 1N
JONES, SUE 111-12- 4443 PENI CI LLIN | D BAND/ CHART
CYCLCSPCRI NE | D BAND/ CHART
AWVPI O LLIN | D BAND/ CHART
GENTAM C N | D BAND/ CHART
M LLS, BOBBY 111- 00- 0001 M LK | D BAND/ CHART
SMXKE | D BAND/ CHART
DUST | D BAND/ CHART
SALT SUBSTI TUTE | D BAND/ CHART
Jan 17, 1996 PATI ENTS W TH UNMARKED | D BANDY CHART PACE 2
CURRENT | NPATI ENTS / QUTPATI ENTS / NEW ADM SSI ONS
FROM Cct 19, 1995 TO Jan 17, 1996
PATI ENT SSN ALLERGY UNVARKED
CLINC GWC DR PETERS
*No Patients for this dinic*
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This option prints allergy/adverse reactions for patients that have not been signed
off (completed) by the user entering data. Users who have the GMRA-ALLERGY
VERIFY key will see all reactions that are not signed off. Users who do not have

Adverse Reaction Tracking User Menu

that key will see just the entries that they created. The user may select a printer to

get a hard copy printout or display the report to the terminal screen.

The header of the report contains the name of the report and the date and time that
it was run. The body of the report lists the name of the person who entered the

date, the patient’'s name followed by the last four digits of the SSN, the causative

agent, and the date/time the entry was made.

Sel ect Adverse Reaction Tracking User Menu Qpti on:

Signed O f

DEVI CE: HOW /

ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A

Enter RETURN to continue or '~ to exit:

March 1996

<RET> HYPER SPACE

ALLERGY/ ADVERSE REACTI ONS TO BE SI GNED CFF
Run Date/ Tinme: 1/18/96 1:23:52 pm

PATI ENT

LARD, Bl LL(9012)
LARD, Bl LL(9012)
LARD, Bl LL(9012)
DALY, Rl CHARD (2222)
DALY, Rl CHARD (2222)
DALY, Rl CHARD (2222)
DALY, Rl CHARD (2222)
DUCK, DONALD( 6789)
DALY, Rl CHARD (2222)
LARD, Bl LL(9012)
GORBACHEV, M KE( 1411)
GORBACHEV, M KE( 1411)
GORBACHEV, M KE( 1411)
GORBACHEV, M KE( 1411)
DUCK, DONALD( 6789)

ALLERGY ORI A NATI ON DATE TI ME
PEN Q LLI' N FEB 18, 1993@o0: 59
FROG FEB 18, 1993@s: 14
THCRAZI NE 10M5  FEB 22, 1993@a3: 20
PEN Q LLI' N JUN 22, 1993@l1: 44
PHENYTO N JUN 22, 1993@l1: 48
DEMECARI UM JUN 22, 1993@2: 00
ASPI RN JUN 22, 1993@2: 08
PHENCBARBI TAL JUN 25, 1993@0: 33
PHENCBARBI TAL JUN 25, 1993@o0: 39
CCDEl NE JUN 30, 1993@8: 55
THOR - PRCOM AUG 11, 1993@0: 35
| MMUNE GLCBULIN AUG 18, 1993@0: 02
CYCLOBENZAPRI NE  JUL 11, 1994@4: 11
SULFABENZAM DE/ S JUL 11, 1994@4: 14
DUCK JAN 06, 1995@1: 13

AN

Adverse Reaction Tracking V. 4.0
User Manual

5 Patient Alergies Not

41



Adverse Reaction Tracking User Menu

List by Location of Undocumented Allergies

This report is used to list all patients in the patient database who have never been
asked if they have any known allergies. It should be noted that the user will be
prompted to queue all reports except stand-alone Current Inpatients’ reports. The
header of the report contains the date the report was run, title of the report, the list
of the groups included (i.e., current inpatients), and any date ranges entered by the
user. The body of the report categorizes the patients by clinic or ward. It lists the
patient’'s name, SSN and provider. The room-bed will appear for current
Inpatients.

Sel ect Adverse Reaction Tracking User Menu Qpti on: 6 List by Location of
Undocunented Al |l ergi es

1 Current Inpatients

2 Qutpatients over Date/ Tine range

3 New Adm ssions over Date/Tine range

4 Al of the above
Enter the nunber(s) for those groups to be used in this report: (1-4): 4
Enter date/time range in which patients were
admtted into the hospital or seen at an outpatient clinic.

Enter START Date (tine optional): T-180 (JUL 23, 1995)
Enter END Date (tine optional): T// <RET> (JAN 19, 1996)

The location prompt allows the user to select the ward or clinic that he/ she wants
to print, or select all the wards/clinics by entering the word ALL, and the system
will select all the appropriate hospital locations.

Sel ect Location: ?7?

You nay deselect fromthe list by typing a ‘-’ followed by |ocation nane.
E.g. -3Ewould delete 3E fromthe list of |ocations already sel ected.
You nay enter the word ALL to select all appropriate |ocations.

Answer w th HCSPI TAL LOCATI ON NAME, or ABBREVI ATI ON

Choose from

Sel ect Location: 1N
Anot her Location: PHYSI CAL EXAM <RET>
Anot her Location: <RET>

QUELE TO PR NT ON
DEVI CE:  SELECT APPROPRI ATE PRI NTER
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Request queued. . .
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<RET> (JAN 19, 1996@L0: 29: 44)
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Jan 19, 1996 PATI ENTS NOT ASKED ABQUT ALLERA ES
CURRENT | NPATI ENTS
PATI ENT SSN PROVI DER
WARD: 1IN

* No Patients for this Ward *

Jan 19, 1996 PATI ENTS NOT ASKED ABQUT ALLERA ES
CURRENT | NPATI ENTS / QUTPATI ENTS / NEW ADM SSI ONS
FROM Jul 23, 1995 TO Jan 19, 1996

PATI ENT SSN PROVI DER

CLIN C PHYSI CAL EXAM
* No Patients for this dinic *

PAGE 1

PAGE 2

If the user selected a ward/clinic location where no patients met the report’s criteria
(i.e., all patients were asked about allergies), then an appropriate message as such

will appear (No Patients for this Ward).
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Print Patient Reaction Data

This option will allow the user to get a captioned data display of all of the patient's
allergy/adverse reaction data. The user can send the report to a printer for a hard
copy printout or have it displayed on the terminal screen.

The user can select the types of reactions to include in the report. Any combination
of types can be selected (i.e., FOOD and DRUG). The user then selects the status of
the reaction entry. Any combination can be selected (i.e., ACTIVE and ENTERED
IN ERROR).

The header of the report contains the title of the report, the date/time it was run
and the patient’s name, SSN, date of birth and age. The body contains the status of
the reaction, its type, the name of the causative agent, any drug ingredients, any
VA drug classes, the name of the person who enterd the data, and the date and time
it was entered. It also contains whether or not the data was signed off (completed),
whether the reaction was observed or historical, whether the patient ID band or
chart is marked, a list of the signs/symptoms, and additional comments made by the
originator. A line of dots appears in the body of the report between the various
reaction entries.

Sel ect Adverse Reaction Tracking User Menu Qpti on: 7 Print Patient Reaction
Dat a

Sel ect PATI ENT: STARK ANTHONY 10-12- 69 123456777 SC VETERAN
Sel ect 1:DRUG 2: FOOD, 3: OTHER

Type of allergy: (1-3): 1

Sel ect 1: ACTIVE, 2: ENTERED I N ERRCR

Wi ch woul d you like to see?: (1-2): 1

DEVI CE: HOW / <RET> HYPER SPACE
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ALLERGY/ ADVERSE REACTI ON REPCRTS
Run Date/ Tinme: 1/19/96 2:04:23 pm
STARK, ANTHONY 123-45-6777 OCT 12, 1969 (26)

ACGENT:  AM CDARONE

I NGREDI ENTS:  AM CDARONE VA DRUG CLASSES:
ORI A NATOR M LLER RCBERT CR G NATED: AUG 13, 1993@Z2: 45
SIGN OFF: YES OGBS/ H ST: OBSERVED
| D BAND MARKED: CHART NMARKED:

S| GNS/ SYMPTQOVE:  HYPOTENSI ON

AGENT: PEN O LLI N
Enter RETURN to continue or '~ to exit: <RET>

ALLERGY/ ADVERSE REACTI ON REPCRTS
Run Date/ Tinme: 1/19/96 2:04:23 pm

STARK, ANTHONY 123-45-6777 OCT 12, 1969 (26)
I NGREDI ENTS: PENI C LLI'N VA DRUG CLASSES:
CRI G NATOR  ALBERT, Bl LL ORI G NATED: MAR 12, 1993@8: 32
SI &GN OFF: YES OGBS/ H ST: H STCRI CAL
ORI d NATOR
COMMENTS:
Date: Mar 12, 1993@8: 32: 55 User: ACKERTON, WLL
Title: NURSE

$.9,0,:0.9,0,.0.9,0,.0.9,0,0.9,.0,.0.9.0,.0.9.0.0.9,.0,.9.9,.0.0.0,.0.9.0,.0.0,0.0.9.0,.0.0.0,.0.0.0,0.9,0,0.0,0,09
| D BAND NVARKED: CHART NARKED:

S| GNS/ SYMPTOVE:  DROMSI NESS

Enter RETURN to continue or '~ to exit: <RET>
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ALLERGY/ ADVERSE REACTI ON REPCRTS
Run Date/ Tinme: 1/19/96 2:04:23 pm
STARK, ANTHONY 123-45-6777 OCT 12, 1969 (26)

ACGENT: PREDN SONE

I NGREDI ENTS:  PREDNI SONE VA DRUG CLASSES:
ORI A NATOR  PETERS, JON ORI G NATED: JUL 29, 1991@0: 54
SIGN OFF: YES OGBS/ H ST: OBSERVED
ORI d NATOR
COMMENTS:
Date: Jul 29, 1991@0: 54 User: PETERS, JON
Title: NURSE

Patient gets drowsy after usage.
| D BAND MARKED: MAR 29, 1993@3:52:11 CHART MARKED: MAR 29,
1993@3: 52: 09
S| GNS/ SYMPTOVS:  DROASI NESS
Enter RETURN to continue or '~ to exit:
ALLERGY/ ADVERSE REACTI ON REPORTS

Run Date/ Tinme: 1/19/96 2:04:23 pm
STARK, ANTHONY 123-45-6777 OCT 12, 1969 (26)

ACENT: ASPIRI'N

I NGREDI ENTS:  ATRCPI NE VA DRUG CLASSES:
ORI A NATOR  PETERS, JON CR G NATED: AUG 28, 1991@9: 57
SIGN OFF: YES OGBS/ H ST: OBSERVED
ORI d NATOR
COMMENTS:
Date: Aug 28, 1991@9: 57 User: PETERS, JON
Title: NURSE

THE PATI ENT GOT VERY | RRI TATED AND CRI ED AFTER TAKI NG
Enter RETURN to continue or '~ to exit:
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ALLERGY/ ADVERSE REACTI ON REPCRTS
Run Date/ Tinme: 1/19/96 2:04:23 pm

STARK, ANTHONY 123- 45- 6777 OCT 12, 1969 (26)
ASPI RI N
| D BAND MARKED: CHART NARKED:
SI GNS/ SYMPTOVS: | TCH NG WATERI NG EYES
ANXI ETY
Enter RETURN to continue or """ to exit: <RET>
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Online Reference Card

This option provides the user with an online reference guide to the ART software.
Users can browse through the text using the arrow keys on the keyboard. To exit
the option, follow the screen text. For example, press the PF1 key and the letter E.
The PF1 key is also labeled as “Num Lock” on some keyboards.

VA FileMan Browser DOCUMENT 1

INTRODUCTION

The purpose of the Adverse Reaction Tracking (ART) software, Version 4.0, is to
permit clinical users to track and report adverse drug reactions. The Hines IRM
Field Office developed this software and reference material to provide a "quick"
reference for use with the ART software.

The intended users of this software are physicians, nurses, other clinicians, and
clerks. Each VA site will designate persons to serve as verifiers. The primary
function of verifiers is to confirm the correctness of the data entered in ART by
users. The verifiers may be clinical pharmacists, dietitians, and other clinical
personnel.

ORIENTATION AND HELPFUL HINTS

Throughout this manual, the carriage return or return key on the keyboard is
represented as <RET>.

At any prompt in Adverse Reaction Tracking (ART), the user can enter ?? to get
additional help.

Prompts that have the words "DATE/TIME" in them (e.q., Select DATE/TIME
Col> 1 |<PF1>H=Help <PF1>E=EXxit] Line> 22 0f506 Screen> 1 of23
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This menu is assigned to all clinicians of Adverse Reaction Tracking who are not
verifiers or ADP coordinators. The options on this menu will allow the user to
enter, edit and display allergy data, enter Food and Drug Administration report
data, run various reports of importance to the clinician and edit the patient’s chart
and identification band.

This menu should only be given to the clinicians of ART. This option looks as
follows:

Enter/Edit Patient Reaction Data
FDA Enter/Edit Menu ...

Reports Menu ...

Edit Chart and ID Band

Online Reference Card

arwpdprE
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Enter/Edit Patient Reaction Data

This option allows users to enter and edit patient allergies/adverse reactions. The
user is prompted to enter the name of the agent that caused the reaction, whether
the reaction was observed during the patient’s stay/visit at the facility, any
signs/symptoms associated with the reaction, the date and time the sign/symptom
occurred, the type of reaction (i.e., mechanism), any appropriate comments
concerning the entry, and whether the patient’s chart is marked for this reaction.

Selecting a Patient:

The user may select a patient by name (last name, first name), full Social Security
Number (SSN), the last four digits of the SSN (e.g., 1234), the first letter of the last
name and last four digits of the SSN (e.g., A1234), or ward location (e.g., 1 North).

Does the patient have any known allergies/adverse reactions?

If the selected patient does not have any allergies/adverse reactions stored in the
ART database the user is asked the above question. A Yes response will allow the
user to make an entry. A No response will take the user back to the patient
prompt. If the ART database contains allergy/adverse reaction information about
the patient the software will not ask this question, but will instead display
information about the existing reactions. The software will display the name of the
causative agent, the type of causative agent (e.g., food), any signs/symptoms, its
mechanism (e.g., Allergy or Pharmacologic), whether it was an observed reaction or
historical, and whether or not it was verified.

Selecting a Causative Agent:

The lookup procedure that is performed when the user enters a causative agent
deserves a detailed explanation.

1) If the causative agent exists as an entry for the patient, then the user has the
opportunity to edit the data concerning that entry.

2) If the user’s response is not part of that patient’s entry or the user does not want
to edit an existing choice given in Step 1, then a lookup for the particular agent
Is done using five files of choices which are searched in the following order:

a) GMR Allergies (#120.82) - this file is distributed with the ART software and
contains nationally distributed food and other type agents plus any entries
added locally by the facility,
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b) Drug Ingredients (#50.416) - this file contains the names of individual
generic drugs which are components of various drug products,

c) VA Drug Class (#50.605) - this file contains the names of the various drug
classes used within the Department,

d) National Drug (#50.6) - this file contains the names of available drug
products including trade names and manufacturer, and

e) Drug (#50) - this file contains the names of drugs that can be used to fill a
prescription.

3) If the user’s response is not found after Steps 1 and 2, then he/she is asked if the
response should be added to the patient’s record. The response entered by the
user will be saved in the patient’s database entry and will be displayed on
subsequent lookups while the causative agent will be linked to the OTHER
ALLERGY/ADVERSE REACTION entry in the GMR Allergies file. When
adding a causative agent for a patient’s record that is not in any of the five files,
the user is asked to identify the type of agent. The choices are Food, Drug or
Other. The type is required and its value determines the appropriate logic that
is followed by the rest of the data entry for this entry.

NOTE: If a particular causative agent is commonly selected, but it comes from a
lookup on one of the later files (i.e., 2b, 2c, 2d or 2e) and the facility wishes to
minimize the response lookup time , then that causative agent can be added to the
GMR Allergies file as a local entry. Since this is the first file that is looked up in
Step 2, the response time will be reduced.

NOTE: When selecting entries from the Drug file (#50) the user may see the
various dosages associated with the drugs. The user only needs to pick one of these
dose forms. The software will figure out which ingredients from that drug the
patient had a reaction to and set that information into the database automatically.

Observed vs. Historical Reaction:

An observed reaction is an event that actually happened to the patient during the
patient’s stay/visit at the facility. A historical reaction is one that is reported, but
not observed by the facility personnel. If the reaction is observed the user will be
asked to enter the observation date. The time of day may be entered, but it is
optional.
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Observed Report:

For an observed reaction, the user is asked for additional information. The user
may enter the name of the person who observed the reaction (the default response
Is the name of the user entering the data), the severity of the reaction (i.e., mild,
moderate or severe), and the date a medical doctor was notified. Also, the user may
edit the date and time of the observation.

Signs/Symptoms:

A sign/symptom is an effect of the reaction on the patient (e.g., itching). The
software comes with a list of nationally recognized signs/symptoms. The site can
add additional signs/symptoms to the list. The software displays to the user a list of
commonly reported signs/symptoms to choose from. The user may choose from this
abbreviated list or from the full list of choices. The user may select as many
signs/symptoms as applicable. The site may customize the abbreviated list the user
sees to meet its needs. Observed reactions require the user to enter
signs/symptoms. A historical reaction allows, but does not require the user to enter
signs/symptoms.

Also, the user is asked to enter the date the sign/symptom appeared. The time of
day may be entered, but it is optional.

Mechanism:

The mechanism is the type of reaction. The choices are Allergy, Pharmacologic or
Unknown. An allergic reaction occurs because the patient is sensitive to a
causative agent regardless of the amount the patient is exposed to. A
pharmacologic (non-allergic) reaction occurs when the patient is sensitive to an
agent under certain conditions such as exposure to a large amount. Unknown is
provided if the user is not sure what mechanism to enter. The clinician will only
see this prompt if he/she has the GMRA-ALLERGY VERIFY key.

Note: Allergies are a subset of the world of adverse reactions. All allergies
are adverse reactions, but not all adverse reactions are allergies.

Comments:

The site can determine whether comments from the originator of the entry are
required by setting a software parameter. If that site parameter is set to YES the
user is required to enter comments concerning the entry. If the entry is being
edited and any existing comments exist for this causative agent the software will
display those comments and whether they were entered by the originator of the
entry, a verifier or a person who marked the entry as entered in error.
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FDA Data:

When the type of the causative agent is a drug, the user may enter further
information about the reaction which will be used by the software to generate an
FDA report. The questions for the FDA report are categorized in four sections.
Users are encouraged to provide as much information about the reaction as
possible. The site can determine if the user will be required to enter FDA data by
setting a software parameter.

Verification of Data:

Entries can be verified by a user or by the software. The latter is known as
autoverification. The site can determine how the entries are verified by setting
three software parameters. The combination of these three parameters allows the
software to automatically verify none, some or all entries. Conversely, sites may
wish to have their users verify none, some or all entries.

If the entry must be verified by a user and the user has the verification key, GMRA-
ALLERGY VERIFY, the software will allow the verification of the data during the
enter/edit option. The user has an opportunity to review and edit the data before
verifying the entry.

Generating Progress Notes:

The ART software has an interface to the Progress Notes package. A progress note
will be generated when the user verifies, signs off, or marks as entered in error an

observed reaction. The progress note is displayed and the user may electronically

sign, edit or delete it. Also, the user may print the note.

Mark Patient Chart and ID Band:

The user is asked if the patient chart was marked to show that the patient is
allergic to the causative agent.

For an inpatient, the user is asked if the patient identification band was marked to
show an allergic reaction to the causative agent. The site can determine with a
software parameter whether the user should be asked this question.

There are three other software parameters the site can set concerning the patient
chart and ID band. The site can set a software parameter to determine who will be
notified that a chart or ID band is not marked. A notification bulletin can be sent to
the GMRA MARK CHART mail group, an Order Entry Team or not sent at all.
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The site can set a software parameter to determine if an alert should be sent to the
GMRA MARK CHART mail group or an Order Entry Team when the mark chart or
mark ID band questions are not answered.

Also, the site can set a software parameter to determine if users from outside the
package can send a bulletin to mark a patient chart for an reaction. Specifically,
when a patient is admitted a bulletin may be sent to mark the patient chart for the
particular reaction identified in the bulletin.

Signing Off on an Entry:

Signing off (i.e., is the data correct?) on an entry means the user who
entered/edited the entry is satisfied with the data entered. It does not mean
an electronic signature. Users who have the verification key will not be
asked to sign off on an entry if they verify it. Users who have the verification
key will be asked to sign off on an entry if they do not verify it. Users who do
not have the verification key will be asked to sign off on the entry.

Sel ect Adverse Reaction Tracking dinical Menu Qption: 1 Enter/Edit Patient
Reacti on Data
Sel ect PATI ENT NAME:  DOCDY, HOADY 02- 03- 56 333000111 NSC
VETERAN

oBY/
REACTANT VER MECH. H ST TYPE
DEMERCL APAP AUTO UNKNOM H ST DRUG

(ACETAM NCPHEN, MEPERI DI NE)
Reacti ons: CONFUS|I ON

DOG HAI R YES UNKNOM OBS DRUG
Reactions: LOSS OF APPETI TE

PHOSPHORI C ACl D YES ALLERGY H ST DRUG
Reactions: ANX ETY

TYLENCL W TH CCDEI NE YES ALLERGY BS DRUG

( ACETAM NOPHEN, CODEI NE)
Reactions: | TCH NG WATER NG EYES
CAT HAIR YES ALLERGY H ST
OTHER
Reactions: | TCH NG WATER NG EYES, SNEEZI NG

Enter Causative Agent: ANTI RABI ES SERUM
ANTI RABI ES SERUM  K? Yes// <RET> ( Yes)

(Observed or (Historical Alergy/ Adverse Reaction: O OBSERVED
Sel ect date reaction was OBSERVED (Tinme Optional): NOW (FEB 29, 1996@4: 18)
FEB 29, 1996@4: 18 (FEB 29, 1996@4: 18)

Are you adding ' FEB 29, 1996@4: 18" as
a new ADVERSE REACTI ON REPORTING? Y (Yes)
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No si gns/synptons have been specified. Please add sone now.

The following are the top ten nmost common si gns/ synpt ons:

1. CONFUSI ON 7. H VES
2. | TCH NG WATERI NG EYES 8. DRY MOUTH
3. HYPOTENSI ON 9. CHLLS
4. DROANBI NESS 10. RASH
5. CHEST PAIN 11. OTHER Sl GV SYMPTOM
6. D ARRHEA
Enter fromthe |ist above : 9

Date(Tinme Optional) of appearance of Sign/Synpton(s): Feb 29, 1996@4: 18//
(FEB 29, 1996@4: 18)

The following is the list of reported signs/synptons for this reaction:

Si gns/ Synpt ons Dat e (bserved

1 CHLLS Feb 29, 1996@4: 18

Sel ect Action (A)DD, (D) ELETE CR <RET>:  <RET>

COMMENTS:
1>chills and sweati ng
2>
EDT Qption:
Conpl ete the observed reaction report? Yes// <RET> (Yes)
DATE/ TI ME OF EVENT: FEB 29, 1996@4: 18/ / <RET>
OBSERVER W DOW NARY/ / <RET>
SEVERI TY: noderate MODERATE
DATE MD NOTI FI ED: Feb 29, 1996@4: 18/ / <RET> (FEB 29, 1996@4: 18)

I ndi cat e whi ch FDA Report Sections to be conpl et ed:

1. Reaction Information

2. Suspect Drug(s) Information

3. Concomtant Drugs and H story

4. Initial Reporter

Choose nunber(s) of sections to be edited: (1-4): 1-4// 1

The following is the list of reported signs/synptons for this reaction:

Si gns/ Synpt ons

1 CHLLS
Sel ect Action (A)DD, (D) ELETE CR <RET>:  <RET>

Patient died?: n NO

Reaction treated with RX drug?: n NO

Life Threatening illness?: n NO

Required hospitalization?: n NO

Prol onged Hospitalization?: n NO

Resulted in permanent disability?: n NO

Is this event a Congenital Anomal y?: n NO

Did this event require intervention to prevent inpairnent/damage?: y YES
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TH' S PATI ENT HAS NO LAB TEST ON FI LE FOR TH S ADVERSE REACTI ON REPCRT
Select Action (ADE: <RET>
Ent er anot her Causative Agent? YES/ n NO

Causative Agent Data edited this Session:
ADVERSE REACTI ON

ANTI RABI ES SERUM Reactions: CHLLS OGBSERVED
ORI d NATOR
COMMENTS:
Date: Feb 29, 1996@4: 18: 49 User: TRAI NER FRANK
Title: NURSE

chills and sweating

Is this correct? NO/ y YES
Sel ect a Hospital Location for this patient: PHYSI CAL EXAM

Pati ent: DOCDY, HONDY 333-00-0111 Witten: 02/29/96 14:19
Title: ALLERGY/ ADVERSE REACTI ON Aut hor: W DON MARY
Pat Loc: PHYSI CAL EXAM

This patient has had the follow ng reaction
si gned-of f on Feb 29, 1996@4: 19: 43.
ANTI RABI ES SERUM

(Sign, (Bdit, or (Delete this note? S/ <RET> I GN
Enter your Qurrent Signature Code: S| GNATURE VER! FI ED
Print this note? Yes// N (No)
Thi s session you have CHOSEN:

ANTI RABI ES SERUM

Have the Chart(s) been marked for this CAUSATI VE AGENT? Y (Yes)

Sel ect PATI ENT NAME: <RET>
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FDA Enter/Edit Menu (Clinician)

This menu should be given to users responsible for the FDA portion of Adverse
Reaction Tracking as designated by the site. The options on this menu will allow
the user to enter and edit the FDA data.

1. Enter/Edit FDA Report Data
2. Enter/Edit P&T Committee Data
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Enter/Edit FDA Report Data

This option allows users to enter and edit FDA related data concerning an adverse
reaction.

There are five sections to the FDA Report. Fields for Reaction Information (1) are
shown in the example. Sections 2-5 are discussed below.

For Suspect Drug(s) Information (2) of the data entry, the user may enter/edit the
name of a suspect agent for the observed reaction, the daily dose given, route of
administration, how the drug was given (SIG Code), the start and stop dates that it
was administered, the name of the manufacturer, lot number, number of previous
doses given, the last fill date, the drug’s expiration date, the National Drug Code
number and the indication/reason for the drug’s use.

In the Concomitant Drugs and History section (3), the user may enter/edit
information about the drugs that the patient was taking at the time of the reaction.
This includes the name of the drug, the start/stop dates of administration, the last
fill date and how the drug was given (SIG Code). The user can also enter a word
processing type response to indicate any other related history for this drug.

In the Manufacturer Information section (4), the user may enter/edit data
concerning a manufacturer that should be notified, including the name of the
manufacturer, address, the IND/NDA (Investigational New Drug/New Drug
Application) number, the manufacturer’s control number, the date the drug was
received by the manufacturer, the source of the report (i.e., Health Professional),
whether the 15 day report was completed and the type of the report (i.e., Initial).

The Initial Reporter (5) section allows the user to enter/edit data concerning the
person filling out the report, including name, address, phone number, whether the
reporter is a health care provider, whether the name of the reporter should be
disclosed to the manufacturer, and the reporter’s occupational title.

Sel ect FDA Enter/Edit Menu Opti on: 1 Enter/Edit FDA Report Data

Sel ect PATI ENT NAME: DALY, R CHARD 10- 04- 69 123122222 SC
VETERAN
Sel ect CAUSATI VE AGENT: ASPIRIN 10- 04- 69 123122222 SC
VETERAN
ASPI RN
Sel ect date reaction was OBSERVED (Tinme Optional): T-10 (JAN 13, 1996) JAN

13, 1996 (JAN 13, 1996)
Are you adding 'JAN 13, 1996' as
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a new ADVERSE REACTI ON REPCRTING? Y (Yes)

ndi cat e whi ch FDA Report Sections to be conpl et ed:
Reaction Information

Suspect Drug(s) Information

Concomitant Drugs and H story

Manuf acturer I nformation

5. Initial Reporter

Choose nunber (s) of sections to be edited: (1-5): 1

I

1.
2.
3.
4.

The following is the list of reported signs/synptons for this reaction:
Si gns/ Synpt ons
Sel ect Action (ADD OR (D) ELETE A

The following are the top ten nmost common si gns/ synpt ons:

1. ANX ETY 7. H VES
2. | TCH NG WATERI NG EYES 8. DRY MOUTH
3. HYPOTENSI ON 9. CHLLS
4. DROANBI NESS 10. RASH
5. CHEST PAI N 11. OTHER SI GV SYMPTOM
6. D ARRHEA
Enter fromthe |ist above : 7

The following is the list of reported signs/synptons for this reaction:

Si gns/ Synpt ons

Sel ect Action (A)DD CR (D) ELETE:  <RET>

Patient died?z N NO

Reaction treated with RX drug?: N NO

Life Threatening illness?: N NO

Required hospitalization?: N NO

Prol onged Hospitalization?: N NO

Resulted in permanent disability?: N NO
Is this event a Congenital Anomal y?: N NO

Did this event require intervention to prevent inpairnent/damage?: N NO

TH' S PATI ENT HAS NO LAB TEST ON FI LE FOR TH S ADVERSE REACTI ON REPCRT
Select Action (ADE: ADD

View Tx/ Test from JAN 13, 1996// <RET> (JAN 13, 1996)
To: JAN 13, 1996// <RET> (JAN 13, 1996)

LAB TEST:
Collection DT Test Nane Speci nen Resul ts H / Low

THERE 1S NO LAB DATA FOR TH S PATI ENT FOR TH S DATE RANGE.
Sel ect TEST: 7?7

Choose from
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1, 25- DI HYDROXYVI T DB
1/ 2HR LTT

1/ 2H . GTT

1/ 2H . GTT (UR NE)

11- DEOXYCORTI SCL

17- HYDROXYCORT| COSTERO DS
17- HYDROXYPROGESTERONE
17- KETOGEN C STERO DS

17- KETOSTERO DS, TOTAL

1HR LTT

1H . GIT

1H . GIT (UR NE)

25 CH VITAMN D

2HR LTT

2H . GIT

2H . GTT (R NE)

3HR LTT

Sel ect TEST: 1/2Hr.GIT (URI NE)
Are you adding '1/2H . GIT (URNE)' as
a new RELEVANT TEST/ LAB DATA (the 1ST for this ADVERSE REACTI ON
REPCRTING ? Y (Yes)
RESULTS: 2?7
This field will contain the results for the particular test.
RESULTS: Enter results here.
COLLECTION D) T:  T-10 (JAN 13, 1996)

Sel ect TEST:

This patient has the foll owing Test sel ected:

TEST/ TX RESULTS DRAW DATE/ TI ME
1) 1/2H . GIT (UR NE) Enter results here. 01/13/96

Select Action (ADEBE):

I ndi cat e whi ch FDA Report Sections to be conpl et ed: <RET>
1. Reaction Information

2. Suspect Drug(s) Information

3. Concomtant Drugs and H story

4. Manufacturer Information

5. Initial Reporter

Choose nunber(s) of sections to be edited: (1-5): <RET>

62 Adverse Reaction Tracking V. 4.0 March 1996
User Manual



Adverse Reaction Tracking Clinician Menu

Enter/Edit P&T Committee Data

This option will allow the user to edit P&T data. It allows for the evaluation of a
suspected Drug Reaction (ADR) by a qualified individual (e.g., clinical pharmacist,
clinical pharmacologist), other than the attending physician. The user can also
track a report to see if it has been sent to the FDA or manufacturer.

Sel ect FDA Enter/Edit Menu Opti on: 2 Enter/Edit P&T Conmittee Data

Sel ect PATI ENT NAME: DALY, R CHARD 10- 04- 69 123122222 SC
VETERAN

Sel ect CAUSATI VE AGENT: PENI CI LLIN 10- 04- 69 123122222 SC
VETERAN PENI G LLIN

Sel ect date reaction was OBSERVED (Tinme Optional): T (JAN 24, 1996) JAN

24, 1996 (JAN 24, 1996)
Are you adding 'JAN 24, 1996' as
a new ADVERSE REACTI ON REPORTING? Y (Yes)

P&T Report Conpl etion
Serious ADR?: ?7?
This field determines if the reaction is considered serious.
Choose from
y YES
n NO
Serious ADR?: y YES
ADR related to new drug?: n NO
Unexpected ADR?: y YES
ADR related to therapeutic failure?: n NO
Dose related?: n NO
P&T ACTI ON FDA REPCRT: ??
This field indicates if the P& comm ttee determ ned whether to send
the report to FDA
Choose from

y YES
n NO
P&T ACTION FDA REPCRT: n NO
P&T ACTION MF-R REPCRT: n NO
ADDENDUM
1>ADD COMIVENTS HERE
2>

EDIT Qption: <RET>

Sel ect PATI ENT NAME: <RET>
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Reports Menu (Clinician)

This menu is part of the Adverse Reaction Tracking Clinician Menu. It is the only
print option that the clinician needs for ART.

Active Listing of Patient Reactions

Print Patient Reaction Data

Print an FDA report for a Patient

List by Location of Unmarked ID Bands/Charts
Patient Allergies Not Signed Off

List by Location of Undocumented Allergies
List by Location Not Verified Reactions

List by Location and Date all Sign Reaction
List FDA data by Report Date

©CoNoO~wWNPE
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Active Listing of Patient Reactions

This option will give a brief listing of the active (data that is signed off and not
entered in error) allergy/adverse reaction data for a particular patient. This report
may be sent to a printer for a hard copy printout or displayed to the terminal
screen. The user may select a printer to get a hard copy printout, or display the
report to the terminal screen.

The header of the display contains the report name, date and time it was run,
patient’'s name, SSN, date of birth, and age. The body of the report divides the data
by reaction type (e.g., Drug) and lists the causative agent, the signs/symptoms and
when they were observed or if they were historical, and whether it was verified.

If the patient has no known reactions, the body of the report will display that the
patient has no known allergies. If the patient was never asked if he/she has any
allergy/adverse reactions, the body of the report will display a message stating that
there are no reactions on file.

Sel ect Reports Menu Option: 1 Active Listing of Patient Reactions

Sel ect PATIENT: ALMOND, BI LLY 06- 15- 63 333542222 ACTI VE DUTY
DEVI CE: HOW / <RET> HYPER SPACE

ACTI VE ALLERGY/ ADVERSE REACTI ON LI STI NG
Run Date/ Tinme: 1/16/96 12:12:57 pm

ALMOND, Bl LLY 333-54-2222 JUN 15, 1963 (32)
ADVERSE REACTI ON VERI FI ED H ST
TYPE: DRUG
DEMECARI UM NO aBS
React i ons:

| TCH NG WATERI NG EYES (Dec 13, 1995),
NAUSEA, VOM TI NG (Dec 13, 1995),
ANXI ETY (Dec 13, 1995),
DROABI NESS (Dec 13, 1995),
HYPOTENSI ON (Dec 13, 1995)
THE SP YES aBS
React i ons:
| TCH NG WATERI NG EYES (Nov 06, 1995@4: 01),
TI NG&I NG (Dec 01, 1995),
NAUSEA, VOM TI NG (Dec 01, 1995),
ANXI ETY (Dec 01, 1995),
ZI N&LI NG (Dec 01, 1995)
Enter RETURN to continue or '~ to exit: <RET>
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ACTI VE ALLERGY/ ADVERSE REACTI ON LI STI NG
Run Date/ Tinme: 1/16/96 12:12:57 pm

ALMOND, Bl LLY 333-54-2222 JUN 15, 1963 (32)
aBY/
ADVERSE REACTI ON VERI FI ED H ST
TWO- DYNE YES aBS
React i ons:

| TCH NG WATERI NG EYES (Cct 18, 1995@.3: 47),
ANXI ETY (Cct 18, 1995@3: 47),
HYPOTENSI ON (Cct 18, 1995@L3: 47)
TYLOXAPCL YES aBS
Reactions: H VES (Cct 26, 1995@3: 05),
| TCH NG WATERI NG EYES (Cct 26, 1995@.3: 05),
NAUSEA, VOM TI NG (Cct 26, 1995@.3: 05),
D ARRHEA (Cct 26, 1995@L3: 05),
ANXI ETY (CQct 26, 1995@L3: 05),
DROABI NESS (Cct 26, 1995@L3: 05),
DRY MOUTH (Cct 26, 1995@L3: 05),
DRY NOSE (Cct 26, 1995@L3: 05),
HYPOTENSI ON (CQct 26, 1995@L3: 05)
Enter RETURN to continue or '~ to exit: N
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Print Patient Reaction Data

This option will allow the user to get a captioned data display of all of the patient's
allergy/adverse reaction data. The user can send the report to a printer for a hard
copy printout or have it displayed on the terminal screen.

The user can select the types of reactions to include in the report. Any combination
of types can be selected (i.e., FOOD and DRUG). The user then selects the status of
the reaction entry. Any combination can be selected (i.e., ACTIVE and ENTERED
IN ERROR).

The header of the report contains the title of the report, the date/time it was run
and the patient’s name, SSN, date of birth and age. The body contains the status of
the reaction, its type, the name of the causative agent, any drug ingredients, any
VA drug classes, the name of the person who enterd the data, and the date and time
it was entered. It also contains whether or not the data was signed off (completed),
whether the reaction was observed or historical, whether the patient ID band or
chart is marked, a list of the signs/symptoms, and additional comments made by the
originator. A line of dots appears in the body of the report between the various
reaction entries.

Sel ect Reports Menu Option: 2 Print Patient Reaction Data

Sel ect PATI ENT: STARK ANTHONY 10-12- 69 123456777 SC VETERAN
Sel ect 1:DRUG 2: FOOD, 3: OTHER

Type of allergy: (1-3): 1

Sel ect 1: ACTIVE, 2: ENTERED I N ERRCR

Wi ch woul d you like to see?: (1-2): 1

DEVI CE: HOW / <RET> HYPER SPACE

ALLERGY/ ADVERSE REACTI ON REPCRTS
Run Date/ Tinme: 1/19/96 2:04:23 pm
STARK, ANTHONY 123-45-6777 OCT 12, 1969 (26)

ACGENT:  AM CDARONE

| NGREDI ENTS:  AM CDARONE VA DRUG CLASSES:
ORI G NATOR M LFAJT, RCBERT ORI @ NATED: AUG 13, 1993@Z2: 45
SIAGN OFF: YES OBS/ H ST: OBSERVED
| D BAND MARKED: CHART MARKED:
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S| GNS/ SYMPTQOVE:  HYPOTENSI ON

AGENT: PEN O LLI N
Enter RETURN to continue or '~ to exit: <RET>

ALLERGY/ ADVERSE REACTI ON REPCRTS
Run Date/ Tinme: 1/19/96 2:04:23 pm

STARK, ANTHONY 123-45-6777 OCT 12, 1969 (26)
I NGREDI ENTS: PENI C LLI'N VA DRUG CLASSES:
ORI 3 NATOR  ACKERTON, W L CRI G NATED: MAR 12, 1993@8: 32
SIGN OFF: YES OGBS/ H ST: H STCRI CAL
ORI d NATOR
COMMENTS:
Date: Mar 12, 1993@8: 32: 55 User: ACKERTON, WLL
Title: NURSE

ASDF ASDF ASDF ASDF ASDF ASDF ASDF AS DFAS DAS FAS DF

| D BAND MARKED: CHART NMARKED:

S| GNS/ SYMPTOVE:  DROMSI NESS

Enter RETURN to continue or '~ to exit: <RET>

ALLERGY/ ADVERSE REACTI ON REPCRTS
Run Date/ Tinme: 1/19/96 2:04:23 pm
STARK, ANTHONY 123-45-6777 OCT 12, 1969 (26)

ACGENT: PREDN SONE

I NGREDI ENTS:  PREDNI SONE VA DRUG CLASSES:
ORI A NATOR  PETERS, ER C ORI G NATED: JUL 29, 1991@0: 54
SIGN OFF: YES OGBS/ H ST: OBSERVED
ORI d NATOR
COMMENTS:
Date: Jul 29, 1991@0: 54 User: PETERS, ER C
Title: NURSE

$.9,0,:0.9,.0,.0.9,.0,.0.9,0,.0.9,.0,.0.9,.0.9.0.0.9.0,.0.9,0,.0.0,0,:0.9,0,.0.9.0,0.9,0,.0.9.0,.0.9,.0,.0.9.0.9,0,0.9.9.6

| D BAND MARKED: MAR 29, 1993@3:52:11 CHART MARKED: MAR 29,
1993@3: 52: 09
S| GNS/ SYMPTOVE:  DROMSI NESS

Enter RETURN to continue or '~ to exit: N
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Print an FDA Report for a Patient

This option will allow the user to print an individual FDA report for a patient.
This option will also produce a listing of all allergy/adverse reactions that are

awaiting sign off by the person entering the data into the system. The report

should be queued to run on a printer with a 132 column width.

Sel ect Reports Menu Option: 3 Print an FDA Report for a Patient

Sel ect PATI ENT NAME:  JONES, SUE 12-01- 34 111124443 SC VETERAN
Sel ect CAUSATI VE AGENT: ??

CHOOSE FROM
AWI A LLI N
CYCLOSPCRI NE
GENTAM A N
PEN C LLI N

Sel ect CAUSATI VE AGENT: AMPI 12-01- 34 111124443 SC VETERAN
AWPI O LLI N

Sel ect date reaction was OBSERVED (Tinme Optional): 1/10/96 (JAN 10,

1996) . 1249

... OK? Yes// (Yes)
TH' S REPORT SHOULD BE SENT TO A 132 CCLUWN PRI NTER

QUELE TO PR NT ON
DEVI CE: PRI NTER 132 (132 COLUW)

Requested Start Tinme: NONV/ <RET> (JAN 25, 1996@0: 36: 17)

Request queued. . .
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MEDWat ch Approved by FDA on 10/ 20/ 93
THE FDA MEDI CAL PRCDUCTS REPCRTI NG PROGRAM | Triage unit sequence #
|
|
|
Page 1 of 1 =~ = ceeeeieeieeeee i e
A Patient Information | C. Suspect Medication(s)
__________________________________________________________________ I_______________________________________________________________
1. Patient Indentifier|2. DOB: 12/1/34 | 3. Sex| 4. Weight |1. Nane
J4443 |  AGE 61 yrs | FEMALE| 0.0 | #1: AWIOLLIN
| = m o e i
B. Adverse Event or Product Problem |
__________________________________________________________________ I_______________________________________________________________
1. [X] Adverse Event [ ]Product problem | 2. Dose, frequency & route used | 3. Therapy dates
------------------------------------------------------------------ | #1: | #1:
2. CQutcones attributed to adverse event [ LR LT E R R LR L LR
[ ] death: [ ] disability | |
[ ] life-threatening [ 1 congenital anonaly R e R
[ ] Hospitalization [ ] required intervention to | 4. Diagnosis for use(indication)|5. Event abated after use
initial or prol onged prevent inpairnent/danmage | | stopped or dose reduced?
[X] other | #1: | #1: [NA
__________________________________________________________________ I________________________________|______________________________
3. Date of event | 4. Date of this report | |
01/ 10/ 96 | 01/30/96 | R LR T T T R PP PR
------------------------------------------------------------------ |6. Lot # (if known) 7. Exp. date|8. Event reappeared after
5. Describe event or problem | rei ntroduction

|
| |
RASH | o# | #1: | o#1:[ ]
|
|

6. Relevant test/laboratory data. including dates | 10. Concomitant medical products/therapy dates(exclude
treatnment)
|
|
|
|
------------------------------------------------------------------ | D. Suspect Medical Devices
7. Oher relevant Hstory, including preexisting nedical [ R
condi tions | Note: Please use the actual MedWatch formif the event

invol ves a suspected device as well as a suspect drug

| E. Reporter

Mai | to: Medwatch or FAX to: R e R
5600 Fishers Lane 1- 800- FDA- 0178 |2. Health professional ? |3. Qccupation |4. Reported to Mr.
Rockville, MD 20852-9787 | [1] | | [NT

|5. If you don't want your identity disclosed to the
Manuf act urer,

| place an "X' in the box.[ ]
FDA For m 3500
|

Subni ssion of a report does not constitute an adm ssion that nedical personnel or the product caused or contributed to the event.
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List by Location of Unmarked ID Bands/Charts

This option will find all patients in the system who have not had their ID bands or
charts marked. This option will also produce a list of all patients by ward/clinic
who have not had their chart or ID bands marked. This report functions like the
List of Patients Not Asked About Allergies option. It should be noted that the user
will be prompted to queue all reports except when choosing the Current Inpatients
report by itself (i.e., #1).

Sel ect Reports Menu Option: 4 List by Location of Unmarked | D Bands/Charts
1 Current Inpatients
2 Qutpatients over Date/ Tine range
3 New Adm ssions over Date/Tine range
4 Al of the above
Enter the nunber(s) for those groups to be used in this report: (1-4): 4
Enter date/time range in which patients were
admtted into the hospital or seen at an outpatient clinic.

Enter START Date (tine optional): T-90 (COCT 19, 1995)
Enter END Date (tine optional): T// <RET> (JAN 17, 1996)

The location prompt allows the user to select the ward or clinic that he/she wants to
print, or select all the wards/clinics by entering the word ALL and the system will
select all the appropriate hospital locations.

Sel ect Location: ?
You nay deselect fromthe list by typing the - followed by |ocation nane.
E.g. -3E would delete 3E fromthe list of |ocations already sel ected.

Answer with HOSPI TAL LOCATI ON NAME, or ABBREVI ATI ON
Choose from

Sel ect Location: 1N
Anot her Location: <RET>

QUELE TO PR NT ON
DEVI CE:  SELECT APPROPRI ATE PRI NTER

Requested Start Tinme: NONV/ <RET> (JAN 17, 1996@L3: 42: 26)

Request queued. . .
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Jan 17, 1996 PATI ENTS W TH UNMARKED | D BANDY CHART PACE 1
CURRENT | NPATI ENTS / QUTPATI ENTS / NEW ADM SSI ONS
FROM Cct 19, 1995 TO Jan 17, 1996
PATI ENT SSN ALLERGY UNVARKED
WARD: 1N
JONES, SUE 111-12- 4443 PENI CI LLIN | D BAND/ CHART
CYCLCSPCRI NE | D BAND/ CHART
AWVPI O LLIN | D BAND/ CHART
GENTAM C N | D BAND/ CHART
M LLS, BOBBY 111- 00- 0001 M LK | D BAND/ CHART
SMXKE | D BAND/ CHART
DUST | D BAND/ CHART
SALT SUBSTI TUTE | D BAND/ CHART
Jan 17, 1996 PATI ENTS W TH UNMARKED | D BANDY CHART PACE 2
CURRENT | NPATI ENTS / QUTPATI ENTS / NEW ADM SSI ONS
FROM Cct 19, 1995 TO Jan 17, 1996
PATI ENT SSN ALLERGY UNVARKED
CLINC GWC DR PETERS
*No Patients for this dinic*
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This option prints allergy/adverse reactions for patients that have not been signed
off (completed) by the user entering data. Users who have the GMRA-ALLERGY
VERIFY key will see all reactions that are not signed off. Users who do not have

Adverse Reaction Tracking Clinician Menu

that key will see just the entries that they created. The user may select a printer to

get a hard copy printout or display the report to the terminal screen.

The header of the report contains the name of the report and the date and time

that it was run. The body of the report lists the name of the person who entered the

date, the patient’'s name followed by the last four digits of the SSN, the causative

agent, and the date/time the entry was made.

Sel ect Reports Menu Qption:

DEVI CE: HOW /

ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A

Enter RETURN to continue or '~ to exit:

March 1996

<RET> HYPER SPACE

5 Patient Allergies Not Signed Of

ALLERGY/ ADVERSE REACTI ONS TO BE SI G\NED CFF
Run Date/ Tinme: 1/18/96 1:23:52 pm

PATI ENT

LARD, Bl LL(9012)
LARD, Bl LL(9012)

LARD, Bl LL(9012)

DALY, Rl CHARD (2222)
DALY, Rl CHARD (2222)
DALY, Rl CHARD (2222)
DALY, Rl CHARD (2222)
DUCK, DONALD( 6789)
DALY, Rl CHARD (2222)
LARD, Bl LL(9012)
GORBACHEV, M KE( 1411)
GORBACHEV, M KE( 1411)
GORBACHEV, M KE( 1411)
GORBACHEV, M KE( 1411)
DUCK, DONALD( 6789)

ALLERGY ORI A NATI ON DATE TI ME
PEN Q LLI' N FEB 18, 1993@o0: 59
FROG FEB 18, 1993@s: 14
THCRAZI NE 10M5  FEB 22, 1993@a3: 20
PEN Q LLI' N JUN 22, 1993@l1: 44
PHENYTO N JUN 22, 1993@l1: 48
DEMECARI UM JUN 22, 1993@2: 00
ASPI RN JUN 22, 1993@2: 08
PHENCBARBI TAL JUN 25, 1993@0: 33
PHENCBARBI TAL JUN 25, 1993@o0: 39
CCDEl NE JUN 30, 1993@8: 55
THOR - PRCOM AUG 11, 1993@0: 35
| MMUNE GLCBULIN  AUG 18, 1993@0: 02
CYCLOBENZAPRI NE  JUL 11, 1994@4: 11
SULFABENZAM DE/ S JUL 11, 1994@4: 14
DUCK JAN 06, 1995@1: 13

AN
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List by Location of Undocumented Allergies

This report is used to list all patients in the patient database who have never been
asked if they have any known allergies. It should be noted that the user will be
prompted to queue all reports except stand-alone Current Inpatients’ reports. The
header of the report contains the date the report was run, title of the report, the list
of the groups included (i.e., current inpatients), and any date ranges entered by the
user. The body of the report categorizes the patients by clinic or ward. It lists the
patient’'s name, SSN and provider. The room-bed will appear for current
inpatients.

Sel ect Adverse Reaction Tracking User Menu Qpti on: 6 List by Location of
Undocunented Al |l ergi es

1 Current Inpatients

2 Qutpatients over Date/ Tine range

3 New Adm ssions over Date/Tine range

4 Al of the above
Enter the nunber(s) for those groups to be used in this report: (1-4): 4
Enter date/time range in which patients were
admtted into the hospital or seen at an outpatient clinic.

Enter START Date (tine optional): T-180 (JUL 23, 1995)
Enter END Date (tine optional): T// <RET> (JAN 19, 1996)

The location prompt allows the user to select the ward or clinic that he/ she wants
to print, or select all the wards/clinics by entering the word ALL, and the system
will select all the appropriate hospital locations.

Sel ect Location: ?7?

You nay deselect fromthe list by typing a ‘-’ followed by |ocation nane.
E.g. -3Ewould delete 3E fromthe list of |ocations already sel ected.
You nay enter the word ALL to select all appropriate |ocations.

Answer w th HCSPI TAL LOCATI ON NAME, or ABBREVI ATI ON

Choose from

Sel ect Location: 1N
Anot her Location: PHYSI CAL EXAM <RET>
Anot her Location: <RET>

QUELE TO PR NT ON
DEVI CE:  SELECT APPROPRI ATE PRI NTER

Requested Start Tinme: NONV/ <RET> (JAN 19, 1996@L0: 29: 44)

Request queued. . .
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Jan 19, 1996 PATI ENTS NOT ASKED ABQUT ALLERA ES PAGE 1
CURRENT | NPATI ENTS
PATI ENT SSN PROVI DER
WARD: 1IN

* No Patients for this Ward *

Jan 19, 1996 PATI ENTS NOT ASKED ABQUT ALLERA ES PAGE 2
CURRENT | NPATI ENTS / QUTPATI ENTS / NEW ADM SSI ONS
FROM Jul 23, 1995 TO Jan 19, 1996

PATI ENT SSN PROVI DER

CLIN C PHYSI CAL EXAM
* No Patients for this dinic *

If the user selected a ward/clinic location where no patients met the report’s criteria
(i.e., all patients were asked about allergies), then an appropriate message as such
will appear (No Patients for this Ward).
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List by Location Not Verified Reactions

This is a new option. It prints a list of patient reactions that have not been verified.
The data is sorted by hospital location, patient and reaction. The user can send the
report to a printer for a hard copy or to the terminal screen. This report can be
scheduled to automatically run at a regular interval (e.g., daily). Contact your
ADPAC or IRM support person to schedule this report to automatically run. The
option name to schedule this report to automatically run is GMRA TASK A/AR NV.

The header of this report contains the name of the report, the date it was run, and
the hospital location. The body contains the patient’'s name and SSN, the causative
agent, the name of the originator of the reaction, and the date/time of data
origination. The Room-Bed is also displayed for each patient.

Sel ect Reports Menu Option: 7 List by Location Not Verified Reactions
DEVI CE: HOWE//  <RET> HOME

Report Date: Jan 25, 1996 Page: 1
List of Unverified Reactions by Ward Locati on
Ward Location: 1IN
QOigination Date/Tine Qi gi nator Reacti on
200-1 JONES, SUE (111-12-4443)
Jul 29, 1993@0: 05 PETRI , DON CYCLCSPCORI NE
Enter RETURN to continue or ' to exit:

Report Date: Jan 25, 1996 Page: 2
List of Unverified Reaction by Ward Locati on
Ward Location: 1S

Qigination Date/Tine Qi gi nator Reacti on
100-1 GQORBACHEV, M KAEL (411-41-1411)
Aug 11, 1993@8: 57 ACKERTON, W LLI AM THECDUR ( KEY PHARM)
Aug 13, 1993@3z2: 44 M LLER RCBERT WARFARI N
Aug 09, 1994@4: 06 ACKERTON, W LLI AM CHEESE
Aug 09, 1994@4: 31 ACKERTON, W LLI AM SPAM
100-2 NUDD, RAY (432-45-7677)
Aug 03, 1994@0: 50 ACKERTON, W LLI AM | CDI NE CONTRAST DYE
Enter RETURN to continue or ' to exit: A
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List by Location and Date all Signed Reactions

This is a new option. It prints a list of all patient reactions that have been signed
off (completed) for a user supplied date range. The data is sorted by location and
date range. This report can be sent to a printer for a hard copy printout or
displayed on the user’s terminal screen.

The header of the report contains the title, the date range selected by the user, the
date that the report was run, and the hospital location. The body of the report
contains the patient’s name and SSN, the causative agent’s name and type, the
name of the data’s originator, and the date/time of data origination.

Sel ect Reports Menu Option: 8 List by Location and Date All Signed Reactions
Enter Start Date: T-120 (NOV 21, 1995)
Enter Ending Date: T (MAR 20, 1996)

DEVI CE: HOWE//  <RET> HOME
(One nonent pl ease. ..

Mar 20, 1996 Page: 1

List all Signed Patient Reactions for Ward Location 1N
From Nov 21, 1995 to Mar 20, 1996
Dat e Qi gi nat or Type Causative Agent
Patient: JONES, SUE (111-12-4443)

Jan 10, 1996@2:49 ASHION, WLLIAM D AWICdLLIN

Jan 10, 1996@2:50 ASHTON, WLLIAM D CGENTAMON

Feb 29, 1996@3:15 TR MBLE, FRANK D TETRACYCLI NE

Feb 29, 1996@3:13 TR MBLE, FRANK DF ANTI RABI ES SERUM

Patient: M LLER BOBBY (111-00-0001)

Dec 15, 1995@6: 02 BETFCRD, TI NA D SALT SUBSTI TUTE

Feb 29, 1996@3:52 TR MBLE, FRANK DF ANTI RABI ES SERUM
Patient: TAYLOR BOB (124-56-2345)

Feb 09, 1996@8: 54 TR MBLE, FRANK D FRGG

Feb 09, 1996@2: 57 ASHTON, WLLIAM D PATCHES

Feb 09, 1996@3: 08 ASHTON, WLLIAM D HEARTBURN TABS

Mar 14, 1996@8: 12 TR MBLE, FRANK D PREDN SONE

Mar 14, 1996@9: 10 TR MBLE, FRANK D RELA

Mar 14, 1996@9: 12 TR MBLE, FRANK D MONCBENZONE

Enter RETURN to continue or """ to exit: *
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List FDA Data by Report Date

This is a new option. It displays a report of FDA data that tracks when a reaction
was observed and when it was entered into the database. The user must enter a

date range. This report can be printed or sent to the terminal screen.

The header of the report contains the name of the report, the date range that the
user selected and the date that the report was run. The body of the report contains
the patient’'s name and SSN, the name of the causative agent, the patient’s location,
the observation date of the reaction, the date the reaction was actually reported, the
difference (i.e., the number of days) between the observation date and when it was

reported, and the name of the person who observed the reaction.

Sel ect Reports Menu Option: 9 List FDA Data by Report Date
Sel ect a Tracking date range for this report.

Enter Start Date: T-30 (DEC 26, 1995)

Enter Ending Date: T (JAN 25, 1996)

DEVI CE: HOW / <RET> HOME

Report Date: Jan 25, 1996 Page:

Adver se Reaction Tracki ng Report
From 12/26/95 To: 1/25/96

Pat i ent Dat es Rel at ed Reaction
ACKERTQN, Bl LL Cbs DTI: 1/8/96  SPAM

(333- 54-2345) Trk DT: 1/8/96

Loc: QUT PATIENT —emmeemoeeo-

os: 0 Days Difference

ACKERTQN, Bl LL Cbs DTI: 1/8/96  FUZZEL

(333- 54-2345) Trk DT: 1/8/96

Loc: QUT PATIENT —emieemoeo--

os: 0 Days Difference

M LLER BCB Cbs DI 1/8/96  SALT SUBSTI TUTE
(111- 00- 0001) Trk DT: 1/8/96

Loc: IN oo

os: 0 Days Difference

TREVOR, BCB Cbs DI: 1/9/96  PCLLEN

(124- 56- 2345) Trk DT: 1/9/96

Loc: 1IN e

os: 0 Days Difference

Enter RETURN to continue or """ to exit: A
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Edit Chart and ID Band

This option allows the user to enter if the patient ID band or the chart has been
marked. It should be used by the personnel charged with the responsibility of
making sure that the patient's paper chart has been marked to indicate that an
allergy/adverse reaction is present. The user selects a patient and the various
causative agents associated with that patient are displayed. Any number of agents
may be selected by the user to indicate whether the patient chart has been marked.

Sel ect Adverse Reaction Tracking dinician Menu Qoti on: 4 Edit Chart and ID
Band

Sel ect Patient: DALY, R CHARD 10- 04- 69 123122222 SC VETERAN

CHOOSE FROM
ASPI RN
COD LIVER AL
DEMECAR UM
FROGS
PENBUTCOLCL
PENI C LLI N
PHENCBARBI TAL
PHENYTAO N
PREDN SONE
THOR - PROM
TI ML
TYLOXAPCL

Sel ect CAUSATI VE AGENT: ASPIRIN 10- 04- 69 123122222 SC VETERAN
ASPI RN

Sel ect anot her CAUSATI VE AGENT: PENI CI LLI N 10- 04- 69 123122222
SC VETERAN PENI O LLI N

Sel ect anot her CAUSATI VE AGENT: <RET>
Thi s session you have CHOSEN:

PEN C LLIN

ASPI RN

Have the Chart(s) been marked for these CAUSATI VE AGENTS? ?2?
ANSVWER YES | F THE Chart(s) HAS BEEN MARKED, ELSE ANSWER NQ
Have the Chart(s) been marked for these CAUSATI VE AGENTS? Y (Yes)
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Online Reference Card

This option provides the user with an online reference guide to the ART software.
Users can browse through the text using the arrow keys on the keyboard. To exit
the option, follow the screen text. For example, press the PF1 key and the letter E.
The PF1 key is also labeled as “Num Lock” on some keyboards.

VA FileMan Browser DOCUMENT 1

INTRODUCTION

The purpose of the Adverse Reaction Tracking (ART) software, Version 4.0, is to
permit clinical users to track and report adverse drug reactions. The Hines IRM
Field Office developed this software and reference material to provide a "quick"
reference for use with the ART software.

The intended users of this software are physicians, nurses, other clinicians, and
clerks. Each VA site will designate persons to serve as verifiers. The primary
function of verifiers is to confirm the correctness of the data entered in ART by
users. The verifiers may be clinical pharmacists, dietitians, and other clinical
personnel.

ORIENTATION AND HELPFUL HINTS

Throughout this manual, the carriage return or return key on the keyboard is
represented as <RET>.

At any prompt in Adverse Reaction Tracking (ART), the user can enter ?? to get
additional help.

Prompts that have the words "DATE/TIME" in them (e.q., Select DATE/TIME
Col> 1 |<PF1>H=Help <PF1>E=EXxit] Line> 22 0f506 Screen> 1 of23
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This menu should be given to the verifiers of the Adverse Reaction Tracking data.
The options on this menu will allow the user to edit/verify/print the data.

This menu should only be given to the verifiers of ART.

Enter/Edit Patient Reaction Data
Verify Patient Reaction Data
Reports Menu ...

Edit Chart and ID Band

FDA Enter/Edit Menu ...

Online Reference Card

oakwhpE
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Enter/Edit Patient Reaction Data

This option allows users to enter and edit patient allergies/adverse reactions. The
user is prompted to enter the name of the agent that caused the reaction, whether
the reaction was observed during the patient’s stay/visit at the facility, any signs or
symptoms associated with the reaction, the date and time the sign/symptom
occurred, the type of reaction (i.e., mechanism), any appropriate comments
concerning the entry, and whether the patient’s chart is marked for this reaction.

Selecting a Patient:

The user may select a patient by name (last name, first name), full Social Security
Number (SSN), the last four digits of the SSN (e.g., 1234), the first letter of the last
name and last four digits of the SSN (e.g., A1234), or ward location (e.g., 1 North).

Does the patient have any known allergies/adverse reactions?

If the selected patient does not have any allergies/adverse reactions stored in the
ART database the user is asked the above question. A Yes response will allow the
user to make an entry. A No response will take the user back to the patient
prompt. If the ART database contains allergy/adverse reaction information about
the patient the software will not ask this question, but will instead display
information about the existing reactions. The software will display the name of the
causative agent, the type of causative agent (e.g., food), any signs/symptoms, its
mechanism (e.g., Allergy or Pharmacologic), whether it was an observed reaction or
historical, and whether or not it was verified.

Selecting a Causative Agent:

The lookup procedure that is performed when the user enters a causative agent
deserves a detailed explanation.

1) If the causative agent exists as an entry for the patient, then the user has the
opportunity to edit the data concerning that entry.

2) If the user’s response is not part of that patient’s entry or the user does not want
to edit an existing choice given in Step 1, then a lookup for the particular agent
Is done using five files of choices which are searched in the following order:

a) GMR Allergies (#120.82) - this file is distributed with the ART software and
contains nationally distributed food and other type agents plus any entries
added locally by the facility,
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b) Drug Ingredients (#50.416) - this file contains the names of individual
generic drugs which are components of various drug products,

c) VA Drug Class (#50.605) - this file contains the names of the various drug
classes used within the Department,

d) National Drug (#50.6) - this file contains the names of available drug
products including trade names and manufacturer, and

e) Drug (#50) - this file contains the names of drugs that can be used to fill a
prescription.

3) If the user’s response is not found after Steps 1 and 2, then he/she is asked if the
response should be added to the patient’s record. The response entered by the
user will be saved in the patient’s database entry and will be displayed on
subsequent lookups while the causative agent will be linked to the OTHER
ALLERGY/ADVERSE REACTION entry in the GMR Allergies file. When
adding a causative agent for a patient’s record that is not in any of the five files,
the user is asked to identify the type of agent. The choices are Food, Drug or
Other. The type is required and its value determines the appropriate logic that
is followed by the rest of the data entry for this entry.

NOTE: If a particular causative agent is commonly selected, but it comes from a
lookup on one of the later files (i.e., 2b, 2c, 2d or 2e) and the facility wishes to
minimize the response lookup time , then that causative agent can be added to the
GMR Allergies file as a local entry. Since this is the first file that is looked up in
Step 2, the response time will be reduced.

NOTE: When selecting entries from the Drug file (#50) the user may see the
various dosages associated with the drugs. The user only needs to pick one of these
dose forms. The software will figure out which ingredients from that drug the
patient had a reaction to and set that information into the database automatically.

Observed vs. Historical Reaction:

An observed reaction is an event that actually happened to the patient during the
patient’s stay/visit at the facility. A historical reaction is one that is reported, but
not observed by the facility personnel. If the reaction is observed the user will be
asked to enter the observation date. The time of day may be entered, but it is
optional.
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Observed Report:

For an observed reaction, the user is asked for additional information. The user
may enter the name of the person who observed the reaction (the default response
Is the name of the user entering the data), the severity of the reaction (i.e., mild,
moderate or severe), and the date a medical doctor was notified. Also, the user may
edit the date and time of the observation.

Signs/Symptoms:

A sign/symptom is an effect of the reaction on the patient (e.g., itching). The
software comes with a list of nationally recognized signs/symptoms. The site can
add additional signs/symptoms to the list. The software displays to the user a list of
commonly reported signs/symptoms to choose from. The user may choose from this
abbreviated list or from the full list of choices. The user may select as many
signs/symptoms as applicable. The site may customize the abbreviated list the user
sees to meet its needs. Observed reactions require the user to enter
signs/symptoms. A historical reaction allows, but does not require the user to enter
signs/symptoms.

Also, the user is asked to enter the date the sign/symptom appeared. The time of
day may be entered, but it is optional.

Mechanism:

The mechanism is the type of reaction. The choices are Allergy, Pharmacologic or
Unknown. An allergic reaction occurs because the patient is sensitive to a
causative agent regardless of the amount the patient is exposed to. A
pharmacologic (non-allergic) reaction occurs when the patient is sensitive to an
agent under certain conditions such as exposure to a large amount. Unknown is
provided if the user is not sure what mechanism to enter.

Note: Allergies are a subset of the world of adverse reactions. All allergies
are adverse reactions, but not all adverse reactions are allergies.

Comments:

The site can determine whether comments from the originator of the entry are
required by setting a software parameter. If that site parameter is set to YES the
user is required to enter comments concerning the entry. If the entry is being
edited and any existing comments exist for this causative agent the software will
display those comments and whether they were entered by the originator of the
entry, a verifier or a person who marked the entry as entered in error.
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FDA Data:

When the type of the causative agent is a drug, the user may enter further
information about the reaction which will be used by the software to generate an
FDA report. The questions for the FDA report are categorized in four sections.
Users are encouraged to provide as much information about the reaction as
possible. The site can determine if the user will be required to enter FDA data by
setting a software parameter.

Verification of Data:

Entries can be verified by a user or by the software. The latter is known as
autoverification. The site can determine how the entries are verified by setting
three software parameters. The combination of these three parameters allows the
software to automatically verify none, some or all entries. Conversely, sites may
wish to have their users verify none, some or all entries.

If the entry must be verified by a user and the user has the verification key, GMRA-
ALLERGY VERIFY, the software will allow the verification of the data during the
enter/edit option. The user has an opportunity to review and edit the data before
verifying the entry.

Generating Progress Notes:

The ART software has an interface to the Progress Notes package. A progress note
will be generated when the user verifies, signs off, or marks as entered in error an

observed reaction. The progress note is displayed and the user may electronically

sign, edit or delete it. Also, the user may print the note.

Mark Patient Chart and ID Band:

The user is asked if the patient chart was marked to show that the patient is
allergic to the causative agent.

For an inpatient, the user is asked if the patient identification band was marked to
show an allergic reaction to the causative agent. The site can determine with a
software parameter whether the user should be asked this question.

There are three other software parameters the site can set concerning the patient
chart and ID band. The site can set a software parameter to determine who will be
notified that a chart or ID band is not marked. A notification bulletin can be sent to
the GMRA MARK CHART mail group, an Order Entry Team or not sent at all.
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The site can set a software parameter to determine if an alert should be sent to the
GMRA MARK CHART mail group or an Order Entry Team when the mark chart or
mark ID band questions are not answered.

Also, the site can set a software parameter to determine if users from outside the
package can send a bulletin to mark a patient’s chart for an reaction. Specifically,
when a patient is admitted a bulletin may be sent to mark the patient’s chart for
the particular reaction identified in the bulletin.

Signing Off on an Entry:

Signing off (i.e., is the data correct?) on an entry means the user who entered/edited
the entry is satisfied with the data entered. It does not mean an electronic
signature. Users who have the verification key will not be asked to sign off on an
entry if they verify it. Users who have the verification key will be asked to sign off
on an entry if they do not verify it. Users who do not have the verification key will
be asked to sign off on the entry.

Sel ect Adverse Reaction Tracking Verifier Menu Qotion: 1 Enter/Edit Patient
Reacti on Data
Sel ect PATI ENT NAME:  VASQUEZ, BCB 04- 01- 23 300000000 SC VETERAN
oBY/
REACTANT VER MECH. H ST TYPE
ASPI RN AUTO ALLERGY H ST DRUG
Reactions: CHLLS, DRY MJUTH CHEST PAIN
DI LANTI N YES ALLERGY OBS DRUG
(PHENYTA N)
Reacti ons: DROASI NESS
| BUPROFEN NO UNKNOMW OBS DRUG
PENI CI LLIN YES UNKNOM OBS DRUG
Reacti ons: H VES, DROASI NESS
PHENCBARBI TAL YES ALLERGY OBS DRUG

Reacti ons: DEPRESSI ON

Enter Causative Agent: TETRACY CLINE
TETRACYCLINE  OK? Yes// <RET> (Yes)

(Observed or (Historical Alergy/Adverse Reaction: O OBSERVED
Sel ect date reaction was OBSERVED (Tinme Optional): T (FEB 20, 1996) FEB
20, 1996 (FEB 20, 1996)

Are you adding ' FEB 20, 1996' as
a new ADVERSE REACTI ON REPORTING? Y (Yes)
No si gns/synptons have been specified. Please add sone now.

The following are the top ten nmost common si gns/ synpt ons:
1. CONFUSI ON 7. HVES
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2. | TCH NG WATERI NG EYES 8. DRY MOUTH
3. HYPOTENSI ON 9. CHLLS
4. DROANBI NESS 10. RASH
5. CHEST PAI N 11. OTHER SI GV SYMPTOM
6. D ARRHEA
Enter fromthe |ist above : 4

Date(Tine Optional) of appearance of Sign/Synpton(s): Feb 20, 1996// <RET>
(FEB 20, 1996)
The following is the list of reported signs/synptons for this reaction:

Si gns/ Synpt ons Dat e (bserved
1 DROMINSS 0 Feb20 1996
Sel ect Action (A)DD, (D) ELETE OR <RET>:  <RET>

Choose one of the follow ng:

A - ALLERGY
P - PHARVACOLOG CAL
U - UNKNOMW

MECHAN SM UNKNOW /P PHARVACOLOG C

COMMENTS:
1>Enter any conments you feel are necessary to explain the reaction.
2>

EDIT Option: <RET>

Conpl ete the observed reaction report? Yes// <RET> (Yes)

DATE/ TI ME OF EVENT: FEB 20, 1996// <RET>

OBSERVER TAYLOR FRANK//  <RET>

SEVERITY: mild MLD

DATE MD NOTI FI ED: Feb 20, 1996// <RET> (FEB 20, 1996)

I ndi cat e whi ch FDA Report Sections to be conpl et ed:

1. Reaction Information

2. Suspect Drug(s) Information

3. Concomtant Drugs and H story

4. Initial Reporter

Choose nunber(s) of sections to be edited: (1-4): 1-4// 1

The following is the list of reported signs/synptons for this reaction:

Si gns/ Synpt ons

Sel ect Action (A)DD, (D) ELETE CR <RET>:  <RET>

Patient died?z n NO

Reaction treated with RX drug?: n NO
Life Threatening illness?: n NO
Required hospitalization?: y YES

Prol onged Hospitalization?: n NO
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Resulted in permanent disability?: n NO
Is this event a Congenital Anomal y?: n NO
Did this event require intervention to prevent inpairnent/damage?: y YES

TH' S PATI ENT HAS NO LAB TEST ON FI LE FOR TH S ADVERSE REACTI ON REPCRT
Select Action (ADE: <RET>

Currently you have verifier access.
Wuld you like to verify this Causative Agent now? Yes// <RET> (Yes)

CAUSATI VE AGENT: TETRACYCLI NE
TYPE: DRUG
I NGREDI ENTS:  TETRACYCLI NE
VA DRUG CLASSES:
OBS/ H ST: OBSERVED
SI GNS/ SYMPTOVE:  DROMBI NESS  (Feb 20, 1996)
MECHAN SM PHARVACOLOA C

Wuld you like to edit any of this data? n (No)

PATI ENT: VASQUEZ, BOB CAUSATI VE AGENT: TETRACYCLI NE
| NGREDI ENTS:  TETRACYCLI NE VA DRUG CLASSES:
ORI G NATOR  TRAI NER, FRANK ORI G NATED: FEB 20, 1996@0: 22
SIGN CGFF: NO OBS/ H ST: OBSERVED
ORI 3 NATCR
COMMENTS:
Date: Feb 20, 1996@0: 22: 41 User: TRAI NER FRANK
Title: NURSE
Enter any comments you feel are necessary to explain the
reaction.
| D BAND MARKED: CHART NARKED:

SI GNS/ SYMPTOVE:  DROMBI NESS  (Feb 20, 1996)

Change status of this allergy/adverse reaction to verified? y (Yes)
Sel ect a Hospital Location for this patient: physi cal EXAM

NOTE: In this example a Progress Note is created because the reaction was
verified.

Patient: VASQUEZ BCB 300- 00- 0000 Witten: 02/20/96 10:25
Title: ALLERGY/ ADVERSE REACTI ON Aut hor: TRAI NER, FRANK
Pat Loc: PHYSI CAL EXAM

This patient has had an adverse reaction reported for TETRACYCLI NE
verified on Feb 20, 1996@0: 25: 05.

(Sign, (Bdit, or (Delete this note? S/ <RET> I GN
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Enter your Qurrent Signature Code: S| GNATURE VER! FI ED
Print this note? Yes// n (No)
Ent er anot her Causative Agent? YES/ n NO
Thi s session you have CHOSEN:
TETRACYCLI NE

Have the Chart(s) been marked for this CAUSATI VE AGENT?

Sel ect PATI ENT NAME: <RET>
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Verify Patient Reaction Data

This option allows designated verifiers to verify the correctness of data entered by
the clinical users. The verifier may select a single patient’s data to verify or a list or
range (e.g., 1,3,7 or 1-10) of patients to verify. The verifier may select to view/verify
drug reactions only, non-drug reactions only, or drug and non-drug reactions. The
reaction data is displayed and the verifier may edit the causative agent, type,
ingredients, drug class, observed/historical response, signs/symptoms and
mechanism. The verifier may enter any appropriate comments.

If the verifier answers YES to the “change status of this allergy/adverse reaction to
verified” prompt, the reaction will be marked as verified. If the verifier answers NO
to that prompt, the reaction is marked as entered in error.

If no hospital location is associated with the patient, the verifier will be prompted to
enter a location.

A progress note is created. The verifier may electronically sign, edit or delete the
progress note. The verifier may print the progress note, too.

Sel ect Adverse Reaction Tracking Verifier Menu Qption: 2 Verify Patient
Reacti on Data
Wuld you like to verify a single patient's data? NQ/ YES

Sel ect PATI ENT NAME:  JONES, SUE 12-01- 34 111124443 YES SC
VETERAN

D Drug

N Non-drug

B Both

Sel ect type of ACGENT to verify: (D NB): DRUG

oBY/
PATI ENT ALLERGY H ST ADR TYPE
1. JONES, SUE (4443) 1N CYCLCSPORI NE GBS UNK DRUG
Sel ect a nunber between 1-1: 1
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PATI ENT:
I NGREDI ENTS:

JONES, SUE
CYCLOSPCRI NE

ORI d NATCR
SI &GN OFF:

PETI T, YVENS
YES

| D BAND MARKED:
SI GNS/ SYMPTOVE:  RENAL FAI LURE

MECHANI SM
Is the reaction

UNKNOMN
informati on correct?

CAUSATI VE AGENT:
TYPE:

I NGREDI ENTS:

VA DRUG CLASSES:
OBS/ H ST:

CYCLOSPCRI NE
DRUG
CYCLOSPCRI NE

OBSERVED

S| GNS/ SYMPTOVE:
MECHANI SM

RENAL FAI LURE
UNKNOMWN

Wuld you like to edit any of this data?

COMMENTS:

Adverse Reaction Tracking Verifier Menu

CAUSATI VE AGENT: CYCLOSPCRI NE
VA DRUG CLASSES:

ORI @ NATED:
OGBS/ H ST:

JUL 29, 1993@0: 05
OBSERVED

CHART NMARKED:

Yes// <RET> (Yes)

N (No)

1>Add any necessary conments here.

2>
EDT Qption:
PATI ENT:
| NGREDI ENTS:

JONES, SUE
CYCLOSPCRI NE

ORI d NATCR
SI &GN GFF:

PETR , BCB
YES

| D BAND MARKED:
SI GNS/ SYMPTOVE:  RENAL FAI LURE

MECHAN SM UNKNOMN
Change status of this allergy/adverse

March 1996
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CAUSATI VE AGENT: CYCLGOSPCRI NE
VA DRUG CLASSES:

ORI @ NATED: JUL 29, 1993@0: 05
OGBS/ H ST: OBSERVED

CHART NMARKED:

reaction to verified? y (Yes)

91

User Manual



Adverse Reaction Tracking Verifier Menu

Patient: JONES, SUE 111-12-4443 Witten: 02/29/96 10: 02
Title: ALLERGY/ ADVERSE REACTI ON Aut hor: TRAI NER JI M
Pat Loc: 1N

This patient has had an allergy to CYCLOSPCRI NE
verified on Feb 29, 1996@0: 02: 09.

(Sign, (Bdit, or (Delete this note? S/ <RET> I GN

Enter your Qurrent Signature Code: S| GNATURE VER! FI ED
Print this note? Yes// n (No)

Users can enter/edit their own electronic signature code. Use the Online Reference
Card option to view an example of how to create or edit your electronic signature
code.
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Reports Menu (Verifier)

This menu is part of the Adverse Reaction Tracking Verifier Menu. It is the only
print menu that the verifier will need for ART.

Active Listing of Patient Reactions

Print Patient Reaction Data

Print an FDA report for a Patient

Print all FDA events within D/T range

Print Patient FDA Exception Data

Print all FDA Exceptions within a D/T range
List by Location of Unmarked ID Bands/Charts
Patient Allergies Not Signed Off

List by Location of Undocumented Allergies
10 List Autoverified Reaction Data

11.List by Location Not Verified Reactions
12.List by Location and Date all Sign Reactions
13.List FDA Data by Report Date

©CoNO~wWNPE
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Active Listing of Patient Reactions

This option will give a brief listing of the active (data that is signed off and not
entered in error) allergy/adverse reaction data for a particular patient. The user
may select a printer to get a hard copy printout, or display the report to the
terminal screen.

The header of the display contains the report name, date and time it was run,
patient’'s name, SSN, date of birth, and age. The body of the report divides the data
by reaction type (e.g., Drug) and lists the causative agent, the signs/symptoms and
when they were observed or if they were historical, and whether it was verified.

If the patient has no known reactions, the body of the report will display that the
patient has no known allergies. If the patient was never asked if he/she has any
allergy/adverse reactions, the body of the report will display a message stating that
there are no reactions on file.

Sel ect Reports Menu Option: 1 Active Listing of Patient Reactions

Sel ect PATIENT: ALMOND, BI LLY 06- 15- 63 333542222 ACTI VE DUTY

DEVI CE: HOW / <RET> HYPER SPACE

ACTI VE ALLERGY/ ADVERSE REACTI ON LI STI NG
Run Date/ Tinme: 1/16/96 12:12:57 pm

ALMOND, Bl LLY 333-54-2222 JUN 15, 1963 (32)
aBY/
ADVERSE REACTI ON VERI FI ED H ST
TYPE: DRUG
DEMECARI UM NO aBS
React i ons:
| TCH NG WATERI NG EYES (Dec 13, 1995),
NAUSEA, VOM TI NG (Dec 13, 1995),
ANXI ETY (Dec 13, 1995),
DROABI NESS (Dec 13, 1995),
HYPOTENSI ON (Dec 13, 1995)
THE SP YES aBS
React i ons:
| TCH NG WATERI NG EYES (Nov 06, 1995@4: 01),
TING&I NG (Dec 01, 1995),
NAUSEA, VOM TI NG (Dec 01, 1995),
ANXI ETY (Dec 01, 1995),
ZI N&LI NG (Dec 01, 1995)
Enter RETURN to continue or '~ to exit:
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ACTI VE ALLERGY/ ADVERSE REACTI ON LI STI NG
Run Date/ Tinme: 1/16/96 12:12:57 pm

ALMOND, Bl LLY 333-54-2222 JUN 15, 1963 (32)
aBY/
ADVERSE REACTI ON VERI FI ED H ST
TWO- DYNE YES aBS
React i ons:

| TCH NG WATERI NG EYES (Cct 18, 1995@.3: 47),
ANXI ETY (Cct 18, 1995@3: 47),
HYPOTENSI ON (Cct 18, 1995@L3: 47)
TYLOXAPCL YES aBS
Reactions: H VES (Cct 26, 1995@3: 05),
| TCH NG WATERI NG EYES (Cct 26, 1995@.3: 05),
NAUSEA, VOM TI NG (Cct 26, 1995@.3: 05),
D ARRHEA (Cct 26, 1995@L3: 05),
ANXI ETY (CQct 26, 1995@L3: 05),
DROABI NESS (Cct 26, 1995@L3: 05),
DRY MOUTH (Cct 26, 1995@L3: 05),
DRY NOSE (Cct 26, 1995@L3: 05),
HYPOTENSI ON (CQct 26, 1995@L3: 05)
Enter RETURN to continue or '~ to exit: N
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Print Patient Reaction Data

This option will allow the user to get a captioned data display of all of the patient's
allergy/adverse reaction data. The user can send the report to a printer for a hard
copy printout or have it displayed on the terminal screen.

The user can select the types of reactions to include in the report. Any combination
of types can be selected (i.e., FOOD and DRUG). The user then selects the status of
the reaction entry. Any combination can be selected (i.e., ACTIVE and ENTERED
IN ERROR).

The header of the report contains the title of the report, the date/time it was run
and the patient’s name, SSN, date of birth and age. The body contains the status of
the reaction, its type, the name of the causative agent, any drug ingredients, any
VA drug classes, the name of the person who enterd the data, and the date and time
it was entered. It also contains whether or not the data was signed off (completed),
whether the reaction was observed or historical, whether the patient ID band or
chart is marked, a list of the signs/symptoms, and additional comments made by the
originator. A line of dots appears in the body of the report between the various
reaction entries.

Sel ect Reports Menu Option: 2 Print Patient Reaction Data

Sel ect PATI ENT: STARK ANTHONY 10-12- 69 123456777 SC VETERAN
Sel ect 1:DRUG 2: FOOD, 3: OTHER

Type of allergy: (1-3): 1

Sel ect 1: ACTIVE, 2: ENTERED I N ERRCR

Wi ch woul d you like to see?: (1-2): 1

DEVI CE: HOW / <RET> HYPER SPACE
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ORI d NATCR
SI &GN OFF:

| D BAND MARKED:

S| GNS/ SYMPTQOVE:

I NGREDI ENTS:

ORI d NATCR
SI &GN OFF:

ORI A NATCR
COMMVENTS:
Dat e:

Adverse Reaction Tracking Verifier Menu

ALLERGY/ ADVERSE REACTI ON REPCRTS
Run Date/ Tinme: 1/19/96 2:04:23 pm

123-45-6777 OCT 12, 1969 (26)
AM CDARCONE
AM CDARONE VA DRUG CLASSES:
M LLER, ROBERT CR G NATED: AUG 13, 1993@Z2: 45
YES OGBS/ H ST: OBSERVED

CHART NMARKED:

HYPOTENSI ON

PENI O LLI N
continue or '~ to exit: <RET>

ALLERGY/ ADVERSE REACTI ON REPCRTS
Run Date/ Tinme: 1/19/96 2:04:23 pm

123-45-6777 OCT 12, 1969 (26)
PEN C LLI N VA DRUG CLASSES:
ALBERT, Bl LL ORI G NATED: MAR 12, 1993@8: 32
YES OGBS/ H ST: H STCRI CAL
Mar 12, 1993@8: 32: 55 User: ACKERTON, WLL
Title: NURSE

$.9,0,:0.9,.0,.0.9,0,.0.9,0,.0.9,.0,.0.9,0.9.0.0.9.0,0.9,0,.0.0,0,:0.9,0,.0.9.0,0.9,0,.0.9.0,.0.9,.0,.0.9.0.9,0,0.9.9.6

| D BAND MARKED:

CHART NMARKED:

S| GNS/ SYMPTOVS:  DROASI NESS
Enter RETURN to continue or """ to exit: <RET>
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ALLERGY/ ADVERSE REACTI ON REPCRTS
Run Date/ Tinme: 1/19/96 2:04:23 pm
STARK, ANTHONY 123-45-6777 OCT 12, 1969 (26)

ACGENT: PREDN SONE

I NGREDI ENTS:  PREDNI SONE VA DRUG CLASSES:
ORI A NATOR  PETERS, JON ORI G NATED: JUL 29, 1991@0: 54
SIGN OFF: YES OGBS/ H ST: OBSERVED
ORI d NATOR
COMMENTS:
Date: Jul 29, 1991@0: 54 User: PETERS, JON
Title: NURSE

Patient gets drowsy after usage.
| D BAND MARKED: MAR 29, 1993@3:52:11 CHART MARKED: MAR 29,
1993@3: 52: 09
S| GNS/ SYMPTOVS:  DROASI NESS
Enter RETURN to continue or '~ to exit:
ALLERGY/ ADVERSE REACTI ON REPORTS

Run Date/ Tinme: 1/19/96 2:04:23 pm
STARK, ANTHONY 123-45-6777 OCT 12, 1969 (26)

ACENT: ASPIRI'N

I NGREDI ENTS:  ATRCPI NE VA DRUG CLASSES:
ORI A NATOR  PETERS, JON CR G NATED: AUG 28, 1991@9: 57
SIGN OFF: YES OGBS/ H ST: OBSERVED
ORI d NATOR
COMMENTS:
Date: Aug 28, 1991@9: 57 User: PETERS, JON
Title: NURSE

THE PATI ENT GOT VERY | RRI TATED AND CRI ED AFTER TAKI NG
Enter RETURN to continue or '~ to exit:
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ALLERGY/ ADVERSE REACTI ON REPCRTS
Run Date/ Tinme: 1/19/96 2:04:23 pm

STARK, ANTHONY 123- 45- 6777 OCT 12, 1969 (26)
ASPI RI N
| D BAND MARKED: CHART NARKED:
SI GNS/ SYMPTOVS: | TCH NG WATERI NG EYES
ANXI ETY
Enter RETURN to continue or """ to exit: <RET>
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Print an FDA Report for a Patient

This option will allow the user to print an individual FDA report for a patient.
This option will produce a listing of all allergy/adverse reactions that are awaiting
sign off by the person entering the data into the system. The report should be
gueued to run on a printer with a 132 column width.

Sel ect Reports Menu Qption: 3 Print an FDA Report for a Patient

Sel ect PATI ENT NAME:  JONES, SUE 12-01- 34 111124443 SC VETERAN
Sel ect CAUSATI VE AGENT: ??

CHOOSE FROM
AWI A LLI N
CYCLOSPCRI NE
GENTAM A N
PENI C LLI N

Sel ect CAUSATI VE AGENT: AMPI 12-01- 34 111124443 SC VETERAN
AWPI C LLI N

Sel ect date reaction was OBSERVED (Tinme Optional): 1/10/96 (JAN 10,

1996) . 1249

... OK? Yes// (Yes)
TH' S REPORT SHOULD BE SENT TO A 132 CCLUWN PRI NTER

QUELE TO PR NT ON
DEVI CE: SELECT APPROPRI ATE PRI NTER (132 COLUWN)

Requested Start Tinme: NONV/ <RET> (JAN 25, 1996@0: 36: 17)

Request queued. . .
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Approved by FDA on 10/ 20/ 93

Page 1 of 1 =~ = ceeeeieeieeeee i e
!
A Patient Information | C. Suspect Medication(s)
__________________________________________________________________ I_______________________________________________________________
1. Patient Indentifier|2. DOB: 12/1/34 | 3. Sex| 4. Weight |1. Nane
J4443 |  AGE 61 yrs | FEMALE| 0.0 | #1: AWIOLLIN
| = m o e i
B. Adverse Event or Product Problem |
__________________________________________________________________ I_______________________________________________________________
1. [X] Adverse Event [ ]Product problem | 2. Dose, frequency & route used | 3. Therapy dates
------------------------------------------------------------------ | #1: | #1:
2. Qutcomes attributed to adverse event R R [
[ ] death: disability | |
[ ] life-threatening [ 1 congenital anonaly [ R
[ ] Hospitalization [ ] required intervention to | 4. Diagnosis for use(indication)|5. Event abated after use
initial or prol onged prevent inpairnent/danmage | | stopped or dose reduced?
[X] other | #1: | #1: [NA
__________________________________________________________________ I________________________________|______________________________
3. Date of event | 4. Date of this report | |
01/ 10/ 96 | 01/30/96 | e
------------------------------------------------------------------ |6. Lot # (if known) 7. Exp. date|8. Event reappeared after
5. Describe event or problem | rei ntroduction
RASH #1: | #1 [ ]

6. Relevant test/laboratory data. including dates
treatnent)

7. Oher relevant Hstory, including preexisting nedical
condi tions

| 10. Concomitant medical products/therapy dates(exclude
|
|
|
|

| D. Suspect Medical Devices

| Note: Please use the actual MedWatch formif the event
invol ves a suspected device as well as a suspect drug
| E. Reporter
I _______________________________________________________________
1. Nane, address & phone #:

Mai | to: Medwatch or FAX to:
5600 Fi shers Lane 1- 800- FDA- 0178
Rockville, MD 20852-9787

Manuf act urer,

FDA For m 3500
|

Submi ssion of a report does not constitute an adm ssion that

March 1996

nedi cal

Adverse Reaction Tracking V. 4.0

Heal th professional ? | 3. Qccupation |4. Reported to Mr.
[Ng

If you don't want your identity disclosed to the

| place an "X' in the box.[ ]

personnel or the product caused or contributed to the event.
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Print all FDA Events Within D/T Range

This report prints all the FDA reports over a given date range, entered by the user.
The user may choose to print Complete FDA Adverse Event Reports or an
abbreviated listing of reports. Complete reports should be queued to a printer that
has 132 column width. An abbreviated listing may be sent to a printer or CRT. If
an abbreviated listing is chosen and if the report has been sent to the FDA, the

listing will display the date that the report was sent.

Sel ect Reports Menu Option: 4 Print All FDA Events within DT Range

Select Start Date/Time: T-30 (DEC 27, 1995)
Sel ect End Date/ Time: (12/27/95 - 1/26/96): T//
Do you want an Abbrevi ated report? Yes//
DEVI CEE HOVE//  <RET> HOME
Jan 26, 1996@Z2: 36: 40

FDA ABBREVI ATED REPORT

PATI ENT SUSPECTED ACGENT

ACKERTQN, Bl LLY (333-54-2345) PSUEDCEPHEDRI NE
M LLERS, BOBBY (111-00-0001) SALT SUBSTI TUTE
ACKERTQN, Bl LLY (333-54-2345) DUST

ACKERTQN, Bl LLY (333-54-2345) FUZZEL

TRAI NER, BOB (124- 56- 2345) POLLEN
UNCGER JI M (799- 99- 9999) M LK

TRAI NER, BOB (124- 56- 2345) ASPIRIN
UNCGER JI M (799- 99- 9999) ASPIRIN
ACKERTQN, Bl LLY (333-54-2345) ASPIRIN
UNCGER JI M (799- 99- 9999) PENI QG LLI N
ACKERTQN, Bl LLY (333-54-2345) TYLENCL

TRAI NER, BOB (124- 56- 2345) M LK

JONES, SUE (111-12-4443) AWI A LLIN
JONES, SUE (111-12-4443) CGENTAM G N
UNCGER JI M (799- 99- 9999) LACTGSE
ACKERTQN, Bl LLY (333-54-2345) PSUEDCEPHEDRI NE
UNCGER JI M (799- 99- 9999) AWI A LLIN

UNCGER, JI M (799- 99- 9999) PHENCBARBI TAL
Enter RETURN to continue or '~ to exit: N
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<RET> (JAN 26, 1996)
<RET> ( Yes)

Jan 1, 1996
Jan 8, 1996
Jan 8, 1996@9: 29
Jan 8, 1996@9: 39
Jan 9, 1996@8: 35
Jan 10, 1996
Jan 10, 1996
Jan 10, 1996
Jan 10, 1996
Jan 10, 1996
Jan 10, 1996
Jan 10, 1996
Jan 10, 1996@2: 49
Jan 10, 1996@2: 51
Jan 11, 1996
Jan 11, 1996
Jan 11, 1996
Jan 12, 1996
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Adverse Reaction Tracking Verifier Menu

Print Patient FDA Exception Data

This option allows the user to print a list of all observed or drug allergies from a
given date to the present for a patient that has been signed off (completed), but is
missing sign/symptom data. The user selects a patient and the date from which to
start the search.

The header of the report contains the name of the report and the date/time that it
was run. The body contains the patient’'s name, SSN, the causative agent, the
origination date/time of the entry and name of the originator.

Sel ect Reports Menu Option: 5 Print Patient FDA Exception Data

Sel ect PATI ENT NAME: ERI CSON DONALD 10- 04- 39 123456789 SC VETERAN
Enter the Date to start search (Time optional): T-30// T-365 (JAN 31, 1995)

Select Print DEVICE: HOWE// <RET>

JAN 31, 1996 11:33:43 Page: 1
FDA EXCEPTI ON REPCRT
OCRANATIOND T CAUSA Tl VE AGENT ORI d NATCR

Pati ent: ER CSQON, DONALD (123-45-6789)

JUL 26,199 5@5: 41 A L RETENTI ON ENENVA ML LER, ROBERT

JUL 31,19951@2:39 D METHYL SULFOXI DE NAMON, BCB

NOV 6,199 5@7: 45 ACETAM NCPHEN CODEI NE PETERS, JON

DEC 7,199 5@6: 16 PEN Q LLI' N D LG LEON

JAN 7,199 6@4: 36 MW/ PEDI ATRI C | NJECTI ON LI GHTFOOT , W LLI AM

Sel ect PATI ENT NAME: <RET>
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Print all FDA Exceptions within a D/T Range

This option allows the user to select a date range from which to print a list of all
patients who had an Observed Drug Reaction that has not been reported to the
FDA. The report can be sent to a printer or to the user’s terminal screen.

The header of the report contains the name of the report, the date range selected by
the user and the date/time that the report was run. The body of the report contains
the patient’s name and SSN, the causative agent, the name of the person who
originated the data entry, and the origination date/time of the data.

Sel ect Reports Menu Option: 6 Print All FDA Exceptions within a DT Range
Sel ect Start Date: 1/1/93 (JAN 01, 1993)
Sel ect End Date: (1/1/93 - 1/26/96): T// <RET> (JAN 26, 1996)

DEVI CE: HOW / <RET> HOME

Jan 26, 1996 14: 34: 57 Page: 1
FDA EXCEPTI ON REPCORT (1/1/93 to 1/26/96)
ORANATIOND T CAUSATI VE AGENT CR G NATOR

Pati ent: CGCRBACHEV, M KAEL (411-41-1411)

Aug 9, 1994@4: 06 ASPI RN ACKERTON, W LL
Patient: DALY, RICHARD J (123-12-2222)

Aug 9, 1994@4: 08 TI MOLOL ACKERTON, W LL

Aug 9, 1994@4: 21 PENBUTOLCL ACKERTON, W LL

Enter RETURN to continue or '~ to exit:
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List by Location of Unmarked ID Bands/Charts

This option will produce a list of all patients by ward/clinic who have not had their
chart or ID bands marked. This report functions like the List of Patients Not Asked
About Allergies option. It should be noted that the user will be prompted to queue
all reports except when choosing the Current Inpatients report by itself (i.e., #1).

The header of the report contains the date the report was run, title of the report,
the list of the groups included (i.e., inpatients), and any date ranges entered by the
user. The body of the report categorizes the patients by clinic or ward. It lists the
patient’'s name, SSN, name of the causative agent and whether the patient 1D band,
patient chart, or both were unmarked.

Sel ect Reports Menu Option: 7 List by Location of Unmarked | D Bands/Charts
1 Current Inpatients
2 Qutpatients over Date/ Tine range
3 New Adm ssions over Date/Tine range
4 Al of the above
Enter the nunber(s) for those groups to be used in this report: (1-4): 4
Enter date/time range in which patients were
admtted into the hospital or seen at an outpatient clinic.

Enter START Date (tine optional): T-90 (COCT 19, 1995)
Enter END Date (tine optional): T// <RET> (JAN 17, 1996)

The location prompt allows the user to select the ward or clinic that he/she wants to
print, or select all the wards/clinics by entering the word ALL and the system will
select all the appropriate hospital locations.

Sel ect Location: ?

You nay deselect fromthe list by typing a ‘-’ followed by |ocation nane.
E.g. -3Ewuld delete 3E fromthe list of |ocations already sel ected.
You nay enter the word ALL to select all appropriate |ocations.

Answer w th HCSPI TAL LOCATI ON NAME, or ABBREVI ATI ON

Choose from

Sel ect Location: 1N
Anot her Location: <RET>

QUELE TO PR NT ON
DEVI CE:  SELECT APPROPRI ATE PRI NTER
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Requested Start Tinme: NON/ <RET> (JAN 17, 1996@L3: 42: 26)

Request queued. . .

Jan 17, 1996 PATI ENTS W TH UNMARKED | D BANDY CHART PACE 1
CURRENT | NPATI ENTS / QUTPATI ENTS / NEW ADM SSI ONS
FROM Cct 19, 1995 TO Jan 17, 1996
PATI ENT SSN ALLERGY UNVARKED
WARD: 1N
JONES, SUE 111-12- 4443 PENI CI LLIN | D BAND/ CHART
CYCLCSPCRI NE | D BAND/ CHART
AWVPI O LLIN | D BAND/ CHART
GENTAM C N | D BAND/ CHART
M LLS, BOBBY 111- 00- 0001 M LK | D BAND/ CHART
SMXE | D BAND/ CHART
DUST | D BAND/ CHART
SALT SUBSTI TUTE | D BAND/ CHART
Jan 17, 1996 PATI ENTS W TH UNMARKED | D BANDY CHART PACE 2
CURRENT | NPATI ENTS / QUTPATI ENTS / NEW ADM SSI ONS
FROM Cct 19, 1995 TO Jan 17, 1996
PATI ENT SSN ALLERGY UNVARKED
CLINC GWC DR PETERS
*No Patients for this dinic*
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Patient Allergies Not Signed Off

Adverse Reaction Tracking Verifier Menu

This option prints allergy/adverse reactions for patients that have not been signed

off (completed) by the user entering data. Users who have the GMRA-ALLERGY
VERIFY key will see all reactions that are not signed off. Users who do not have

that key will see just the entries that they created. The user may select a printer to

get a hard copy printout or display the report to the terminal screen.

The header of the report contains the name of the report and the date and time

that it was run. The body of the report lists the name of the person who entered the

date, the patient’'s name followed by the last four digits of the SSN, the causative

agent, and the date/time the entry was made.

Sel ect Reports Menu Qption:

DEVI CE: HOW /

ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A
ACKERTON, WLLI A

Enter RETURN to continue or '~ to exit:

March 1996

<RET> HYPER SPACE

8 Patient Allergies Not Signed Of

ALLERGY/ ADVERSE REACTI ONS TO BE SI GNED CFF
Run Date/ Tinme: 1/18/96 1:23:52 pm

PATI ENT

LARD, Bl LL(9012)

LARD, Bl LL(9012)

LARD, Bl LL(9012)

DALY, Rl CHARD (2222)
DALY, Rl CHARD (2222)
DALY, Rl CHARD (2222)
DALY, Rl CHARD (2222)
DUCK, DONALD( 6789)
DALY, Rl CHARD (2222)
LARD, Bl LL(9012)
GORBACHEV, M KE( 1411)
GORBACHEV, M KE( 1411)
GORBACHEV, M KE( 1411)
GORBACHEV, M KE( 1411)
DUCK, DONALD( 6789)

ALLERGY ORI A NATI ON DATE TI ME
PEN Q LLI' N FEB 18, 1993@o0: 59
FROG FEB 18, 1993@s: 14
THCRAZI NE 10M5  FEB 22, 1993@a3: 20
PEN Q LLI' N JUN 22, 1993@l1: 44
PHENYTO N JUN 22, 1993@l1: 48
DEMECARI UM JUN 22, 1993@2: 00
ASPI RN JUN 22, 1993@2: 08
PHENCBARBI TAL JUN 25, 1993@0: 33
PHENCBARBI TAL JUN 25, 1993@o0: 39
CCDEl NE JUN 30, 1993@8: 55
THOR - PRCOM AUG 11, 1993@0: 35
| MMUNE GLCBULIN  AUG 18, 1993@0: 02
CYCLOBENZAPRI NE  JUL 11, 1994@4: 11
SULFABENZAM DE/ S JUL 11, 1994@4: 14
DUCK JAN 06, 1995@1: 13

AN
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List by Location of Undocumented Allergies

This report is used to list all patients in the patient database who have never been
asked if they have any known allergies. It should be noted that the user will be
prompted to queue all reports except stand-alone Current Inpatients’ reports. The
header of the report contains the date the report was run, title of the report, the list
of the groups included (i.e., current inpatients), and any date ranges entered by the
user. The body of the report categorizes the patients by clinic or ward. It lists the
patient’'s name, SSN and provider. The room-bed will appear for current
Inpatients.

Sel ect Reports Menu Option: 9 List by Location of Undocunented Al ergies
1 Current Inpatients
2 Qutpatients over Date/ Tine range
3 New Adm ssions over Date/Tine range
4 Al of the above
Enter the nunber(s) for those groups to be used in this report: (1-4): 4
Enter date/time range in which patients were
admtted into the hospital or seen at an outpatient clinic.

Enter START Date (tine optional): T-180 (JUL 23, 1995)
Enter END Date (tine optional): T// <RET> (JAN 19, 1996)

The location prompt allows the user to select the ward or clinic that he/ she wants
to print, or select all the wards/clinics by entering the word ALL, and the system
will select all the appropriate hospital locations.

Sel ect Location: ?7?

You may deselect fromthe list by typing a ‘-’ followed by |ocation nane.
E.g. -3E would delete 3E fromthe list of |ocations already sel ected.
You nay enter the word ALL to select all appropriate |ocations.

Answer w th HCSPI TAL LOCATI ON NAME, or ABBREVI ATI ON

Choose from

Sel ect Location: 1N
Anot her Location: PHYSI CAL EXAM <RET>
Anot her Location: <RET>

QUELE TO PR NT ON
DEVI CE:  SELECT APPROPRI ATE PRI NTER

Requested Start Tinme: NONV/ <RET> (JAN 19, 1996@L0: 29: 44)

Request queued. . .
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Jan 19, 1996 PATI ENTS NOT ASKED ABQUT ALLERA ES PAGE 1
CURRENT | NPATI ENTS
FROM Jul 23, 1995 TO Jan 19, 1996

PATI ENT SSN PROVI DER
WARD: 1N
* No Patients for this Ward *
Enter RETURN to continue or '~ to exit: <RET>
Jan 19, 1996 PATI ENTS NOT ASKED ABOUT ALLERA ES PAGE 2

CURRENT | NPATI ENTS / QUTPATI ENTS / NEW ADM SSI ONS
FROM Jul 23,199 5 TO Jan 19, 1996

PATI ENT SSN PROVI DER

CLINI C PHYSI CAL EXAM

D LG LECPALD 123-45- 6789 VEELBY, MARK

Jan 19, 1996 PATI ENTS NOT ASKED ABQUT ALLERA ES PAGE 3
CURRENT | NPATI ENTS / QUTPATI ENTS / NEW ADM SSI ONS
FROM Jul 23, 1995 TO Jan 19, 1996

PATI ENT SSN PROVI DER

CLIN C PHYSI CAL EXAM
* No Patients for this dinic *

If the user selected a ward/clinic location where no patients met the report’s criteria
(i.e., all patients were asked about allergies), then an appropriate message as such
will appear (No Patients for this Ward).
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List Autoverified Reaction Data

This option lists autoverified reaction data by date/time range, location and
mechanism. It also displays previous sorting values that were used during this
session. The first time that the user runs the report during this session, those
previous values will be “not null.” If the user runs the option again, the previous
sorting values will display (e.g., *Previous Selection: Verification Date/Time from
1/1/96 to 1/31/96@24:00).

The header of this report contains the name of the report, the date it was run and
the date range entered by the user. The body of the report contains the data sorted,
first by ward location, then by mechanism, and finally by verification date. The
report contains the patient’'s name, the last digits in the SSN, room-bed, the
causative agent, the signs/symptoms, the name of the person who originated the
entry and any comments entered by the originator.

Sel ect Reports Menu Option: 10 List Autoverified Reaction Data
* Previ ous sel ection: VER Fl CATI ON DATE/ Tl ME not nul |
START WTH VER FI CATI ON DATE TI ME:  FI RST/ / <RET>
* Previ ous sel ection: PATI ENT: WARD LOCATI ON not nul |
START WTH WARD LOCATI O\ FI RST// <RET>
* Previous selection: MECHAN SM not nul |
START WTH MECHANI SM  FI RST/ / <RET>

DEVI CE: HOME <RET> R GIT MRA N 80// <RET>
01/29/96  LIST CF AUTOVER FI ED ALLERA ES FROM FI RST TO LAST Page: 1
PATI ENT ROOM BED REACTANT VER DATE

WARD LOCATI ON 1IN
MECHANI SM UNKNOMW

TRAMLER, JCE (2345) 200-2 S| G\ OFF PRCBLEM JAN 11, 1996
CRIAN: TRA NER FRANK
SIGNS: | TCH NG WATER NG EYES
RASH
COMMENTS:

TRAMLER, JCE (2345) 200-2 AN MAL HAI R JAN 11, 1996
CRAN: ACKERTAN, WLLI AM
SIGNS: | TCH NG WATER NG EYES
RASH
COMMENTS:
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01/29/96  LIST CF AUTOVER FI ED ALLERA ES FROM FI RST

PATI ENT

WARD LCCATI ON: 1S
MECHANI SM UNKNOMW

LARD, BI LL (9012) S| G\ OFF PRCBLEM

CRIAN: TRA NER FRANK
SIGNS: | TCH NG WATER NG EYES
RASH
COMMENTS:

LARD, BI LL (9012) POLLEN

CRIAN: TRA NER FRANK

SIANS: | TCH NG WATER NG EYES
DRY MOUTH
RASH
COWENTS: HAY FEVER SUFFERER
March 1996 Adverse Reaction Tracking V. 4.0
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List by Location Not Verified Reactions

This is a new option. It prints a list of patient reactions that have not been verified.
The data is sorted by hospital location, patient and reaction. The user can send the
report to a printer for a hard copy or to the terminal screen. This report can be
scheduled to automatically run at a regular interval (e.g., daily). Contact your
ADPAC or IRM support person to schedule this report to automatically run. The
option name to schedule this report to automatically run is GMRA TASK A/AR NV.

The header of this report contains the name of the report, the date it was run, and
the hospital location. The body contains the patient’'s name and SSN, the causative
agent, the name of the originator of the reaction, and the date/time of data
origination. The Room-Bed is also displayed for each patient.

Sel ect Reports Menu Option: 11 List by Location Not Verified Reactions
DEVI CE: HOWE//  <RET> HOME

Report Date: Jan 25, 1996 Page: 1
List of Unverified Reactions by Ward Locati on
Ward Location: 1IN
QOigination Date/Tine Qi gi nator Reacti on
200-1 JONES, SUE (111-12-4443)
Jul 29, 1993@0: 05 PETRI , DON CYCLCSPCRI NE
Enter RETURN to continue or ' to exit:

Report Date: Jan 25, 1996 Page: 2
List of Unverified Reactions by Ward Locati on
Ward Location: 1S

Oigination Date/Tine Qi gi nator Reacti on
100-1 GQORBACHEV, M KAEL (411-41-1411)
Aug 11, 1993@8: 57 ACKERTON, W LLI AM THECDUR ( KEY PHARM)
Aug 13, 1993@3z2: 44 M LLER RCBERT WARFARI N
Aug 09, 1994@4: 06 ACKERTON, W LLI AM DI APERS
Aug 09, 1994@4: 31 ACKERTON, W LLI AM SPAM
100-2 NUDY, BAR (432-45-7677)
Aug 03, 1994@0: 50 ACKERTON, W LLI AM | CDI NE CONTRAST DYE
Enter RETURN to continue or ' to exit: A
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List by Location and Date all Signed Reactions

This is a new option. It prints a list of all patient reactions that have been signed
off (completed) for a user supplied date range. The data is sorted by location and
date range. This report can be sent to a printer for a hard copy printout or
displayed on the user’s terminal screen.

The header of the report contains the title, the date range selected by the user, the
date that the report was run, and the hospital location. The body of the report
contains the patient’s name and SSN, the causative agent’s name and type, the
name of the data’s originator, and the date/time of data origination.

Sel ect Reports Menu Option: 12 List by Location and Date All Signed Reactions
Enter Start Date: T-120 (NOV 21, 1995)
Enter Ending Date: T (MAR 20, 1996)

DEVI CE: HOWE//  <RET> HOME
(One nonent pl ease. ..

Mar 20, 1996 Page: 1

List all Signed Patient Reactions for Ward Location 1N
From Nov 21, 1995 to Mar 20, 1996
Dat e Qi gi nat or Type Causative Agent
Patient: JONES, SUE (111-12-4443)

Jan 10, 1996@2:49 ASHION, WLLIAM D AWICdLLIN

Jan 10, 1996@2:50 ASHTON, WLLIAM D CGENTAMON

Feb 29, 1996@3:15 TR MBLE, FRANK D TETRACYCLI NE

Feb 29, 1996@3:13 TR MBLE, FRANK DF ANTI RABI ES SERUM

Patient: M LLER BOBBY (111-00-0001)

Dec 15, 1995@6: 02 BETFCRD, TI NA D SALT SUBSTI TUTE

Feb 29, 1996@3:52 TR MBLE, FRANK DF ANTI RABI ES SERUM
Patient: TAYLOR BOB (124-56-2345)

Feb 09, 1996@8: 54 TR MBLE, FRANK D FRGG

Feb 09, 1996@2: 57 ASHTON, WLLIAM D PATCHES

Feb 09, 1996@3: 08 ASHTON, WLLIAM D HEARTBURN TABS

Mar 14, 1996@8: 12 TR MBLE, FRANK D PREDN SONE

Mar 14, 1996@9: 10 TR MBLE, FRANK D RELA

Mar 14, 1996@9: 12 TR MBLE, FRANK D MONCBENZONE

Enter RETURN to continue or """ to exit: *

March 1996 Adverse Reaction Tracking V. 4.0 113

User Manual



Adverse Reaction Tracking Verifier Menu

List FDA Data by Report Date

This is a new option. It displays a report of FDA data that tracks when a reaction
was observed and when it was entered into the database. The user must enter a

date range. This report can be printed or sent to the terminal screen.

The header of the report contains the name of the report, the date range that the
user selected and the date that the report was run. The body of the report contains
the patient’'s name and SSN, the name of the causative agent, the patient’s location,
the observation date of the reaction, the date the reaction was actually reported, the
difference (i.e., the number of days) between the observation date and when it was

reported, and the name of the person who observed the reaction.

Sel ect Reports Menu Option: 13 List FDA Data by Report Date
Sel ect a Tracking date range for this report.

Enter Start Date: T-30 (DEC 26, 1995)

Enter Ending Date: T (JAN 25, 1996)

DEVI CE: HOW / <RET> HOME

Report Date: Jan 25, 1996 Page:

Adver se Reaction Tracki ng Report
From 12/26/95 To: 1/25/96

Pat i ent Dat es Rel at ed Reaction
ACKERTQN, Bl LL Cbs DTI: 1/8/96  SPAM

(333- 54-2345) Trk DT: 1/8/96

Loc: QUT PATIENT —emmeemoeeo-

os: 0 Days Difference

ACKERTQN, Bl LL Cbs DTI: 1/8/96  FUZZEL

(333- 54-2345) Trk DT: 1/8/96

Loc: QUT PATIENT —emieemoeo--

os: 0 Days Difference

M LLER BCB Cbs DI 1/8/96  SALT SUBSTI TUTE
(111- 00- 0001) Trk DT: 1/8/96

Loc: IN oo

os: 0 Days Difference

TREVOR, BCB Cbs DI: 1/9/96  PCLLEN

(124- 56- 2345) Trk DT: 1/9/96

Loc: 1IN e

os: 0 Days Difference

Enter RETURN to continue or """ to exit: A
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Edit Chart and ID Band

This option allows the user to enter if the patient ID band or the chart has been
marked. It should be used by the personnel charged with the responsibility of
making sure that the patient's paper chart has been marked to indicate that an
allergy/adverse reaction is present. The user selects a patient and the various
causative agents associated with that patient are displayed. Any number of agents
may be selected by the user to indicate whether the patient chart has been marked.

Sel ect Adverse Reaction Tracking Verifier Menu Qption: 4 Edit Chart and ID
Band

Sel ect Patient: DALY, R CHARD 10- 04- 69 123122222 SC VETERAN

CHOOSE FROM
ASPI RN
COD LIVER AL
DEMECARI UM
FROGS
PENBUTCOLCL
PENI C LLI N
PHENCBARBI TAL
PHENYTAO N
PREDNI SONE
THOR - PROM
TI MOLCL
TYLOXAPCL

Sel ect CAUSATI VE AGENT: ASPIRIN 10- 04- 69 123122222 SC VETERAN
ASPI RN

Sel ect anot her CAUSATI VE AGENT: PENI CI LLI N 10- 04- 69 123122222
SC VETERAN PENI G LLI N

Sel ect anot her CAUSATI VE AGENT: <RET>
Thi s session you have CHOSEN:

PEN C LLIN

ASPI RN

Have the Chart(s) been marked for these CAUSATI VE AGENTS? ?2?
ANSVER YES | F THE Chart(s) HAS BEEN MARKED, ELSE ANSWER NQ
Have the Chart(s) been marked for these CAUSATI VE AGENTS? Y (Yes)
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FDA Enter/Edit Menu (Verifier)

This menu should be given to people responsible for the FDA portion of Adverse
Reaction Tracking as designated by the site. The options on this menu will allow
the user to edit the FDA data.

1. Enter/Edit FDA Report Data
2. Enter/Edit P&T Committee Data
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Enter/Edit FDA Report Data

This option allows users to enter and edit FDA related data concerning an adverse
reaction.

There are five sections to the FDA Report. Fields for Reaction Information (1) are
shown in the example. Sections 2-5 are discussed below.

For Suspect Drug(s) Information (2) of the data entry, the user may enter/edit the
name of a suspect agent for the observed reaction, the daily dose given, route of
administration, how the drug was given (SIG Code), the start and stop dates that it
was administered, the name of the manufacturer, lot number, number of previous
doses given, the last fill date, the drug’s expiration date, the National Drug Code
number and the indication/reason for the drug’s use.

In the Concomitant Drugs and History section (3), the user may enter/edit
information about the drugs that the patient was taking at the time of the reaction.
This includes the name of the drug, the start/stop dates of administration, the last
fill date and how the drug was given (SIG Code). The user can also enter a word
processing type response to indicate any other related history for this drug.

In the Manufacturer Information section (4), the user may enter/edit data
concerning a manufacturer that should be notified, including the name of the
manufacturer, address, the IND/NDA (Investigational New Drug/New Drug
Application) number, the manufacturer’s control number, the date the drug was
received by the manufacturer, the source of the report (i.e., Health Professional),
whether the 15 day report was completed and the type of the report (i.e., Initial).

The Initial Reporter (5) section allows the user to enter/edit data concerning the
person filling out the report, including name, address, phone number, whether the
reporter is a health care provider, whether the name of the reporter should be
disclosed to the manufacturer, and the reporter’s occupational title.

Sel ect FDA Enter/Edit Menu Opti on: 1 Enter/Edit FDA Report Data

Sel ect PATI ENT NAME: DALY, R CHARD 10- 04- 69 123122222 SC
VETERAN
Sel ect CAUSATI VE AGENT: ASPIRIN 10- 04- 69 123122222 SC
VETERAN
ASPI RN
Sel ect date reaction was OBSERVED (Tinme Optional): T-10 (JAN 13, 1996) JAN

13, 1996 (JAN 13, 1996)
Are you adding 'JAN 13, 1996' as
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a new ADVERSE REACTI ON REPCRTING? Y (Yes)

ndi cat e whi ch FDA Report Sections to be conpl et ed:
Reaction Information

Suspect Drug(s) Information

Concomitant Drugs and H story

Manuf acturer I nformation

5. Initial Reporter

Choose nunber (s) of sections to be edited: (1-5): 1

I

1.
2.
3.
4.

The following is the list of reported signs/synptons for this reaction:

Si gns/ Synpt ons

Sel ect Action (A)DD CR (D)ELETE: A

The following are the top ten nmost common si gns/ synpt ons:

1. ANX ETY 7. H VES
2. | TCH NG WATERI NG EYES 8. DRY MOUTH
3. HYPOTENSI ON 9. CHLLS
4. DROANBI NESS 10. RASH
5. CHEST PAI N 11. OTHER SI GV SYMPTOM
6. D ARRHEA
Enter fromthe |ist above : 7

The following is the list of reported signs/synptons for this reaction:

Si gns/ Synpt ons

Sel ect Action (A)DD CR (D) ELETE:  <RET>

Patient died?z N NO

Reaction treated with RX drug?: N NO

Life Threatening illness?: N NO

Required hospitalization?: N NO

Prol onged Hospitalization?: N NO

Resulted in permanent disability?: N NO
Is this event a Congenital Anomal y?: N NO
Did this event require intervention to prevent inpairnent/damage?: N NO

TH' S PATI ENT HAS NO LAB TEST ON FI LE FOR TH S ADVERSE REACTI ON REPCRT
Select Action (ADE: ADD

View Tx/ Test from JAN 13, 1996// <RET> (JAN 13, 1996)
To: JAN 13, 1996// <RET> (JAN 13, 1996)

LAB TEST:
Collection DT Test Nane Speci nen Resul ts H / Low

THERE 1S NO LAB DATA FOR TH S PATI ENT FOR TH S DATE RANGE.
Sel ect TEST: 7?7

Choose from
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1, 25- DI HYDROXYVI T DB
1/ 2HR LTT

1/ 2H . GTT

1/ 2H . GTT (UR NE)

11- DEOXYCORTI SCL

17- HYDROXYCORT| COSTERO DS
17- HYDROXYPROGESTERONE
17- KETOGEN C STERO DS

17- KETOSTERO DS, TOTAL

1HR LTT

1H . GIT

1H . GIT (UR NE)

25 CH VITAMN D

2HR LTT

2H . GIT

2H . GTT (R NE)

3HR LTT

Sel ect TEST: 1/2Hr.GIT (URI NE)
Are you adding '1/2H . GIT (URNE)' as
a new RELEVANT TEST/ LAB DATA (the 1ST for this ADVERSE REACTI ON
REPCRTING ? Y (Yes)
RESULTS: 2?7
This field will contain the results for the particular test.
RESULTS: Enter results here.
COLLECTION D) T:  T-10 (JAN 13, 1996)

Sel ect TEST:

This patient has the foll owing Test sel ected:

TEST/ TX RESULTS DRAW DATE/ TI ME
1) 1/2H . GIT (UR NE) Enter results here. 01/13/96

Select Action (ADEBE):

I ndi cat e whi ch FDA Report Sections to be conpl et ed: <RET>
1. Reaction Information

2. Suspect Drug(s) Information

3. Concomtant Drugs and H story

4. Manufacturer Information

5. Initial Reporter

Choose nunber(s) of sections to be edited: (1-5): <RET>
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Enter/Edit P&T Committee Data

This option will allow the user to edit P&T data. It allows for the evaluation of a
suspected Drug Reaction (ADR) by a qualified individual (e.g., clinical pharmacist,
clinical pharmacologist), other than the attending physician. The user can also
track a report to see if it has been sent to the FDA or manufacturer.

Sel ect FDA Enter/Edit Menu: 2 Enter/BEdit P& Commttee Data

Sel ect PATI ENT NAME: DALY, R CHARD 10- 04- 69 123122222 SC
VETERAN

Sel ect CAUSATI VE AGENT: PENI CI LLI N 10- 04- 69 123122222 SC
VETERAN PENI G LLIN

Sel ect date reaction was OBSERVED (Tinme Optional): T (JAN 24, 1996) JAN

24, 1996 (JAN 24, 1996)
Are you adding 'JAN 24, 1996' as
a new ADVERSE REACTI ON REPORTING? Y (Yes)

P&T Report Conpl etion

Serious ADR?: ?7?
This field determines if the reaction is considered serious.
Choose from

y YES
n NO
Serious ADR?: y YES
ADR related to new drug? (Marketed within the last 2 yrs.): n NO

Unexpected ADR?: y YES
ADR related to therapeutic failure?: n NO
Dose related?: n NO
P&T ACTI ON FDA REPCRT: ??
This field indicates if the P& comm ttee determ ned whether to send
the report to FDA
Choose from
y YES
n NO

P&T ACTION FDA REPORT: n NO
P&T ACTION MFR REPCRT: n NO
ADDENDUM

1>ADD COVIVENTS HERE

2>

EDIT Qption: <RET>

Sel ect PATI ENT NAME: <RET>
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Online Reference Card

This option provides the user with an online reference guide to the ART software.
Users can browse through the text using the arrow keys on the keyboard. To exit
the option, follow the screen text. For example, press the PF1 key and the letter E.
The PF1 key is also labeled as “Num Lock” on some keyboards.

VA FileMan Browser DOCUMENT 1

INTRODUCTION

The purpose of the Adverse Reaction Tracking (ART) software, Version 4.0, is to
permit clinical users to track and report adverse drug reactions. The Hines IRM
Field Office developed this software and reference material to provide a "quick"
reference for use with the ART software.

The intended users of this software are physicians, nurses, other clinicians, and
clerks. Each VA site will designate persons to serve as verifiers. The primary
function of verifiers is to confirm the correctness of the data entered in ART by
users. The verifiers may be clinical pharmacists, dietitians, and other clinical
personnel.

ORIENTATION AND HELPFUL HINTS

Throughout this manual, the carriage return or return key on the keyboard is
represented as <RET>.

At any prompt in Adverse Reaction Tracking (ART), the user can enter ?? to get
additional help.

Prompts that have the words "DATE/TIME" in them (e.q., Select DATE/TIME
Col> 1 |<PF1>H=Help <PF1>E=EXxit] Line> 22 0f506 Screen> 1 of23
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The Patient & Therapeutic (P&T) Committee menu should be given to the P&T
Committee members of Adverse Reaction Tracking as designated by the site. The
options on this menu will allow the user to edit P&T data and print FDA data. It
allows for the evaluation of a suspected ADR by a qualified individual (e.g., clinical
pharmacist, clinical pharmacologist) other than the attending physician, as
specified in Section 5.a.(2).(d) of Directive 10-92-070.

1. Enter/Edit P&T Committee Data
2. Enter/Edit FDA Report Data
3. Reports Menu ...
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Enter/Edit P&T Committee Data

This option will allow the user to edit P&T data. It allows for the evaluation of a
suspected Advanced Drug Reaction (ADR) by a qualified individual (e.g., clinical
pharmacist, clinical pharmacologist), other than the attending physician.

Sel ect P&T Committee Menu Qption: 1 Enter/Edit P& Commttee Data

Sel ect PATI ENT NAME: DALY, R CHARD 10- 04- 69 123122222 SC
VETERAN

Sel ect CAUSATI VE AGENT: PENI CI LLIN 10- 04- 69 123122222 SC
VETERAN PENI G LLIN

Sel ect date reaction was OBSERVED (Tinme Optional): T (JAN 24, 1996) JAN

24, 1996 (JAN 24, 1996)
Are you adding 'JAN 24, 1996' as
a new ADVERSE REACTI ON REPORTING? Y (Yes)

P&T Report Conpl etion

Serious ADR?: ?7?
This field determines if the reaction is considered serious.
Choose from

y YES
n NO
Serious ADR?: y YES
ADR related to new drug? (Marketed within the last 2 yrs.): n NO

Unexpected ADR?: y YES

ADR related to therapeutic failure?: n NO

Dose related?: n NO

P&T ACTI ON FDA REPCRT: ?°?
This field indicates if the P& comm ttee determ ned whet her to send
the report to FDA
Choose from

y YES
n NO
P&T ACTION FDA REPCRT: n NO
P&T ACTION MF-R REPCRT: n NO
ADDENDUM
1>ADD COMIVENTS HERE
2>

EDIT Qption: <RET>

Sel ect PATI ENT NAME: <RET>
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Enter/Edit FDA Report Data

This option allows users to enter and edit FDA related data concerning an adverse
reaction.

There are five sections to the FDA Report. Fields for Reaction Information (1) are
shown in the example. Sections 2-5 are discussed below.

For Suspect Drug(s) Information (2) of the data entry, the user may enter/edit the
name of a suspect agent for the observed reaction, the daily dose given, route of
administration, how the drug was given (SIG Code), the start and stop dates that it
was administered, the name of the manufacturer, lot number, number of previous
doses given, the last fill date, the drug’s expiration date, the National Drug Code
number and the indication/reason for the drug’s use.

In the Concomitant Drugs and History section (3), the user may enter/edit
information about the drugs that the patient was taking at the time of the reaction.
This includes the name of the drug, the start/stop dates of administration, the last
fill date and how the drug was given (SIG Code). The user can also enter a word
processing type response to indicate any other related history for this drug.

In the Manufacturer Information section (4), the user may enter/edit data
concerning a manufacturer that should be notified, including the name of the
manufacturer, address, the IND/NDA (Investigational New Drug/New Drug
Application) number, the manufacturer’s control number, the date the drug was
received by the manufacturer, the source of the report (i.e., Health Professional),
whether the 15 day report was completed and the type of the report (i.e., Initial).

The Initial Reporter (5) section allows the user to enter/edit data concerning the
person filling out the report, including name, address, phone number, whether the
reporter is a health care provider, whether the name of the reporter should be
disclosed to the manufacturer, and the reporter’s occupational title.

Sel ect P&T Conmmittee Menu Qption: 2 Enter/Edit FDA Report Data

Sel ect PATI ENT NAME: DALY, R CHARD 10- 04- 69 123122222 SC
VETERAN
Sel ect CAUSATI VE AGENT: ASPIRIN 10- 04- 69 123122222 SC
VETERAN
ASPI RN
Sel ect date reaction was OBSERVED (Tinme Optional): T-10 (JAN 13, 1996) JAN

13, 1996 (JAN 13, 1996)
Are you adding 'JAN 13, 1996' as
a new ADVERSE REACTI ON REPORTING? Y (Yes)
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ndi cat e whi ch FDA Report Sections to be conpl et ed:
Reaction Information

Suspect Drug(s) Information

Concomitant Drugs and H story

Manuf acturer Information

5. Initial Reporter

Choose nunber (s) of sections to be edited: (1-5): 1

I

1.
2.
3.
4.

The following is the list of reported signs/synptons for this reaction:
Si gns/ Synpt ons
Sel ect Action (A DD OR (D)ELETE A

The following are the top ten nmost conmon si gns/ synpt ons:

1. ANX ETY 7. H VES
2. | TCH NG WATERI NG EYES 8. DRY MOUTH
3. HYPOTENSI ON 9. CHLLS
4. DROANBI NESS 10. RASH
5. CHEST PAI N 11. OTHER SI GV SYMPTOM
6. D ARRHEA
Enter fromthe |ist above : 7

The following is the list of reported signs/synptons for this reaction:

Si gns/ Synpt ons

Sel ect Action (A)DD CR (D)ELETE:  <RET>

Patient died?z N NO

Reaction treated with RX drug?: N NO

Life Threatening illness?: N NO

Required hospitalization?: N NO

Prol onged Hospitalization?: N NO

Resulted in permanent disability?: N NO
Is this event a Congenital Anomal y?: N NO
Did this event require intervention to prevent inpairnent/damage?: N NO

TH' S PATI ENT HAS NO LAB TEST ON FI LE FOR TH S ADVERSE REACTI ON REPCRT
Select Action (ADE: ADD

View Tx/ Test from JAN 13, 1996// <RET> (JAN 13, 1996)
To: JAN 13, 1996// <RET> (JAN 13, 1996)

LAB TEST:
Collection DT Test Nane Speci nen Resul ts H / Low

THERE 1S NO LAB DATA FOR TH S PATI ENT FOR TH S DATE RANGE.
Sel ect TEST: 7?7

Choose from
1, 25- D HYDROXYVI T D3
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1/ 2HR LTT
1/ 2H . GTT

1/ 2H . GTT (UR NE)

11- DEOXYCORTI SCL

17- HYDROXYCORT| COSTERO DS
17- HYDROXYPROGESTERONE
17- KETOGEN C STERO DS
17- KETOSTERO DS, TOTAL
1HR LTT

1H . GIT

1H . GIT (UR NE)

25 CH VITAMN D

2HR LTT

2H . GIT

2H . GTT (R NE)

3HR LTT

Sel ect TEST: 1/2Hr.GIT (URI NE)
Are you adding '1/2H . GIT (URNE)' as
a new RELEVANT TEST/ LAB DATA (the 1ST for this ADVERSE REACTI ON
REPCRTING ? Y (Yes)
RESULTS: 2?7
This field will contain the results for the particular test.
RESULTS: Enter results here.
COLLECTION D T:  T-10 (JAN 13, 1996)

Sel ect TEST:

This patient has the foll owing Test sel ected:

TEST/ TX RESULTS DRAW DATE/ TI ME
1) 1/2H . GIT (UR NE) Enter results here. 01/13/96

Select Action (ADE):

I ndi cat e whi ch FDA Report Sections to be conpl et ed: <RET>
1. Reaction Information

2. Suspect Drug(s) Information

3. Concomtant Drugs and H story

4. Manufacturer Information

5. Initial Reporter

Choose nunber (s) of sections to be edited: (1-5): <RET>
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Reports Menu (P&T)

This option is the menu of all reports that the Pharmacy and Therapeutics
Committee can print. To view data for options 1 thru 12 below, please see the
Reports Menu under the Verifier Menu (see Table of Contents for correct page
numbers.) For options 13 thru 19, please continue on the following pages.

Print an FDA Report for a Patient

Print all FDA Events within D/T range
Print Patient FDA Exception Data

Print all FDA Exceptions within a D/T range
Patient Allergies Not Signed Off

Print Patient Reaction Data

Active Listing of Patient Reactions

List by Location of Undocumented Allergies
. List Autoverified Reaction Data

10.List by Location Not Verified Reactions
11.List by Location and Date all Sign Reactions
12.List FDA Data by Report Date

13.List of Fatal Reaction Over a Date Range
14.Print Summary of Outcomes

15.Frequency Distribution of Causative Agents
16.Frequency Distribution of Drug Classes
17.Total Reported Reactions Over a Date Range
18. P&T Committee ADR Outcome Report

19. P&T Committee ADR Report

©CoNO~WNPE
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List of Fatal Reaction Over a Date Range

This option lists all fatal adverse drug reactions over a date range selected by the
user.

The header of the report contains the name of the report, the date range selected by
the user and the date that the report was printed. The body of the report contains
the name of the patient, the last four digits of the patient’'s SSN, the date of the
reaction, the name of the related reaction, and the date the patient died.

Sel ect Reports Menu Option: 13 List of Fatal Reaction over a Date Range
Sel ect an (hserved date range for this report.

Enter Start Date: T-365 (JAN 30, 1995)

Enter Ending Date: T (JAN 30, 1996)

DEVI CE: HOW / <RET> HOME
Report Date: Jan 30, 1996 Page: 1

Li st of Fatal Reaction over a date range
From 1/30/95 To: 1/30/96

Pati ent Dat es Rel at ed Reaction Date D ed
DALY, RICHARD (D2222) 2/ 8/ 95 TYLOXAPCL 2/ 9/ 95

Enter RETURN to continue or '~ to exit: <RET>
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Print Summary of Outcomes

This option prints a summary report of patient outcomes for a date range selected
by the user.

The header of the report contains the name of the report, the date range selected by
the user and the date the report was run. The body of the report contains the
outcome and number of times a user answered with a “Yes, No or No Response” to
the outcome question. A total is printed for each column of responses. The number
of records processed is printed, also. The sum of each Yes, No, and No Response
column equals the number of records processed (e.g., 3+38+249=290).

Sel ect Reports Menu ption: 14 Print Summary of Qutcones
Sel ect an (hserved date range for this report.

Enter Start Date: T-365 (JAN 30, 1995)

Enter Ending Date: T (JAN 30, 1996)

DEVI CE: HOW / <RET> HOME
Report Date: Jan 30, 1996 Page: 1

Sunmmary of Qut cones
From 1/30/95 To: 1/30/96

Yes No No Response
Patients that D ed: 3 38 249
Reactions treated with RX drugs: 20 19 251
Life Threatening ill ness: 3 18 269
Requi red ER/MD visit: 290

| |
| |
S
Requi red hospitalization: 5 | |
Prol onged Hospitalization: 7 | 32 | 251
Resulted in permanent disability: 1 | |
| |
| |
| |

Pati ent recovered: 290
Congeni tal Anomal y: 23 267
Requi red i ntervention: 5 18 267
Tot al s: 44 | 201 | 2655
Total number of records processed 290
Enter RETURN to continue or """ to exit: <RET>
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Frequency Distribution of Causative Agents

This options prints a report of the frequency distribution of causative agents for a
date range selected by the user.

The header of the report contains the name of the report, the date range selected by
the user and the date that the report was run. The body of the report contains the
name of the causative agent and the number of times it was reported within the
date range.

Sel ect Reports Menu ption: 15 Frequency Distribution of Causative Agents
Sel ect an (hserved date range for this report.

Enter Start Date: T-365 (JAN 30, 1995)

Enter Ending Date: T (JAN 30, 1996)

DEVI CE: HOW / <RET> HOME

Report Date: Jan 30, 1996 Page: 1
Frequency D stribution of Causative Agents
From 1/30/95 To: 1/30/96
Causati ve Agents Nunber
PEN CI LLIN : 14
ASPIRIN : 10
WATER :
THCR - PROM :
CODEl NE :
CYCLOSPCRI NE :
HARBENTYL :
PHENCBARBI TAL :
SALT SUBSTI TUTE :
TALC :
DUST :
TQVATO :
BLOOD TEST :
M LK : 3
PENTAGASTRI N : 3
Enter RETURN to continue or ' to exit: <RET>

Whhororor1o1 01010 00
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Report Date: Jan 30, 1996
Frequency D stribution of Causative Agents
From 1/30/95 To: 1/30/96
Causati ve Agents Nunber

TESTOSTERONE :
WARFARI N :

AWPI A LLIN :
DEMECAR UM :
FUZZEL :

| OO PAM DE MEG.UM NE :
MORPH NE :

PEMOLI NE :
PSUEDCEPHEDRI NE :
SHRI MP :
STRAWBERRI ES : 2
THORAZI NE 10M5 . 2
THORAZI NE 200MG : 2

NNNNNNNNWW

Total nunber of records processed 98
Enter RETURN to continue or '™ to exit: A
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Frequency Distribution of Drug Classes

This option prints a report of the frequency distribution of drug classes for a date
range selected by the user.

The header of the report contains the name of the report, the date range selected by
the user and the date the report was run. The body of the report contains the drug
classification name followed by its code in parentheses and the number of times it
was reported during the selected date range.

Sel ect Reports Menu Option: 16 Frequency Distribution of Drug d asses
Sel ect an (hserved date range for this report.

Enter Start Date: T-365 (JAN 30, 1995)

Enter Ending Date: T (JAN 30, 1996)

DEVI CE: HOW / <RET> HOME

Report Date: Jan 30, 1996 Page: 1
Frequency D stribution of Drug O asses
From 1/30/95 To: 1/30/96
Drug d ass Nunber
SAL| CYLATES, ANTI RHEUVATI C ( M5101)
PARASYMPATHCLYTI CS ( AU350)
PHENOTHI AZI NE/ RELATED ANTI PSYC ( CN701)
PHARVACEUTI CAL Al DS/ REAGENTS ( PHOO0O0)
ANTI PSYCHOTI CS ( CN700)
DECONGESTANTS, SYSTEM C ( RE200)
PEN C LLI NS ( AMD50)
NON- CPI O D ANALGESI CS ((CN103)
ANESTHETI CS ( C\200)
RADI OLCGE CAL/ CONTRAST MEDI A ( DX100)
DI AGNCSTI CS, OTHER ( DX900)
I RRI GATI ON SCLUTI ONS (|1 RLOO)
CONTACT LENS SCLUTI ONS ( GP400)
OPHTHALM CS, OTHER ( OP900)
RESPI RATCRY AGENTS, OTHER ( RE900)
'V SCLUTI ONS W TH ELECTRCLYTES ( TN102)
Enter RETURN to continue or ' to exit:

RPRRPRRPRRRRPRREPRRERNNADOIO
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Report Date: Jan 30, 1996

Frequency D stribution of Drug A asses
From 1/30/95 To: 1/30/96
Nunber

ENTERAL NUTR! TI ON ( TN200)

| ONlC CONTRAST MEDI A ( DX102)

BRONCHODI LATORS, XANTHI NE- DER V' ( RE104)
NASAL AND THROAT, TCPI CAL, OTHER ( NT900)
OXYTOO CS ( GUs00)

| NTRODUCTI ON ( AAOOO)

ANTI ACNE AGENTS, TCPI CAL ( DE752)

ANTI H STAM NE/ DECONGESTANT/ EXP ( RE503)
DECONGESTANT/ ANTI TUSS| VE/ EXPEC ( RE513)
SODI UM ( TN404)

BANDAGES/ DRESS| NGS, OTHER ( XA199)

Total number of records processed 176
Enter RETURN to continue or """ to exit:
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Total Reported Reactions Over a Date Range

This option prints a report of the total number of reported reactions for a date range
selected by the user.

The header of the report contains the title of the report and when it was run. The
body of report contains the total number of actions reported for the date range
listed.

Sel ect Reports Menu Option: 17 Total Reported Reactions Over a Date Range
Sel ect an (hserved date range for this report.

Enter Start Date: T-365 (JAN 30, 1995)

Enter Ending Date: T (JAN 30, 1996)

DEVI CE: HOW / <RET> HOME

Report Date: Jan 30, 1996 Page: 1
Reported Reactions

Total Nunber of Reported Reactions: 176
From 1/30/95 To: 1/30/96
Enter RETURN to continue or '™ to exit: <RET>
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P&T Committee ADR Outcome Report

This option displays a list of Adverse Drug Reactions (ADRS) over a date range and
a summary of the listed outcomes for those ADRs. The header of this report
contains the name of the report, the date range selected by the user, and the date
the report was run. The body of the report contains the date the reaction was
observed, the causative agent, the signs and symptoms, whether the reaction
required treatment (Req. Tx), whether the reaction required hospitalization (Req.
Hosp), whether the reaction caused a permanent disability (Dis.), and did the
patient die as a result of the reaction.

Sel ect Reports Menu Qption: 18 P&T Committee ADR Qutcone Report
Sel ect an (hserved date range for this report.

Enter Start Date: 1/1/96 (JAN 01, 1996)

Enter Ending Date: 1/31/96 (JAN 31, 1996)

DEVI CE: HOWE// <RET> HOMVE

Report Date: Feb 09, 1996 Page: 1
P&T Commi ttee ADR Qut come Report
From 1/1/96 To: 1/31/96

Cbsv Req. | Req
Dat e Causati ve agent Si gn/ Synpt ons Tx | Hosp|D s.|Death
1/ 1/ 96| PSUEDCEPHEDRI NE H VES Y

I TCH NG WATER NG EY
NAUSEA, VOM Tl NG

D ARRHEA

ANXI ETY

CH LLS

DRONSI NESS

DRY MOUTH

HYPOTENSI ON

1/8/ 96| SALT SUBSTI TUTE SWELLI NG (NON-SPECI | Y
NAUSEA, VOM Tl NG

1/ 8/ 96| SPAM ANXI ETY
Enter RETURN to continue or '~ to exit:
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P&T Committee ADR Report

This option displays a list of Adverse Drug Reactions (ADRSs) over a date range.
The Sign/Symptoms, Mechanism, Severity and Comments are displayed for each
ADR. This report should be queued to a printer that has a column width of 132
characters. The header of the report contains the name of the report, the date
range selected by the user, and the date the report was run. The body of the report
contains the date the reaction was observed, the causative agent, the signs and
symptoms, the mechanism of the adverse reaction (i.e., A=Allergy,
P=Pharmacologic, and U=Unknown), and any comments entered. The comments
are identified by category (i.e., Observer, Verifier or Entered in Error).

Sel ect Reports Menu Option: 19 P&T Committee ADR Report
Sel ect an (hserved date range for this report.

Enter Start Date: 1/1/96 (JAN 01, 1996)

Enter Ending Date: 1/31/96 (JAN 31, 1996)

This report required a 132 colum printer.

DEVICE HOW/ QUEUE TO PRI NT ON
DEVICEE HOW/ / SELECT APPROPRI ATE PRI NTER COVPUTER ROOM

Requested Start Tinme: NOW/ <RET> (FEB 06, 1996@l1: 23: 22)

Request queued. . .
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Report Date: Feb 06, 1996
Cbsv
Dat e | Causati ve agent

Page:

P&T Comm ttee ADR Report
From 1/1/96 To: 1/31/96

| ADR | ADR

1/ 1/ 96| PSUEDCEPHEDRI NE
I

1/ 8/ 96| SALT SUBSTI TUTE
I

I
1/ 8/ 96| FUZZEL
I

1/ 9/ 96| POLLEN
I

I
1/ 10/ 96| ASPI RI N
I

I
1/ 10/ 96| ASPI RI N

I
1/ 10/ 96| ASPI RI N
I

138

| H VES

| 1 TCH NG WATER NG EY]
| NAUSEA, VOM TI NG

| DI ARRHEA

| ANXI ETY

| CH LLS

|
| SWELLI NG ( NON- SPECI
| NAUSEA, VOM TI NG

H VE:
|

_|

CH I\G WATERI NG EY]
USEA, VOM TI NG
ARRHEA

g

g
3

| DROVEI NESS
| DRY MOUTH
| DRY NOSE

| HYPOTENS! ON
| RASH

I
| | TCH NG WATER! NG EY|
I

NAUSEA, VOM TI NG
DRY MOUTH

|
|
|
| NAUSEA, VOM TI NG
|

| 1 TCH NG WATER NG EY]
| NAUSEA, VOM TI NG

| ANXI ETY

| DROVEI NESS

| CBSERVER COMMENTS:
|THS IS A TEST

. | OBSERVER COMVENTS:

| Patient's swelling was
observed by the nurse.
I

OBSERVER COMMENTS:
TH S | S ANOTHER TEST ALLERGY

. | OBSERVER COMVENTS:

|the patient had a noderate

reaction to sone flowers.

ERVER COMMENTS:
HS IS A TEST

—

1

<

—
- __9O_

2

| HYPOTENSI ON
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Glossary

Adverse Reaction

Adverse Reaction
Only

Adverse Reaction
Tracking

Allergy
Application
Application
Coordinator
ART

Causative Agent

Date/Time Chart
Marked

Date/Time ID Band
Marked

March 1996

Any condition precipitated by a drug which requires patient
treatment, admission or transfer; prompts a specialty
consultation; or causes injury or death. Every allergy is an
adverse reaction, but every adverse reaction is not an
allergy.

Something that is an adverse reaction but not an allergy.

The software package that stores and reports the patient
allergy or adverse reaction data.

A state of hypersensitivity induced by exposure to a certain
agent.

A system of computer programs and files that have been
specifically developed to meet the requirements of a user or
group of users. Examples of DHCP applications are the MAS
and Nursing modules.

The person responsible for implementing a set of computer
programs (application package) developed to support a
specific functional area such as Nursing, MAS, etc.

See Adverse Reaction Tracking.

The name of the item which caused the patient to have a
reaction (e.g., penicillin).

In ART, this field indicates when the patient's chart has been
marked to indicate this allergy or adverse reaction.

In ART, this field indicates when the patient ID band or
bracelet has been marked to indicate this allergy or adverse
reaction.
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Date/Time MD
Notified

Dechallenge

GMR Allergies File

GMRA MARK
CHART bulletin

GMRA MARK
CHART mail group

GMRA VERIFY
ALLERGY bulletin

GMRA-VERIFY
ALLERGY security
key

Historical

Ingredient file

Likelihood

Local Drug File

140

A field in ART that indicates when the primary physician
has been alerted about a patient allergy or adverse reaction.

Discontinuation/removal of allergen.

A file of allergies/adverse reactions that are used by ART.
The file number is 120.82.

Warning that is generated when Date/Time Chart Marked
field is left blank. This warning indicates that someone has
to record this allergy or adverse reaction in the patient's
chart.

This is the group of people who are charged with the
responsibility to see that all data entered into ART gets
recorded in the patient's chart.

Warning that an allergy or adverse reaction has been signed
off (completed) by the originator and that it is ready for the
verification process.

Should be given to all verifiers in ART. Allows a verifier
access to the verification process.

An allergy that has been stated by some source versus one
that has actually been witnessed by some personnel at this
facility.

A file (#50.416) which contains generic drugs which are
components of various drug products.

A measure of the probability that an allergy or adverse
reaction was the cause of the patient problems indicated by
the signs/symptoms. This field is calculated via an FDA
algorithm.

The list of medications used at a particular VA facility. This
file is also sent out by the DHCP Pharmacy developers. The
file number is 50.
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Mechanism

National Drug File

Observed
Patient Allergies
File

Rechallenge

Severity

Sign/Symptom

Sign/Symptoms File

Top Ten
Signs/Symptoms

Treatment

True Allergy

VA Drug
Classification
System file

March 1996

Glossary

In the context of ART, this is an indicator of whether the
data for a patient is an adverse reaction only, or an allergy.
See also adverse reaction and allergy.

This file is a list of drug products available which includes
specific information for each product. Information included
for the products are trade name, NDC number,
manufacturer, VA Drug Class code, dosage form, route of
administration, strength and units, ingredients, ingredient
strength and units, package code, package size, package
type, VA product name and VA generic name.

An allergy or adverse reaction that has actually been
witnessed by some personnel at this facility.

The file where the patient allergy/adverse reaction data is
stored in ART. The file number of this file is 120.8.

Reintroduction of allergen after dechallenge.

This is an index of how the allergy/adverse reaction affected
the patient.

Something that could be subjectively or objectively measured
that indicates an allergy or adverse reaction.

A list of signs/symptoms that can be selected for a patient
allergy or adverse reaction. The file number is 120.83.

A site configurable set of indicators of an allergy or adverse
reaction that is used to expedite data entry of these
indicators.

This is some lab test or drug intervention that was performed
as a result of an allergy or adverse reaction.

Something that is an allergy, which implies that it is also an
adverse reaction.

A file (#50.605) which contains the VA Drug Classification
codes and their descriptions. Each drug product in the
National Drug file is assigned a primary code which is part
of the information stored for each drug product in the
National Drug file.
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Verification The process of reviewing and approving the data entered by
some clinical user. This process is done by a verifier.

Verifier A person who has the GMRA-VERIFY ALLERGY security
key. This person can perform verification of patient data in
ART.
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National GMR Allergies (120.82) File Entries

ADHESIVE TAPE

ALCOHOL

ANIMAL HAIR

ANISE OIL

ANTIRABIES SERUM
ASCORBIC ACID
ASPARTAME

ASPIRIN
AUROTHIOGLUCOSE (SESAME OIL)
BANANA

BCG VACCINE
BENZALKONIUM CHLORIDE
BISMUTH SUBSALICYLATE
BOTULISM ANTITOXIN
BROAD BEANS
BUTTERSCOTCH FLAVORING
CAFFEINE

CALCITONIN, SALMON
CAPSAICIN

CARROTS
CETYLPYRIDINIUM

CHEESE

CHICKEN

CHOCOLATE

CINNAMON OIL

CITRATED CAFFEINE
CITRUS

CLOVE OIL

COCOA

COD LIVER OIL

CORN

COTTONSEED OIL

DAIRY PRODUCTS

DIGOXIN IMMUNE FAB (OVINE)
DIPHTHERIA ANTITOXIN, EQUINE
DIPHTHERIA TOXOID

DUST

EGGS
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ESTRADIOL CYPIONATE

FD & CBLUE #2

F D & C GREEN #6

F D & C RED #3

F D & C RED #40

F D & C RED #40 LAKE

FD & C YELLOW #6

FD & C YELLOW #6 LAKE
FAT EMULSIONS

FIGS

FISH

FLUPHENAZINE DECANOATE
FOOD PRESERVATIVES
FOOD STARCH, MODIFIED
GELATIN

GOLD SODIUM THIOMALATE
HEPARIN SODIUM (BEEF LUNG)
HEPARIN SODIUM (PORK)
HERRING

HORSE SERUM

INSULIN

IODINE

IRON FILLINGS

LACTOSE

LICORICE

MALTOSE

METHYL SALICYLATE
METHYLCELLULOSE

MILK

MOLD

MONOSODIUM GLUTAMATE
NAFARELIN ACETATE
NANDROLONE, ETC

NUTS

OTHER ALLERGY/ADVERSE REACTION
PARA-AMINOBENZOIC ACID
PARABEN

PEACHES

PEANUT OIL

PEPPERMINT

PINEAPPLE

PLUMS

POLLEN

POLYSORBATE
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PORK

POTASSIUM IODIDE
POTATO

POULTRY
POVIDONE IODINE
PSYLLIUM

RABIES IMMUNE GLOBULIN
RED FOOD DYE
SACCHARIN
SAFFLOWER OIL
SALICYLAMIDE
SALICYLIC ACID
SESAME OIL
SHELL FISH
SHRIMP

SOY BEANS

SOY SAUCE
STRAWBERRIES
SULFITES
SUNFLOWER OIL
TARTARIC ACID
TESTOSTERONE
TOMATO

VANILLA
VASOPRESSIN TANNATE (IN OIL)
WHEAT

YEAST

YOGURT
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Appendix 2

National Sign/Symptoms (120.83) File Entries

AGITATION
AGRANULOCYTOSIS
ALOPECIA
ANAPHYLAXIS

ANEMIA

ANOREXIA

ANXIETY

APNEA

APPETITE, INCREASED
ARRHYTHMIA
ASTHENIA

ASTHMA

ATAXIA

ATHETOSIS
BRACHYCARDIA
BREAST ENGORGEMENT
BRONCHOSPASM
CARDIAC ARREST
CHEST PAIN

CHILLS

COMA

CONFUSION
CONGESTION,NASAL
CONJUNCTIVAL CONGESTION
CONSTIPATION
COUGHING

DEAFNESS

DELIRIUM

DELUSION

DEPRESSION
DEPRESSION, MENTAL
DEPRESSION, POSTICTAL
DERMATITIS
DERMATITIS, CONTACT
DERMATITIS, PHOTOALLERGENIC
DIAPHORESIS
DIARRHEA

DIPLOPIA
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DISTURBED COORDINATION
DIZZINESS

DREAMING, INCREASED
DROWSINESS

DRY MOUTH

DRY NOSE

DRY THROAT

DYSPNEA

DYSURIA

ECCHYMOSIS

ECG CHANGES

ECZEMA

EDEMA

EPIGASTRIC DISTRESS
EPISTAXIS

ERYTHEMA

EUPHORIA

EXCITATION
EXTRASYSTOLE

FACE FLUSHED

FACIAL DYSKINESIA
FAINTNESS

FATIGUE

FEELING OF WARMTH
FEVER

GALACTORRHEA
GENERALIZED RASH

Gl REACTION
GLAUCOMA
GYNECOMASTIA
HALLUCINATIONS
HEADACHE

HEART BLOCK
HEMATURIA
HEMOGLOBIN, INCREASED
HIVES
HYPERSENSITIVITY
HYPERTENSION
HYPOTENSION
IMPAIRMENT OF ERECTION
IMPOTENCE
INAPPROPRIATE PENILE ERECTION
INSOMNIA
IRRITABILITY
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ITCHING, WATERING EYES
JUNCTIONAL RHYTHM
LABYRINTHITIS, ACUTE
LACRIMATION

LDH, INCREASED

LETHARGY

LEUKOCYTE COUNT, DECREASED
LIBIDO, DECREASED

LIBIDO, INCREASED

MIOSIS

MYOCARDIAL INFARCTION
NAUSEA, VOMITING
NERVOUSNESS, AGITATION
NEUTROPHIL COUNT, DECREASED
NIGHTMARES

OPTIC ATROPHY

ORGASM, INHIBITED
ORONASALPHARYNGEAL IRRITATION
OTHER REACTION

PAIN, JOINT

PALPITATIONS

PANCYTOPENIA

PARESTHESIA
PARKINSONIAN-LIKE SYNDROME
PHOTOSENSITIVITY

POSSIBLE REACTION

PRIAPISM

PROLONGED PENILE ERECTION
PRURITIS

PTOSIS

PURPURA

RALES

RASH

RASH, PAPULAR

RESPIRATORY DISTRESS
RETROGRADE EJACULATION
RHINITIS

RHINORRHEA

RHONCHUS

S-T CHANGES, TRANSIENT
SEIZURES

SEIZURES, TONIC-CLONIC
SELF-DEPRECATION

SEVERE RASH

March 1996 Adverse Reaction Tracking V. 4.0
User Manual

Appendix 2

149



Appendix 2

SHORTNESS OF BREATH
SINUS BRACHYCARDIA
SNEEZING

SOMNOLENCE

SPEECH DISORDER
SWELLING (NON-SPECIFIC)
SWELLING-EYES
SWELLING-LIPS
SWELLING-THROAT
SYNCOPE

TACHYCARDIA
THROMBOCYTOPENIA
TREMORS

URINARY FLOW, DELAYED
URINARY FREQUENCY
URINARY FREQUENCY, INCREASED
URINARY RETENTION
URTICARIA

UVEITIS

VERTIGO
VISION,BLURRED

VISUAL DISTURBANCES
VOMITING

WEAKNESS

WEIGHT GAIN

WHEEZING
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USER MANUAL
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March 1996

Hines IRM Field Office
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Preface

This manual was developed to assist the clinical users of Adverse Reaction
Tracking (ART). This manual shows how the Adverse Reaction Tracking software
appears to the clinical user, and gives basic instructions on its use. The objective of
the software is to track and report patient allergy and adverse reaction data. The
software contains parameter fields that the site can use to customize the use of the

software to the site’s needs.
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