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Preface

This user manual describes the functional characteristics of the Adverse Reaction Tracking 4.0
through patch 1002. It is intended for all users of the package. 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 Resource and
Patient Management System (RPMS) is presumed for most users. Package coordinators should
have more than a basic knowledge of RPMS and the needs of a clinical environment.

Use of Adverse Reaction Tracking within the Electronic Health Record (EHR) is primarily
described in the EHR documentation, but some examples are provided in this manual.
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1.0 Introduction

The objective of Adverse Reaction Tracking (ART) is to track and report patient
allergy and adverse reaction data.

Recent modifications are aimed at standardizing data stored in the package. When
data is to be shared between facilities or in central repositories, it is essential that it can
cross from system to system, but also that it retains the same meaning.

The GMR ALLERGIES file (120.82) and the SIGNS/SYMPTOMS file (120.83) have
been standardized. As a result of standardization, sites will no longer be allowed to
add or edit entries in either of these files. In addition, users will no longer be able to
add “free text” reactants or signs/symptoms.
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2.0 Package Management
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 RPMS is
presumed for most users of the software. The Application Coordinator should have
more than a basic knowledge of RPMS and the needs of a clinical environment.

2.1 Security Keys
The software does contain several security keys. Users should contact the Application
Coordinator or IT personnel if they feel they require one of these keys.

2.1.1 GMRA-ALLERGY VERIFY
This key is needed to verify allergy/adverse reactions. It is also one of two
requirements for the user to receive EHR notifications of reactions needing
verification.

2.1.2 GMRA-SUPERVISOR
This key should be give ONLY to those users who have the authority to override the
software’s security in order to edit data.

2.1.3 GMRA-CLINIC
This key is needed to access the Adverse Reaction Tracking Clinician menu.

2.1.4 GMRA-USER
This key is needed for all users who will be documenting adverse reactions in any
setting, and to access the Adverse Reaction Tracking User Menu.

2.1.5 GMRA-PT
This key is needed to access the Adverse Reaction Tracking P&T Committee menu.

User Manual Package Management
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2.2 GMRA Update Resource

ADI (Allergy Domain Implementation/Data Standardization) uses a resource device to
control the updating of existing patient allergies/adverse reactions. When changes are
made to existing allergy definitions in file 120.82, all associated patient
allergies/adverse reactions in file 120.8 are updated to match the new definition of the
entry from 120.82. The resource device controls the updating process. Because of the
way the updates are implemented, the resource device needs to manage the updates
one at atime. As a result, the resource slots field is set to ONE and should NOT be
changed.

2.3 Mail Bulletins and Groups

The software generates mail bulletins when certain events happen and sends a bulletin
to a specified mail group. Users should contact the Application Coordinator or IT
personnel if they feel they should be a member of one of the mail groups.

2.3.1 Mail Bulletins

2.3.1.1 GMRA ENTERED IN ERROR
This bulletin is generated when a reaction has been marked as “entered in error”.

This bulletin is intended to be sent to both the verifiers and the chart marking groups
so that the reaction can be corrected on the patient record.

In addition, if the reactant is an observed drug reaction, the P&T Committee members
will also be notified.

23.1.2 GMRA MARK CHART

This bulletin will alert the appropriate users to mark the chart and/or ID band for the
patient and allergy/adverse reaction specified in the bulletin.

2.3.1.3 GMRA P&T COMMITTEE FDA

This bulletin will be issued when an agent is both observed and a drug and has been
signed off.

23.1.4 GMRA SIGNS/SYMPTOMS UPDATE

This bulletin is to be sent to the P&T Committee if a reaction has had the
Signs/Symptoms changed at any time.

2.3.1.5 GMRA VERIFY ALLERGY
This bulletin will indicate that an allergy/adverse reaction needs to be verified.

User Manual Package Management
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It is also the second of two requirements for the user to receive EHR notifications of
reactions needing verification.

2.3.2  Mail Groups

2.3.2.1 GMRA MARK CHART
This group contains a list of users who will need to be notified that the ID Band needs
to be updated. The new message reads “The ID Band for the following patient needs
to indicate that the following Allergy/Adverse reaction has been reported”.

2.3.2.2 GMRA VERIFY DRUG ALLERGY
This group contains a list of all verifiers who will need to be sent drug reaction
information.

2.3.2.3 GMRA VERIFY FOOD ALLERGY
This group contains a list of all verifiers who will need to be sent food reaction
information.

2.3.2.4 GMRA VERIFY OTHER ALLERGY
This group contains a list of all verifiers who will need to be sent other types of
reaction information (i.e. not food or drug).

2.3.25 GMRA P&T COMMITTEE FDA
This group contains a list of the members of the Pharmacy and Therapeutic (P&T)
Committee.

2.3.2.6 GMRA REQUEST NEW REACTANT
This group contains a list of users who will need to be sent information when a user
has attempted to enter a reactant that is not currently in the system.
The group GMRA VERIFY DRUG ALLERGY will be added to this group by default.
Site Managers may remove or add to this group as needed.

User Manual Package Management
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3.0

3.1

3.2

Package Operation

Adverse Reaction Tracking (GMRAMGR)

This is the main menu and contains all the options of the Adverse Reaction Tracking
System. It is usually given to the package coordinator and/or the Information
Technology support personnel.

Enter/Edit Site Configurable Files ... [GMRA SITE FILE MENU]

Adverse Reaction Tracking User Menu ... [GMRA USER MENU]

Adverse Reaction Tracking Clinician Menu ... [GMRA CLINICIAN MENU]
Adverse Reaction Tracking Verifier Menu ... [GMRA VERIFIER MENU]
P&T Committee Menu ... [GMRA P&T MENU]

arwnhE

Enter/Edit Site Configurable Files (GMRA SITE FILE
MENU)

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 package coordinator or Information
Technology personnel.

NOTE: the GMR ALLERGIES file (120.82) and the SIGNS/SYMPTOMS file
(120.83) have been standardized. As a result of standardization, sites are no longer
allowed to add or edit entries in either of these files. In addition, users will no longer
be able to add free-text signs/symptoms or reactants.

Additional terms have been added to the GMR ALLERGY file, and more will be
added with upcoming patch releases. Sites may request new reactants or
signs/symptoms through the IHS RPMS Feedback website at
http://www.ihs.gov/RPMS/index.cfm?module=feedback &option=add&newquery=1.
Sites should select the RPMS Application “Pharmacy — New Reactant/Symptom
Request (PRSR)” to ensure these requests are reviewed without delay.

The options on this menu are still available, but will not allow entries; this was done to
further emphasize the changes to the application.

Edit Allergy File

Enter/Edit Signs/Symptoms Data
Enter/Edit Site Parameters
Sign/Symptoms List

Allergy File List

Allergy clean up utility

IR S
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3.2.1

3.2.2

3.2.3

Edit Allergy File

The GMR ALLERGIES file (120.82) has been standardized. As a result, sites are no
longer allowed to add or edit entries in this file. In addition, users will no longer be
able to add “free text” reactants.

Users attempting to edit this file will see the following warning text:

“In support of national standardization of the contents of this file, local site addition
and modification functions are no longer available. If you wish to request a new term
or modify an existing term, please request through the IHS RPMS Feedback web site
located at http://www.ihs.gov/RPMS. Once at the IHS RPMS Feedback page, select
the RPMS Application ‘Pharmacy - New Reactant/Symptom Request (PRSR)’ to
ensure these are reviewed in a timely manner. If you have any questions regarding
this new term request process, please contact your local Adverse Reaction Tracking
package coordinator.”

Enter/Edit Signs/Symptoms Data

The SIGNS/SYMPTOMS file (120.83) has been standardized. As a result, sites are no
longer allowed to add or edit entries in this file. In addition, users will no longer be
able to add “free text” signs or symptoms.

Users attempting to edit this file will see the following warning text:

“In support of national standardization of the contents of this file, local site addition
and modification functions are no longer available. If you wish to request a new term
or modify an existing term, please request through the IHS RPMS Feedback web site
located at http://www.ihs.gov/RPMS. Once at the IHS RPMS Feedback page, select
the RPMS Application ‘Pharmacy - New Reactant/Symptom Request (PRSR)’ to
ensure these are reviewed in a timely manner. If you have any questions regarding
this new term request process, please contact your local Adverse Reaction Tracking
package coordinator.”

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 should ensure that each of the site’s divisions are
listed in the site parameters. This can be checked by entering a single question mark at
the “Select Division” prompt.

User Manual Package Operation
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Sites utilizing a unified database may elect to use additional site names to achieve
different parameters for each division. In this case, the divisions will be matched to a
site name based on the desired parameter set up (e.g., divisions A and B do not wish to
Autoverify, but division C wishes to Autoverify food reactions only; in this case two
sites may be set up, with divisions A and B in the first site name with Autoverify
turned off and division C in the second site name with Autoverify Food Only turned
on).

These parameters are stored in the GMR Allergy Site Parameters file (120.84).

The site can configure the following:

1.

The list of the ten most common signs/symptoms that you will see. Note that this
list is used ONLY in the RPMS package and not in the Electronic Health Record
component. Sites are strongly cautioned against removing entries completely, as
future enhancements will require a full list to be in place.

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 on (completes) it. The site can determine which 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 reactions may also need
to be verified. 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. NOTE: the “Reporter” data
fields contain the site’s default values that will appear on the FDA adverse reaction
reports. This information may be left blank. You will be prompted for the reporter
information when creating an FDA report.

Whether to allow comments to be added to the reaction data that is entered in
error. This allows you to indicate why the data is incorrect.

User Manual
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Example:

Select Enter/Edit Site Configurable Files Option: 3 Enter/Edit Site Parameters
Select GMR ALLERGY SITE PARAMETERS NAME: ?

Answer with GMR ALLERGY SITE PARAMETERS NAME:

HOSPITAL

You may enter a new GMR ALLERGY SITE PARAMETERS, if you wish
Answer must be 3-30 characters in length.

Select GMR ALLERGY SITE PARAMETERS NAME: HOSPITAL
NAME: HOSPITAL// (No editing)
Select DIVISION: DEMO INDIAN HOSPITAL// ?

Answer with DIVISION:

DEMO INDIAN HOSPITAL

You may enter a new DIVISION, if you wish

Answer with INSTITUTION NAME, or STATUS, or STATION NUMBER, or
OFFICIAL VA NAME, or CURRENT LOCATION, or CODING SYSTEM/ID PAIR, or
NP1, or STATUS, or NAME (CHANGED FROM), or CODING SYSTEM
Do you want the entire INSTITUTION List? N (No)
Select DIVISION: DEMO INDIAN HOSPITAL//

The following are the ten most common signs/symptoms:

1. ANXIETY 6. DIARRHEA

2. ITCHING 7. HIVES

3. SWELLING (NON-SPECIFIC) 8. DYSPEPSIA
4. DROWSINESS 9. ANAPHYLAXIS
5. NAUSEA,VOMITING 10. RASH

Enter the number of the sign/symptom that you would like to edit:

AUTOVERIFY FOOD/DRUG/OTHER: NO AUTOVERIFY//

AUTOVERIFY OBSERVED/HISTORICAL: NO AUTOVERIFY//

AUTOVERIFY LOGICAL OPERATOR: AND//

REQUIRE ORIGINATOR COMMENTS: NO//

MARK 1D BAND FLAG: NO//

METHOD OF NOTIFICATION: BULLETIN//

ALERT 1D BAND/CHART MARK: NO//

SEND CHART MARK BULLETIN FOR NEW ADMISSIONS:

FDA DATA REQUIRED: NO//

ENABLE COMMENTS FIELD FOR REACTIONS THAT ARE ENTERED IN ERROR: YES
//

REPORTER NAME: PHARMACIST,PHARMACIST
ADDRESS: DEMO INDIAN MEDICAL CENTER
100 S. MAIN
CITY: ANYTOWN
STATE: OKLAHOMA
ZIP: 74464
PHONE: 555-123-4567
OCCUPATION: PHARMACY

Do you want to edit Reporter Information shown above? No//  (No)

User Manual Package Operation
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3.2.4  Signs/Symptoms List
This option lets the user 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 Application
Coordinators in maintaining the Sign/Symptom file.
Example:
Select Enter/Edit Site Configurable Files Option: 4 Sign/Symptoms List
START WITH NAME: FIRST//
DEVICE: HOME VIRTUAL TERMINAL  Right Margin: 80//
SIGN/SYMPTOMS LIST APR 26,2011 09:30 PAGE 1
NAME Nat*1/Local SYNONYM
AGITATION National
AGRANULOCYTOSIS National
ALOPECIA National
ANAPHYLAXIS National
ANEMIA National
ANOREXIA National
ANXIETY National
APNEA National
APPETITE,, INCREASED National
ARRHYTHMIA National
ASTHENIA National
ASTHMA National
ATAXIA National
ATHETOSIS National
BRACHYCARDIA National
3.2.5 Allergy 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. You 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 maintaining the GMR
ALLERGIES file.
User Manual Package Operation
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3.2.6

Example:

Select Enter/Edit Site Configurable Files Option: 5 Allergies File List
START WITH NAME: FIRST//

DEVICE: HOME VIRTUAL TERMINAL Right Margin: 80//

GMR ALLERGIES LIST APR 26,2011 10:04 PAGE 1

NAME: ABALONE ALLERGY TYPE: DRUG, FOOD
NATIONAL ALLERGY: NATIONAL ALLERGY

NAME: ACRYLIC FIBER ALLERGY TYPE: OTHER
EFFECTIVE DATE/TIME: APR 19, 2011@12:34:59
STATUS: INACTIVE

NAME: ADHESIVE TAPE ALLERGY TYPE: OTHER
NATIONAL ALLERGY: NATIONAL ALLERGY

NAME: ADHESIVES ALLERGY TYPE: OTHER
NATIONAL ALLERGY: NATIONAL ALLERGY

NAME: ALBUTEROL ALLERGY TYPE: DRUG
SYNONYM: PROVENTIL
VA DRUG CLASSES: RE100
DRUG INGREDIENT: ALBUTEROL
EFFECTIVE DATE/TIME: APR 19, 2011@12:34:59
STATUS: INACTIVE

Allergy clean up utility

This option was distributed with patch GMRA 4.0 1001 to help sites identify and fix
adverse reaction entries that have free-text reactants, or reactions that are pointed to
the Drug Ingredients file (50.416) or VA Drug Class file (50.605).

After installing this patch, free-text entries were no longer allowed from within the
ART package, or from the Electronic Health Record.

Lower-case entries are also no longer allowed. Previously, lower-case entries could be
added to the GMR ALLERGIES file (120.82). A previous patch post-install routine
identified any local entries and updated them to upper case. Synonyms were also
checked and converted to upper case, if required.

This utility does NOT automatically match any entry to a “better” entry, nor does it
suggest better entries. It is simply a tool for identifying allergies that may be
problematic and allows the user to take action on them.

When the user selects a free-text reactant, a list of currently existing free-text entries is
displayed in alphabetical order. This list may take a few minutes to generate, as all
existing entries need to be evaluated to determine which are “free text”. The list
shows the name of the reactant, and the number of entries for that reactant.

User Manual Package Operation
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When entering the utility, any users who are currently working in the utility are listed.
If users are listed as working with the utility, the next user will not be allowed to
update the list. In other words, only one user can be updating the list at any given
time.

Once the list is displayed, the user can either:

1. Mark the entry as entered in error

2. Update the record so that it points to a reactant selected from GMR Allergy file or
one of the National Drug files.

*xxx| MPORTANT*%+

Please keep the GMRA UPDATE resource device slot set at 1. If this has been
changed, updates to the Allergies files could occur out of order. If this has been
changed, please contact the OIT Help Desk to assess the implications at your site.

3.2.6.1 Free Text
Example:

Edit Allergy File

Enter/Edit Signs/Symptoms Data
Enter/Edit Site Parameters
Sign/Symptoms List

Allergies File List

Allergy clean up utility

OO WNPE

Select Enter/Edit Site Configurable Files Option: 6 Allergy clean up utility
Select one of the following:
Free Text

Ingredient
Drug Class

WN P~

Select the list you wish to work with: 1 Free Text
Building list of free text allergies...this may take a few minutes

Allergy Tracking Update Apr 26, 2011 10:33:16 Page: 1 of 18
Allergy Tracking Free Text Entries

Reactant # Active Entries

AC 1/ARB

ACEI

ACTIFED

ADVERSE DRUG REACTION H202
AKE: ACI

ALBUTEROL

ALENDRONATE

ALL ANTIBIOTIC UNKNOWN

ALL DYES

10 ALL EYE DROPS

11 ALL NSAIDS

12 ALL TAPES

13 ALLERGIC TO DYE

©CO~NOURWNE

RPRRRPRPREPNNRPRRPPWER
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14 AMITRIPTYLINE 24
15 AMLODIPINE 30
16 AMOXICILLIN 700
17 AMPICILLIN 110

+ Select one or more entries

AE Add/Edit Allergy File EE Mark entered in error
DD Detailed Display UR Update to new reactant

Select Item(s): Next Screen//

NOTE: If the list had been built previously, the user will see the following alternative text:

Select the list you wish to work with: 1 Free Text
The free text list was last built on Apr 26, 2011
Do you want to rebuild the list? NO// YES

Detailed Display: The detailed display window shows the patient name and the list of
currently active reactions, separated by a tilde (~). This way, the user can quickly look
to see if the patient already had an active reaction that is the same as the free-text
entry. In this case, the user would mark the free-text entry as entered in error.

The “free text detailed display” action lets the user see the FileMan inquiry-style
listing of the free text entry for the selected patient. The user will see the comments,
reactions, and other associated information for the entry that is being fixed.

1. Select the Free text option from the Allergy Clean Up utility.

2. Select the number of the reactant and then select DD to see details about the
reactant (alternatively, DD can be selected first and then the reactant). NOTE: for
detailed display, only one group can be selected at a time.

Example:

Allergy Tracking Update Apr 26, 2011 10:34:42 Page: 1 of 18
Allergy Tracking Free Text Entries

Reactant # Active Entries

AC 1/ARB

ACEI

ACTIFED

ADVERSE DRUG REACTION H202
AKE: ACI

ALBUTEROL

ALENDRONATE

ALL ANTIBIOTIC UNKNOWN

ALL DYES

10 ALL EYE DROPS

11 ALL NSAIDS

12 ALL TAPES

13 ALLERGIC TO DYE

14 AMITRIPTYLINE 24

15 AMLODIPINE 30

16 AMOXICILLIN 700

17 AMPICILLIN 110

+ Select one or more entries

AE Add/Edit Allergy File EE Mark entered in error
DD Detailed Display UR Update to new reactant
Select Item(s): Next Screen// 6

O©CO~NOUORAWNE

RPRRPRRPRPRRENNRPRRE®R

User Manual Package Operation
June 2011

11



Adverse Reaction Tracking (GMRA) Version 4.0 Patch 1001

Allergy Tracking Update Apr 26, 2011 10:35:06 Page: 1 of 18
Allergy Tracking Free Text Entries

Reactant # Active Entries

AC 1/ARB

ACEI

ACTIFED

ADVERSE DRUG REACTION H202
AKE: ACI

ALBUTEROL

ALENDRONATE

ALL ANTIBIOTIC UNKNOWN

ALL DYES

10 ALL EYE DROPS

11 ALL NSAIDS

12 ALL TAPES

13 ALLERGIC TO DYE

14 AMITRIPTYLINE 24
15 AMLODIPINE 30
16 AMOXICILLIN 700
17 AMPICILLIN 110

+ Select one or more entries

AE Add/Edit Allergy File EE Mark entered in error
DD Detailed Display UR Update to new reactant
Select Item(s): Next Screen// DD

©CO~NOUORWNE

RPRRPRRPRPREPNNRPRRPRER®R

Reactant Detailed Display Apr 26, 2011 12:07:29 Page: 1 of 3
Patient listing for reactant ALBUTEROL

Patient Name Last 4
1 DEMO,PATIENT MAE 9654
Allergies: ALBUTEROL~IODINE~CIPROFLOXACIN
2 DEMO,PATIENT LEE 5900
Allergies: ALBUTEROL
3 DEMO,PATIENT KEITH 9160
Allergies: PENICILLIN~RAPAMUNE~ACETAMINOPHEN/HYDROCODONE~ALBUTEROL
4 DEMO,PATIENT TINA 9321
Allergies: BECLOMETHASONE INHALER~BACTRIM~ALBUTEROL
5 DEMO,PATIENT MARYJANE 6233
Allergies: ATENOLOL~CAPTOPRIL~FOSINOPRIL~STEROIDS~ALBUTEROL~SIMVASTATIN
6 DEMO,PATIENT LARRY 2934
Allergies: ERYTHROMYCIN~ALBUTEROL
7 DEMO,PATIENT HEATHER 4540
Allergies: ALBUTEROL
8 DEMO,PATIENT NICOLE 9851
Allergles PENICILLIN~ALBUTEROL
Select a patient >>>
EE Entered in Error PR Add/Edit Patient Reaction
UR Update to new reactant DD Allergy Detailed Display

AE Add/Edit Allergy File
Select Item(s): Next Screen//1

Reactant Detailed Display Apr 26, 2011 12:07:54 Page: 1 of 3
Patient listing for reactant ALBUTEROL

Patient Name Last 4
1  DEMO,PATIENT MAE 9654
Allergies: ALBUTEROL~I0DINE~CIPROFLOXACIN
2  DEMO,PATIENT LEE 5900
Allergies: ALBUTEROL
3  DEMO,PATIENT KEITH 9160
Allergies: PENICILLIN~RAPAMUNE~ACETAMINOPHEN/HYDROCODONE~ALBUTEROL
4  DEMO,PATIENT TINA 9321
User Manual Package Operation
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Allergies: BECLOMETHASONE INHALER~BACTRIM~ALBUTEROL

5 DEMO,PATIENT MARYJANE 6233
Allergies: ATENOLOL~CAPTOPRIL~FOSINOPRIL~STEROIDS~ALBUTEROL~SIMVASTATIN
6 DEMO,PATIENT LARRY 2934
Allergies: ERYTHROMYCIN~ALBUTEROL
7 DEMO,PATIENT HEATHER 4540
Allergies: ALBUTEROL
8 DEMO,PATIENT NICOLE 9851
Allergles PENICILLIN~ALBUTEROL
Select a patient >>>
EE Entered in Error PR Add/Edit Patient Reaction
UR Update to new reactant DD Allergy Detailed Display

AE Add/Edit Allergy File
Select Item(s): Next Screen// DD Allergy Detailed Display

PATIENT: DEMO,PATIENT MAE REACTANT: ALBUTEROL
GMR ALLERGY: OTHER ALLERGY/ADVERSE REACTION
ORIGINATION DATE/TIME: JUL 12, 2004@17:24
ORIGINATOR: WOFFORD-FARRIS,JAMES CLIFTON 111
OBSERVED/HISTORICAL: HISTORICAL ORIGINATOR SIGN OFF: YES
MECHANISM: UNKNOWN VERIFIED: YES
VERIFICATION DATE/TIME: JUL 12, 2004@17:25:41
VERIFIER: WOFFORD-FARRIS,JAMES CLIFTON 111
ALLERGY TYPE: DRUG
DRUG INGREDIENT: ALBUTEROL
VA DRUG CLASS: ANTIASTHMA/BRONCHODILATORS
DATE/TIME: JUL 12, 2004@17:27:02
USER ENTERING: WOFFORD-FARRIS,JAMES CLIFTON 111

Press return to continue or "~" to stop:

Mark Entered in Error: The user can mark an entire group as entered in error from
this opening screen, however, it is recommended that the user first view the detailed
display to review the entries in a group before doing a mass update.. Upon marking
the reaction as entered in error, a check is made to see if there are still active reactions
for the patient. If there are not any, then the user is prompted to enter and updated
assessment for the patient.

1. Select the Free Text option from the Allergy Clean Up utility.

2. Select the number of the reactant(s) you wish to mark as entered in error.
Alternatively, the user can select the action, and then select the number of the
reactant(s).

3. Type EE for Mark Entered in Error, and then answer YES to confirm ALL
allergies are to be marked as entered in error.

Example:

Allergy Tracking Update Apr 26, 2011 10:41:45 Page: 1 of 18
Allergy Tracking Free Text Entries

Reactant # Active Entries

AC 1/ARB

ACEI

ACTIFED

ADVERSE DRUG REACTION H202

AWM R
P RNR
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5 AKE: ACI

6  ALBUTEROL

7  ALENDRONATE
8
9

N

ALL ANTIBIOTIC UNKNOWN
ALL DYES
10 ALL EYE DROPS
11 ALL NSAIDS
12 ALL TAPES
13 ALLERGIC TO DYE
14 AMITRIPTYLINE 24
15 AMLODIPINE 30
16 AMOXICILLIN 700
17 AMPICILLIN 110
+ Select one or more entries
AE Add/Edit Allergy File EE Mark entered in error
DD Detailed Display UR Update to new reactant
Select Item(s): Next Screen// EE
Select Entries from list: 2

RPRRPRRPRRPRERNNPR

You are about to mark ALL allergies with the selected reactant
as entered in error.

ARE YOU SURE? NO//YES

Allergy Tracking Update Apr 26, 2011 10:42:59 Page: 1 of 18
Allergy Tracking Free Text Entries

Reactant # Active Entries
1 AC 1/ARB 1
2 ACEI ** FIXED **
3 ACTIFED 1
4 ADVERSE DRUG REACTION H202 1
5 AKE: ACI 1
6 ALBUTEROL 22
7 ALENDRONATE 7
8 ALL ANTIBIOTIC UNKNOWN 1
9 ALL DYES 1
10 ALL EYE DROPS 1
11 ALL NSAIDS 1
12 ALL TAPES 1
13 ALLERGIC TO DYE 1
14 AMITRIPTYLINE 24
15 AMLODIPINE 30
16 AMOXICILLIN 700
17 AMPICILLIN 110
+ Select one or more entries
AE Add/Edit Allergy File EE Mark entered in error
DD Detailed Display UR Update to new reactant

Select Item(s): Next Screen//

User Manual Package Operation
June 2011

14



Adverse Reaction Tracking (GMRA) Version 4.0 Patch 1001

Update to New Reactant: The user may select and update groups of entries from the
opening menu, however, it is recommended that the user first view the detailed display
to review the entries in a group before doing a mass update. CHANGES CANNOT
BE UNDONE! When the entry is updated, a comment is stored in the PATIENT
ALLERGY file indicating who made the change, date/time of change, and a comment
that indicates what the previous value was and what the new value is. In addition, the
new reactant is compared against current orders and order checking information is
returned, if appropriate. When a new reactant is selected, checks are made for
duplicate entries and previously entered-in-error information. When updating a
reactant, the utility will search through the applicable files in the same order used
when entering a new reaction: GMR ALLERGIES (#120.82), National Drug File —
Generic Names (#50.6), National Drug File — Trade Names (#50.67), DRUG
INGREDIENT (#50.416), and VA DRUG CLASS (#50.605). The user should select
the best match from the most appropriate file (e.g., foods and substances from the
GMR ALLERGIES file, drugs from the National Drug File, etc.).

When performing a group update or selecting multiple patients for updating from the
detailed display listing, the reactant selected for the first patient will become the
default for the remaining patients. The exception to that would be if the user decides
to not accept the default while updating one of the patients. In that case, the last
chosen reactant will become the default for the next patient. The default only holds
while working with a particular group. Once you select a new reactant group or a new
group of patients, the user must re-select the reactant. This should cut down on the
amount of time needed in selecting the reactant for each patient.

NOTE: Due to the way the order checking software works, the user may get “false
positives.” In other words, if the patient currently has an allergy order check for some
other order not related to this new reactant, you may still see the order check.

Example: (note that although it appear to read the same, the old reactant was from the
GMR ALLERGIES file (#120.82) and the new is from the National Drug — Generic
Names file (#50.6) and will behave properly for order checks as a result.)

Allergy Tracking Update Apr 26, 2011 12:38:47 Page: 1 of 18
Allergy Tracking Free Text Entries

Reactant # Active Entries

AC 1/ARB 1

ACTIFED 1
ADVERSE DRUG REACTION H202
AKE: ACI

ALBUTEROL

ALENDRONATE

ALL ANTIBIOTIC UNKNOWN

ALL DYES

ALL EYE DROPS

10 ALL NSAIDS

11 ALL TAPES

12 ALLERGIC TO DYE

13 AMITRIPTYLINE

14 AMLODIPINE

©CONOUAWNER
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15 AMOXICILLIN 700
16 AMPICILLIN 110
17 ANESTHESIA MEDS 1

+ Select one or more entries

AE Add/Edit Allergy File EE Mark entered in error
DD Detailed Display UR Update to new reactant

Select Item(s): Next Screen// 5

Allergy Tracking Update Apr 26, 2011 12:41:42 Page: 1 of 18
Allergy Tracking Free Text Entries

Reactant # Active Entries
1 AC 1/ARB 1
2 ACTIFED 1
3 ADVERSE DRUG REACTION H202 1
4 AKE: ACI 1
5 ALBUTEROL 21
6 ALENDRONATE 7
7 ALL ANTIBIOTIC UNKNOWN 1
8 ALL DYES 1
9 ALL EYE DROPS 1
10 ALL NSAIDS 1
11 ALL TAPES 1
12 ALLERGIC TO DYE 1
13 AMITRIPTYLINE 24
14 AMLODIPINE 30
15 AMOXICILLIN 700
16 AMPICILLIN 110
17 ANESTHESIA MEDS 1
+ Select one or more entries
AE Add/Edit Allergy File EE Mark entered in error
DD Detailed Display UR Update to new reactant

Select Item(s): Next Screen// UR

You should use the detailed display option to review entries in
this group before doing a mass update. CHANGES CANNOT BE UN-DONE!
Press enter to continue:

You are about to update ALL allergies with the selected reactant
to a new reactant.

ARE YOU SURE? NO// YES

Updating ALBUTEROL reactions

For patient DEMO,PATIENT LEE

Enter Causative Agent: ALBUTEROL

Checking GMR ALLERGIES (#120.82) file for matches...

You selected ALBUTEROL
Is this correct? Y// NO

Now checking the National Drug File - Generic Names (#50.6)
1 ALBUTEROL
2 ALBUTEROL/ IPRATROPIUM

CHOOSE 1-2: 1 ALBUTEROL

You selected ALBUTEROL
Is this correct? Y// ES
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Performing order checking...patient has no active orders.
For patient DEMO,PATIENT KEITH

Use reactant ALBUTEROL? Y// ES
Performing order checking...patient has no active orders.

Update/Entered in Error from Detailed Display: The user may elect to mark a
reactant as entered-in-error or update a reactant from the detailed display view. When
updating a reactant, the utility will search through the applicable files in the same
order used when entering a new reaction: GMR ALLERGIES (#120.82), National
Drug File — Generic Names (#50.6), National Drug File — Trade Names (#50.67),
DRUG INGREDIENT (#50.416), and VA DRUG CLASS (#50.605). The user should
select the best match from the most appropriate file (e.g., foods and substances from
the GMR ALLERGIES file, drugs from the National Drug File, etc.).

Example: (Note: in the following example, each file searched in the update process
was shown to emphasize the files and order searched. Users would not necessarily
need to run through each file this way.)

Reactant Detailed Display Apr 26, 2011 12:08:36 Page: 1 of 3
Patient listing for reactant ALBUTEROL

Patient Name Last 4
1 DEMO,PATIENT MAE 9654
Allergies: ALBUTEROL~IODINE~CIPROFLOXACIN
2 DEMO,PATIENT LEE 5900
Allergies: ALBUTEROL
3 DEMO,PATIENT KEITH 9160
Allergies: PENICILLIN~RAPAMUNE~ACETAMINOPHEN/HYDROCODONE~ALBUTEROL
4 DEMO,PATIENT TINA 9321
Allergies: BECLOMETHASONE INHALER~BACTRIM~ALBUTEROL
5 DEMO,PATIENT MARYJANE 6233
Allergies: ATENOLOL~CAPTOPRIL~FOSINOPRIL~STEROIDS~ALBUTEROL~SIMVASTATIN
6 DEMO,PATIENT LARRY 2934
Allergies: ERYTHROMYCIN~ALBUTEROL
7 DEMO,PATIENT HEATHER 4540
Allergies: ALBUTEROL
8 DEMO,PATIENT NICOLE 9851
Allergles PENICILLIN~ALBUTEROL
Select a patient >>>
EE Entered in Error PR Add/Edit Patient Reaction
UR Update to new reactant DD Allergy Detailed Display

AE Add/Edit Allergy File
Select Item(s): Next Screen// 1

Reactant Detailed Display Apr 26, 2011 12:09:04 Page: 1 of 3
Patient listing for reactant ALBUTEROL

Patient Name Last 4
1  DEMO,PATIENT MAE 9654
Allergies: ALBUTEROL~10DINE~CIPROFLOXACIN
2  DEMO,PATIENT LEE 5900
Allergies: ALBUTEROL
3 DEMO,PATIENT KEITH 9160
Allergies: PENICILLIN~RAPAMUNE~ACETAMINOPHEN/HYDROCODONE~ALBUTEROL
4 DEMO,PATIENT TINA 9321
User Manual Package Operation
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Allergies: BECLOMETHASONE INHALER~BACTRIM~ALBUTEROL
5 DEMO,PATIENT MARYJANE 6233
Allergies: ATENOLOL~CAPTOPRIL~FOSINOPRIL~STEROIDS~ALBUTEROL~SIMVASTATIN

6 DEMO,PATIENT LARRY 2934
Allergies: ERYTHROMYCIN~ALBUTEROL
7 DEMO,PATIENT HEATHER 4540
Allergies: ALBUTEROL
8 DEMO,PATIENT NICOLE 9851
Allergles PENICILLIN~ALBUTEROL
Select a patient >>>
EE Entered in Error PR Add/Edit Patient Reaction
UR Update to new reactant DD Allergy Detailed Display

AE Add/Edit Allergy File
Select Item(s): Next Screen// UR

You are about to update the selected patient”s
ALBUTEROL allergy to a new reactant.

ARE YOU SURE? NO// YES

For patient DEMO,PATIENT MAE

Enter Causative Agent: ALBUTEROL

Checking GMR ALLERGIES (#120.82) file for matches...

You selected ALBUTEROL
Is this correct? Y// NO

Now checking the National Drug File - Generic Names (#50.6)

1  ALBUTEROL
2  ALBUTEROL/IPRATROPIUM
CHOOSE 1-2:

Now checking the National Drug File - Trade Names (#50.67)

Choose from the following 38 matches:
ALBUTEROL

ALBUTEROL 0.083% INHAL SOLN
ALBUTEROL 0.083% SOLN

ALBUTEROL 0.83% SOLN

ALBUTEROL 2 MG TABLETS

ALBUTEROL 90MCG INHALER

ALBUTEROL HFA

ALBUTEROL INHALATION AEROSOL
ALBUTEROL SO4 0.5% 5ML

10 ALBUTEROL S04 2MG TABLET

11 ALBUTEROL S04 2MG/5ML SYRUP

12 ALBUTEROL S04 4MG TABLET

13 ALBUTEROL SOLUTION

14 ALBUTEROL SULFATE

15 ALBUTEROL SULFATE 0.083% SOLN, INHL
16 ALBUTEROL SULFATE 0.5% INHALATION SOL
17 ALBUTEROL SULFATE 0.5% SOLN

18 ALBUTEROL SULFATE 2MG TABLET

©CO~NOUORWNE

Press <return> to see
19 ALBUTEROL SULFATE
20 ALBUTEROL SULFATE
21 ALBUTEROL SULFATE
22 ALBUTEROL SULFATE

more, or ™ to stop ...
2MG TABS

2MG/5ML SYRUP

4AMG ER TABLET

4AMG TAB

User Manual
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23 ALBUTEROL SULFATE 4MG TABS

24 ALBUTEROL SULFATE 8MG ER TABLET

25 ALBUTEROL SULFATE POWDER

26 ALBUTEROL SULFATE SOLUTION FOR INHALATION
27 ALBUTEROL SULFATE SYRUP

28 ALBUTEROL SULFATE TABLETS

29 ALBUTEROL SULFATE TABLETS 2MG

30 ALBUTEROL SULFATE TABLETS 4MG

31 ALBUTEROL SULFATE TABLETS, 2MG

32 ALBUTEROL SULFATE TABLETS, 4MG

33 ALBUTEROL SULFATE TABS

34 ALBUTEROL SULFATE,USP

35 ALBUTEROL SYRUP

36 ALBUTEROL TABLET

37 ALBUTEROL TABLETS

Press <return> to see more, or © to stop ...
38 ALBUTEROL TABS

Select 1-38:

Now checking INGREDIENT (#50.416) file for matches. ..
...0OK? Yes// N (No)

Now checking VA DRUG CLASS (#50.605) file for matches.. .

Could not find ALBUTEROL in any files.

Please try again (check spelling, etc).

IT you need to add a new reactant, use the AE option.

Enter Causative Agent: ALBUTEROL

Checking GMR ALLERGIES (#120.82) file for matches...

You selected ALBUTEROL
Is this correct? Y// NO

Now checking the National Drug File - Generic Names (#50.6)
1 ALBUTEROL
2 ALBUTEROL/ IPRATROPIUM

CHOOSE 1-2: 1 ALBUTEROL

You selected ALBUTEROL
Is this correct? Y//YES

Reactant Detailed Display Apr 26, 2011 12:23:55 Page: 1 of 3
Patient listing for reactant ALBUTEROL

Patient Name Last 4
1 DEMO,PATIENT LEE 5900
Allergies: ALBUTEROL
2 DEMO,PATIENT KEITH 9160
Allergies: PENICILLIN~RAPAMUNE~ACETAMINOPHEN/HYDROCODONE~ALBUTEROL
3 DEMO,PATIENT TINA 9321
Allergies: BECLOMETHASONE INHALER~BACTRIM~ALBUTEROL
4 DEMO,PATIENT MARYJANE 6233
Allergies: ATENOLOL~CAPTOPRIL~FOSINOPRIL~STEROIDS~ALBUTEROL~SIMVASTATIN
5 DEMO,PATIENT LARRY 2934
Allergies: ERYTHROMYCIN~ALBUTEROL
6 DEMO,PATIENT HEATHER 4540
Allergies: ALBUTEROL
7 DEMO,PATIENT NICOLE 9851

Allergies: PENICILLIN~ALBUTEROL
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8 DEMO,PATIENT LATRICIA 5423

Allergies: ALBUTEROL~ERYTHROMYCIN

+ Select a patient >>>
EE Entered in Error PR Add/Edit Patient Reaction
UR Update to new reactant DD Allergy Detailed Display

AE Add/Edit Allergy File
Select Item(s): Next Screen//

Allergy Tracking Update Apr 26, 2011 10:34:42 Page: 1 of 18
Allergy Tracking Free Text Entries

Reactant # Active Entries

AC 1/ARB

ACEI

ACTIFED

ADVERSE DRUG REACTION H202
AKE: ACI

ALBUTEROL

ALENDRONATE

ALL ANTIBIOTIC UNKNOWN

ALL DYES

10 ALL EYE DROPS 1
11 ALL NSAIDS

12 ALL TAPES

13 ALLERGIC TO DYE
14 AMITRIPTYLINE 24
15 AMLODIPINE 30
16 AMOXICILLIN 700
17 AMPICILLIN 110

+ Select one or more entries

AE Add/Edit Allergy File EE Mark entered in error
DD Detailed Display UR Update to new reactant
Select Item(s): Next Screen// 2

©O~NOUTAWNR
RPRNNR R R WR

PR R

Allergy Tracking Update Apr 26, 2011 10:35:06 Page: 1 of 18
Allergy Tracking Free Text Entries

Reactant # Active Entries

AC 1/ARB

ACEI

ACTIFED

ADVERSE DRUG REACTION H202
AKE: ACI

ALBUTEROL

ALENDRONATE

ALL ANTIBIOTIC UNKNOWN

ALL DYES

10 ALL EYE DROPS 1
11 ALL NSAIDS

12 ALL TAPES

13 ALLERGIC TO DYE
14 AMITRIPTYLINE 24
15 AMLODIPINE 30
16 AMOXICILLIN 700
17 AMPICILLIN 110

+ Select one or more entries

AE Add/Edit Allergy File EE Mark entered in error
DD Detailed Display UR Update to new reactant
Select Item(s): Next Screen// DD

©O~NOUTAWNR
RPRNNR R R WR

PR R

Reactant Detailed Display Apr 26, 2011 10:36:27 Page: 1 of 1
Patient listing for reactant ACEI
Patient Name Last 4
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1 DEMO,PATIENT LYNN 7968
Allergies: ACE INHIBITORS~ACEI

2 PATIENT,CRSAG

Allergies: ACEI~-ARBUTAMINE HYDROCHLORIDE~ARB
3 PATIENT,CRSFC

Allergies: ACEI~-ANGIOTENSIN 11 INHIBITOR~TDAP

Select a patient >>>
EE Entered in Error PR Add/Edit Patient Reaction
UR Update to new reactant DD Allergy Detailed Display

AE Add/Edit Allergy File
Select Item(s): Quit// 1

Reactant Detailed Display Apr 26, 2011 10:38:15 Page: 1 of 1
Patient listing for reactant ACEI
Patient Name Last 4
1 DEMO,PATIENT LYNN 7968
Allergies: ACE INHIBITORS~ACEI
2 PATIENT,CRSAG
Allergies: ACEI~ARBUTAMINE HYDROCHLORIDE~ARB
3 PATIENT,CRSFC
Allergies: ACEI~-ANGIOTENSIN 11 INHIBITOR~TDAP

Select a patient >>>
EE Entered in Error PR Add/Edit Patient Reaction
UR Update to new reactant DD Allergy Detailed Display

AE Add/Edit Allergy File
Select Item(s): Quit// EE

You are about to mark the selected patient”s
ACEIl allergy as entered in error.

ARE YOU SURE? NO// Y (YES)

Reactant Detailed Display Apr 26, 2011 10:40:34 Page: 1 of 1
Patient listing for reactant ACEI
Patient Name Last 4
1 PATIENT,CRSAG
Allergies: ACEI~-ARBUTAMINE HYDROCHLORIDE~ARB
2 PATIENT,CRSFC
Allergies: ACEI~-ANGIOTENSIN 11 INHIBITOR~TDAP
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Select a patient >>>
EE Entered in Error PR Add/Edit Patient Reaction
UR Update to new reactant DD Allergy Detailed Display

AE Add/Edit Allergy File
Select Item(s): Quit//

3.2.6.2

3.2.6.3

3.3

Add/Edit Patient Reaction: This option can be used to add additional reactions for
the patient. This option should be used to add NEW reactions only. If existing entries
are marked as entered in error from within this option it will not update the utility's
display until the list is rebuilt upon re-entry of this option. This could cause confusion
as the list will no longer be accurate.

Add/Edit Allergy File: The addition of local reactants and signs/symptoms is no
longer allowed. Requests for new terms should be made through the RPMS Feedback

page.

Ingredient

See section 3.2.6.1. This option is used to identify reactions linked to the DRUG
INGREDIENTS file. Sites may choose to update these reactions to entries from the
NATIONAL DRUG file. For now, reactions associated with the DRUG
INGREDIENTS file will still order check, though this may change in the future. Sites
are encouraged to review future patch notes carefully.

Drug Class

See section 3.2.6.1. This option is used to identify reactions linked to the VA DRUG
CLASS file. Sites may choose to update these reactions to link to the NATIONAL
DRUG file. For now, reactions associated with the VA DRUG CLASS file will still
order check, though this may change in the future. Sites are encouraged to review
future patch notes carefully.

Adverse Reaction Tracking User Menu (GMRA USER
MENU)

This menu is assigned to all users of Adverse Reaction Tracking who are not
clinicians, verifiers, or Application Coordinators. The options in this menu allow the
user to enter, edit, and display allergy/adverse reaction data.
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3.3.1

. 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

CONOOIT A~ WN B

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, the source of the
information, whether the reaction was observed during the patient’s stay/visit at the
facility, any signs/symptoms associated with the reaction and the source, the date and
time the sign/symptom occurred, the SNOMED event type, any appropriate comments
concerning the entry, and whether the patient’s ID Band/Chart is marked for the
reaction.

Selecting a Patient: The user may select a patient by name or portion of name (last
name,first name; a comma must follow the last name and no space after the comma),
IHS chart number (e.g.12345), date of birth (e.g., 01-22-66 or 01/22/66 or Jan
22,1966), ward location (e.g., PEDIATRICS), or Room-Bed (e.g., 101-2).

Assessing the Patient: If the selected patient does not have any allergies/adverse
reactions stored in the ART database, the user is asked “Does this patient have any
known allergies or adverse reactions?”. A Yes response will allow the user to make an
entry. A No response will mark the patient as “No Known Allergies” and return to the
patient prompt. If the ART database contains allergy/adverse reaction information
about the patient, the software will not ask the 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 (drug, food, other, or a combination), any
signs/symptoms and the source, the mechanism (allergy or pharmacologic), whether it
was observed or historical, and whether or not it was verified.

It is now possible to delete an assessment of “No Known Allergies” or NKA from
within the ART package. When a patient is selected that has no active allergies in file,
the question will be presented in one of two ways. If there has been no assessment,
there is no default answer. If the patient has been assessed as “No Known Allergies”,
the default will be NO. In the case where the default answer is NO (meaning the
patient is NKA), the user may enter “@” (the *“at” sign) to indicate the assessment
should be deleted and the patient should be returned to the “not assessed” state. This
would be used in those rare cases where an assessment is erroneously assigned to the
wrong patient.
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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 will have the
opportunity to edit the data concerning that entry.

If the response is not part of that patient’s entry or the user does not want to edit
and 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,

b. NATIONAL DRUG (50.6) — this file contains the names of available drug
products including trade names and manufacturer,

c. NATIONAL DRUG, Trade Names (50.67) — this file contains the trade names
for the NATIONAL DRUG file

d. DRUG INGREDIENTS (50.416) - this file contains the names of individual
generic drugs and other agents that are components of various drug products,

e. VA DRUG CLASS (50.605) — this file contains the names of the various drug
classes.

If the reactant is not found after steps 1 and 2, then the user is asked “Would you

like to send an email requesting (the reactant) be added as a causative agent?” If

the answer is NO, the user will be returned to the reactant lookup; if the answer is
YES, the user will see the message

“You may now add any comments you may have to the message that is going to be
sent with the request to add this reactant. You may add things like
signs/symptoms, observed or historical, etc., that may be useful to the reviewer.

Enter RETURN to continue or “/” to exit:”

If enter is pressed, the user is allowed to enter comments, and when the comments
are saved, the user will see the message

“Message sent — NOTE: This reactant was NOT added for this patient.
Enter another Causative Agent? YES//”

If the answer is YES, the user is returned to the reactant lookup prompt; if the
answer is NO, the user is returned to the patient lookup prompt. A mailman
message is generated to the user making the request and to the Mail Group GMRA
REQUEST NEW REACTANT, containing the comment entered, the user name
and contact information, patient, and the reactant.
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Source: The user is able to select the source of the reactant information.
Available choices are Chart Review, External Source, Family, Friend, Medical
Provider, Other Source, Patient, or Spouse.

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.

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 person entering the data), the severity of
the reaction (i.e., mild, moderate, or severe), and the date a medical doctor was
notified. The user will only see these prompts if they hold the GMRA-ALLERGY
VERIFY key. Also, the user may edit the date and time of the observation.

Signs/Symptoms: The user may choose to assign one or more signs/symptoms to
the reaction. The site should have a “top 10” list of symptoms and the option to
choose one not on the main list. The Signs/Symptoms file is no longer editable
locally, and the user is no longer allowed to enter a free text sign/symptom. Once
a sign/symptom has been chosen, the user may enter the date the sign/symptom
occurred, and the source of the information about the sign/symptom. The time of
day may be entered, but it is optional.

SNOMED Event Code: The user is prompted to choose a SNOMED Event code.
This event code along with the Type (Nature of Reaction) will be used to map to
the old Mechanism; neither Type nor Mechanism will be user selectable. The
table below shows the Event Codes available, and the Mechanism and Type
(Nature of Reaction) they are mapped to.

The Mechanism is the way the reaction is mediated. The options are Allergy,
Pharmacologic, or Unknown. An allergic reaction occurs because the patient is
sensitive to a causative agent due to an immune-mediated response. A
pharmacologic (non-allergic) reaction occurs when the patient is sensitive to a drug
or drug ingredient due to a non-immune mediated response. Unknown is used for
non-medication reactions or when the user is unsure of the mechanism. NOTE:
Allergies are a subset of the world of adverse reactions. All allergies are adverse
reactions, but not all adverse reactions are allergies.

The Type (Nature of Reaction) is what type of substance causes the reaction. The
options are Food, Drug, Other, or combinations of the three types. These are set in
the GMR ALLERGIES file or other files used to link to the causative agent. These
are no longer editable by the user.
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SNOMED Event Type (Nature of Reaction) | Mechanism
Allergy to Substance Other Unknown
Drug, Food
Drug, Other
Food, Other
Drug Allergy Drug Allergy
Drug Intolerance Drug Pharmacologic
Food Allergy Food Allergy
Food Intolerance Food Unknown
Propensity to Adverse Other Unknown
Reactions Drug, Food
Drug, Other
Food, Other
Propensity to Adverse Other Unknown
Reaction to Substance
Propensity to Adverse Drug Pharmacologic
Reaction to Drug
Propensity to Adverse Food Unknown
Reaction to Food

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 for reactions designated as observed.
If the entry is being edited and any existing comments exist for this causative
agent, the software will display those comments and their author (the originator of
the entry, a verifier, or a person who marked the entry as entered in error). This is
only true for OBSERVED type reactions. Comments entered for reactions
designated as historical are optional. NOTE: sites are strongly encouraged to
enter comments for reactions marked entered in error for auditing purposes.

FDA Data: When they type of 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 they hold
the GMRA-ALLERGY VERIFY key.
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Verification of Data: Entries can be verified by a user or by the software. The
latter is known as autoverification. The sites 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 GMRA-ALLERGY
VERIFY key, 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.

Signing off on an Entry: Signing off (i.e. answering YES to “Is this 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.

Previous versions of the software allowed users to leave entries in a “not signed
off” state. Although not complete, the allergy became part of the patient’s record,
even though the user was told it would not be. Depending on how the entry was
made, an alert might not be sent indicating that the entry needed to be signed off.
Ultimately, an unfinished entry might never be finished, but still appear in the
patient’s record.

A change has been made so that no new entry can be left in a “not signed off”
state. Upon entering a new reaction, if the user enters an “*” at any point during
the data gathering process, the entry will be deleted. Upon completing the new
entry, the user will be asked if the entry is okay. If the answer is NO, the user will
be given the opportunity to edit or delete the entry. The entry must then be deleted
or accepted before exiting the process. As a result, no new entries will be allowed
to be in an unsigned state.

NOTE: sites should run the “Patient Allergies Not Signed Off” option to identify
all existing entries that have not yet been completed. Each entry should be
reviewed and marked as entered in error or completed by entering the required
information. Once these entries are cleaned up, then no unsigned entries should
appear in the patient’s record. The user is not required to update these entries as
data may not be available, but the user should review them and take action if
possible. The post-installation routine will also list any reactions that are
observed, have been signed off, but are missing either an observed date or a
sign/symptom. These entries should also be reviewed and updated if possible.

Example:

Select Adverse Reaction Tracking Option: 2 Adverse Reaction Tracking User Menu
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Enter/Edit Patient Reaction Data

Active Listing of Patient Reactions

Edit Chart and 1D 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

O~NOUIRWNE

Select Adverse Reaction Tracking User Menu Option: 1 Enter/Edit Patient Reactio

Select PATIENT NAME: DEMO
1 DEMO,ALLERGY CHARLES <A> M 11-02-1969 XXX-XX-5701 WW 104836
2 DEMO,ALLERGY CONNIE <A> F 10-24-1933 XXX-XX-4127 Ww 110211

3 DEMO,ALLERGY LEANN <A> F 12-04-1946 XXX-XX-9435 WWwW 150673
4 DEMO,AMILYA PEARL F 06-30-2008 XXX-XX-0821 WWwW 106735
5 DEMO,AUSTIN WAYNE M ** SENSITIVE ** WW 192640

ENTER *~® TO STOP, OR
CHOOSE 1-5: 2

OBS/
REACTANT SOURCE VER. MECH . HIST TYPE
BEN-GAY YES UNKNOWN HIST DRUG

Enter Causative Agent: IBUPROFEN

Checking existing PATIENT ALLERGIES (#120.8) file for matches...

Now checking GMR ALLERGIES (#120.82) file for matches...
IBUPROFEN  OK? Yes// N (No)
Now checking the National Drug File - Generic Names (#50.6)

1 IBUPROFEN

2 1BUPROFEN/PSEUDOEPHEDRINE
CHOOSE 1-2: 1 IBUPROFEN

IBUPROFEN  OK? Yes//  (Yes)

SOURCE: ?
Only allow items designates as a source of information
Answer with BEH ALLERGY VALUES NAME
Do you want the entire BEH ALLERGY VALUES List? Y (Yes)

Choose from:
CHART REVIEW
EXTERNAL SOURCE
FAMILY
FRIEND
MEDICAL PROVIDER
OTHER SOURCE
PATIENT
SPOUSE

No signs/symptoms have been specified. Please add some now.
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The following are the top ten most common signs/symptoms:

1. ANXIETY 7. HIVES

2. ITCHING 8. DYSPEPSIA

3. SWELLING (NON-SPECIFIC) 9. ANAPHYLAXIS

4. DROWSINESS 10. RASH

5. NAUSEA,VOMITING 11. OTHER SIGN/SYMPTOM

6. DIARRHEA

Enter from the list above : 11
Select SIGN/SYMPTOMS NAME: Gl REACTION NATIONAL SIGN/SYMPTOM

Select SIGN/SYMPTOMS NAME:

Date(Time Optional) of appearance of Sign/Symptom(s): 4-4-1973 (APR 04, 1973)

Select source: ?

Answer with BEH ALLERGY VALUES NAME

Do you want the entire BEH ALLERGY VALUES List? Y (Yes)

Choose from:
CHART REVIEW
EXTERNAL SOURCE
FAMILY
FRIEND
MEDICAL PROVIDER
OTHER SOURCE
PATIENT
SPOUSE

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

Signs/Symptoms Date Observed

1 GI REACTION Apr 04, 1973

Select Action (A)DD, (D)ELETE OR <RET>:
SNOMED EVENT: ??

Choose from:

ALLERGY TO SUBSTANCE

DRUG ALLERGY

DRUG INTOLERANCE

FOOD ALLERGY

FOOD INTOLERANCE

PROPENSITY TO ADVERSE REACTIONS

PROPENSITY TO ADVERSE REACTIONS TO DRUG
PROPENSITY TO ADVERSE REACTIONS TO FOOD
PROPENSITY TO ADVERSE REACTIONS TO SUBSTANCE

COMMENTS:
No existing text

Currently you have verifier access.
Would you like to verify this Causative Agent now? Yes// N (No)

OBS/
REACTANT SOURCE VER. MECH. HIST TYPE
BEN-GAY YES UNKNOWN HIST DRUG
I1BUPROFEN SPOUSE NO PHARM HIST DRUG
Reactions: GI REACTION(Source: SPOUSE)
Enter Causative Agent: PENICILLIN
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Checking existing PATIENT ALLERGIES (#120.8) file for matches...
Now checking GMR ALLERGIES (#120.82) file for matches...
PENICILLIN OK? Yes//  (Yes)
(O)bserved or (H)istorical Allergy/Adverse Reaction: O OBSERVED
Select date reaction was OBSERVED (Time Optional): 6-23-2001 (JUN 23, 2001)
JUN 23, 2001 (JUN 23, 2001)
Are you adding "JUN 23, 2001" as

No signs/symptoms have been specified. Please add some now.

The following are the top ten most common signs/symptoms:

1. ANXIETY 7. HIVES

2. ITCHING 8. DYSPEPSIA

3. SWELLING (NON-SPECIFIC) 9. ANAPHYLAXIS

4. DROWSINESS 10. RASH

5. NAUSEA,VOMITING 11. OTHER SIGN/SYMPTOM
6. DIARRHEA

Enter from the list above : 9

Date(Time Optional) of appearance of Sign/Symptom(s): Jun 23, 2001// (JUN 23, 2
001)

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

Signs/Symptoms Date Observed

1 ANAPHYLAXIS Jun 23, 2001
Select Action (A)DD, (D)ELETE OR <RET>:

COMMENTS:
No existing text

Complete the observed reaction report? Yes// (Yes)
DATE/TIME OF EVENT: JUN 23,2001//

OBSERVER: DEMO,DOCTOR

SEVERITY: ?

MILD - Requires minimal therapeutic intervention such as

discontinuation of drug(s)-

Requires active treatment of adverse reaction, or

further testing or evaluation to assess

extent of non-serious outcome (see SEVERE for

definition of serious).

SEVERE - Includes any serious outcome, resulting in life or organ
threatening situation or death, significant or permanent
disability, requiring intervention to prevent permanent
impairment or damage, or requiring/prolonging
hospitalization.

Choose from:

MODERATE

1 MILD
2 MODERATE
3 SEVERE

SEVERITY: SEV SEVERE

DATE MD NOTIFIED: Jun 23,2001// (JUN 23, 2001)
Complete the FDA data? Yes//  (Yes)

Indicate which FDA Report Sections to be completed:
1. Reaction Information
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2. Suspect Drug(s) Information

3. Concomitant Drugs and History

4. Initial Reporter

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

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

Signs/Symptoms

1 ANAPHYLAXIS
Select Action (A)DD, (D)ELETE OR <RET>:

Patient died?: N NO

Reaction treated with RX drug?: Y YES

Life Threatening illness?: Y YES

Required hospitalization?: N NO

Prolonged Hospitalization?: N NO

Resulted in permanent disability?: N NO

Is this event a Congenital Anomaly?: N NO

Did this event require intervention to prevent impairment/damage?: YES

THIS PATIENT HAS NO LAB TEST ON FILE FOR THIS ADVERSE REACTION REPORT
Select Action (A/D/E): ?

ENTER A TO ADD NEW LAB DATA, D TO DELETE LAB DATA OR
E TO EDIT LAB DATA ON FILE FOR THIS PATIENT

Select one of the following:

A ADD
D DELETE
E EDIT

Select Action (A/D/E):
This patient has the following Drugs selected:

PENICILLIN
Select Action (A/D/E):

THIS PATIENT HAS NO CONCOMITANT DRUGS ON FILE
Select Action (A/D/E):

OTHER RELATED HISTORY:
No existing text

REPORTER NAME: PHARMACIST,PHARMACIST Replace
REPORTER ADDRESS1: DEMO INDIAN MEDICAL CENTER
REPORTER ADDRESS2: 100 S. MAIN//

REPORTER ADDRESS3:

REPORTER CITY: ANYTOWN//

REPORTER STATE: OKLAHOMA//

REPORTER ZIP: 74464//

REPORTER PHONE: 555-123-4567//

IS REPORTER A HEALTH CARE PROVIDER?: Y YES
Do you want the identity disclosed to the manufacturer?: N NO
OCCUPATION: PHARMACIST//

Currently you have verifier access.
Would you like to verify this Causative Agent now? Yes// N (No)
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Causative Agent Data edited this Session:
ADVERSE REACTION

1) 1BUPROFEN

Obs/Hist: HISTORICAL
Signs/Symptoms: GI REACTION (4/4/73)

ORIGINATOR
COMMENTS:
Date: Apr 27, 2011@07:38:44 User: NIESEN,MARY ANN
Title: PHARMACIST
SPOUSE STATES PATIENT HAS SEVERE STOMACH UPSET AND AVOIDS
ALL NSAIDS

2) PENICILLIN

Obs/Hist: OBSERVED
Obs d/t: Jun 23, 2001
Signs/Symptoms: ANAPHYLAXIS (6/23/01)

ORIGINATOR
COMMENTS:
Date: Apr 27, 2011@07:40:11 User: NIESEN,MARY ANN
Title: PHARMACIST
REACTION WAS SEEN AND TREATED IN THE ER BUT NOT ADDED TO
ADVERSE REACTIONS

Are ALL these correct? NO// YES
This session you have CHOSEN:
I1BUPROFEN
PENICILLIN

Select Adverse Reaction Tracking User Menu Option: 1 Enter/Edit Patient Reactio
Select PATIENT NAME: demo

1 DEMO,ALLERGY CHARLES <A> M 11-02-1969 XXX-XX-5701 WW 104836
2 DEMO,ALLERGY CONNIE <A> F 10-24-1933 XXX-XX-4127 Ww 110211

3 DEMO,ALLERGY LEA <A> F 12-04-1946 XXX-XX-9435 WW 150673
4 DEMO,AMILYA PEARL F 06-30-2008 XXX-XX-0821 WW 106735
5 DEMO,AUSTIN WAYNE M ** SENSITIVE ** WW 192640

ENTER *~® TO STOP, OR
CHOOSE 1-5: 1

OBS/
REACTANT SOURCE VER. MECH. HIST TYPE
AMOXICILLIN PATIENT NO ALLERGY HIST DRUG
WALNUTS NO UNKNOWN HIST FOOD
Reactions: GI REACTION(Source: )
BEE STINGS AUTO UNKNOWN HIST OTHER

Enter Causative Agent: SPONGEBOB
Checking existing PATIENT ALLERGIES (#120.8) file for matches...
Now checking GMR ALLERGIES (#120.82) file for matches...

Now checking the National Drug File - Generic Names (#50.6)
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Now checking the National Drug File - Trade Names (#50.67)

Now checking the INGREDIENTS (#50.416) file for matches...

Now checking VA DRUG CLASS (50.605) file for matches. ..

Could not find SPONGEBOB in any Tfiles.

Before sending an email requesting the addition of a new reactant, please
try entering the first 3 or 4 letters of the reactant to search for

the desired entry.

Would you like to send an email requesting SPONGEBOB

be added as a causative agent?

Send email? NO// YES

You may now add any comments you may have to the message that

is going to be sent with the request to add this reactant.

You may want to add things like sign/symptoms, observed or historical, etc
that may be useful to the reviewer.

Enter RETURN to continue or "~ to exit:

==[ WRAP J==[ INSERT ] < > [ <PF1>H=Help ]====
THIS PATIENT REPORTS A VIOLENT REACTION TO WATCING SPONGEBOB.

< T T T T T T T T >

Message sent - NOTE: This reactant was NOT added for this patient.

Enter another Causative Agent? YES// NO

Mark a Reaction Entered in Error/Inactivate a reaction: A user may mark a
reaction as entered in error. “Entered in Error” should only be used if the
information is truly in error on the patient (i.e., entered on the wrong patient or
using the wrong causative agent). Inactivation should be used for previous
reactions that are no longer an issue for the patient (i.e., ibuprofen caused a Gl
upset reaction but the patient has found a variety of ibuprofen that is tolerable and
now takes it routinely).
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The user may select a patient, and a listing of the existing reaction entries will be
shown. The user may select a reaction, and at the prompt “Is the reaction
information correct?”, select NO. The user will then see the prompt “Mark this
reaction as ‘Entered-in-Error’?” and may answer YES to make the reaction entered
in error. Answering this question NO will bring the user to a second prompt
“Inactivate this reaction?” Answer YES to make the reaction inactive. The user
will be required to enter an inactivation reason. Options are NO LONGER
ALLERGIC or REACTION IS TOLERABLE.

Example:

Select Adverse Reaction Tracking Option: 2 Adverse Reaction Tracking User Menu

Enter/Edit Patient Reaction Data

Active Listing of Patient Reactions

Edit Chart and 1D 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

ONOOTA WN PP

Select Adverse Reaction Tracking User Menu Option: 1 Enter/Edit Patient Reactio

Select PATIENT NAME: DEMO
1 DEMO,ALLERGY CHARLES <A> M 11-02-1969 XXX-XX-5701 WW 104836
2 DEMO,ALLERGY CONNIE <A> F 10-24-1933 XXX-XX-4127 Ww 110211
3 DEMO,ALLERGY LEANN <A> F 12-04-1946 XXX-XX-9435 WW 150673
4 DEMO,AMILYA PEARL F 06-30-2008 XXX-XX-0821 WW 106735
5 DEMO,AUSTIN WAYNE M ** SENSITIVE ** WW 192640
ENTER *~® TO STOP, OR
CHOOSE 1-5: 2

OBS/
REACTANT SOURCE VER. MECH. HIST TYPE
BEN-GAY YES UNKNOWN HIST DRUG
I1BUPROFEN SPOUSE NO PHARM HIST DRUG
Reactions: GI REACTION(Source: SPOUSE)
PENICILLIN CHART REVIEW NO ALLERGY OBS DRUG
Reactions: ANAPHYLAXIS(Source: CHART REVIEW)
WALNUTS PATIENT NO UNKNOWN HIST FOOD

Reactions: HIVES(Source: PATIENT)
Enter Causative Agent: BEN
Checking existing PATIENT ALLERGIES (#120.8) file for matches...
<A> F 10-24-1933 XXX-XX-4127 WW 110211
BEN-GAY
BEN-GAY OK? Yes//  (Yes)

PATIENT: DEMO,ALLERGY CONNIE CAUSATIVE AGENT: BEN-GAY

INGREDIENTS: VA DRUG CLASSES:
ORIGINATOR: DAVIS,MARY J ORIGINATED: Jul 15, 2004@09:00
SIGN OFF: YES OBS/HIST: HISTORICAL
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ID BAND MARKED: CHART MARKED: Jul 15, 2004@09:00:32

MECHANISM: UNKNOWN

VERIFIER: DAVIS,MARY J VERIFIED: JUL 20, 2004@10:59:19
Is the reaction information correct? Yes// N (No)
Mark this reaction as "Entered-in-Error"? YES

COMMENTS:
No existing text
Edit? NO// YES

==[ WRAP ]==[ INSERT ]========< COMMENTS >=======[ <PF1>H=Help ]====
THIS REACTION IS NOT FOR THIS PATIENT, ACCIDENTALLY ENTERED ON
WRONG PATIENT.

< T T T T T T T T T>
OBS/
REACTANT SOURCE VER. MECH. HIST TYPE
I1BUPROFEN SPOUSE NO PHARM HIST DRUG
Reactions: GI REACTION(Source: SPOUSE)
PENICILLIN CHART REVIEW NO ALLERGY OBS DRUG
Reactions: ANAPHYLAXIS(Source: CHART REVIEW)
WALNUTS PATIENT NO UNKNOWN HIST FOOD

Reactions: HIVES(Source: PATIENT)
Enter Causative Agent: WALN
Checking existing PATIENT ALLERGIES (#120.8) file for matches...
<A> F 10-24-1933 XXX-XX-4127 W 110211
WALNUTS
WALNUTS  OK? Yes//  (Yes)
PATIENT: DEMO,ALLERGY CONNIE CAUSATIVE AGENT: WALNUTS

SOURCE OF INFORMATION: PATIENT

ORIGINATOR: NIESEN,MARY ANN ORIGINATED: Apr 27, 2011@09:58

SIGN OFF: YES OBS/HIST: HISTORICAL

EVENT: FOOD INTOLERANCE CODE: 235719002
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ID BAND MARKED: CHART MARKED: Apr 27, 2011@09:59:49

SIGNS/SYMPTOMS: HIVES (Jan 29, 2010) SOURCE: PATIENT

MECHANISM: UNKNOWN
Is the reaction information correct? Yes// N (No)
Mark this reaction as "Entered-in-Error®? NO
Inactivate this reaction? YES
Select reason: ??

Choose from:
NO LONGER ALLERGIC
REACTION 1S TOLERABLE

Select reason: NO LONGER ALLERGIC
Enter another Causative Agent? YES// NO

3.3.2  Active listing of Patient Reactions

This option will give a brief listing of the active (i.e., data that is signed off and not
inactive or 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, IHS chart number, 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,
SNOMED event and code, 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 assessed for reactions, the
body of the report will display a message stating that there is no reaction data on file.

Example:

Select Adverse Reaction Tracking User Menu Option: 2 Active Listing of Patient
Reactions

Select PATIENT: DEMO
1 DEMO,ALLERGY CHARLES <A> M 11-02-1969 XXX-XX-5701 WW 104836
2 DEMO,ALLERGY CONNIE <A> F 10-24-1933 XXX-XX-4127 Ww 110211
3 DEMO,ALLERGY LEANN <A> F 12-04-1946 XXX-XX-9435 WW 150673
4 DEMO,AMILYA PEARL F 06-30-2008 XXX-XX-0821 WW 106735
5 DEMO,AUSTIN WAYNE M ** SENSITIVE ** WW 192640
ENTER *~® TO STOP, OR
CHOOSE 1-5: 2
DEMO,ALLERGY CONNIE <A> F 10-24-1933 XXX-XX-4127 Ww 110211

DEVICE: HOME//  VIRTUAL TERMINAL

ACTIVE ALLERGY/ADVERSE REACTION LISTING
Run Date/Time: 4/27/11 1:43:36 pm
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DEMO,ALLERGY CO 110211 OCT 24,1933 (77)
0OBS/
ADVERSE REACTION VERIFIED HIST
TYPE: DRUG
IBUPROFEN NO HIST

EVENT: DRUG INTOLERANCE
SNOMED CODE: 59037007
Reactions: GI REACTION (Apr 04, 1973)
PENICILLIN NO OBS
EVENT: DRUG ALLERGY
SNOMED CODE: 416098002
Reactions: ANAPHYLAXIS (Jun 23, 2001)
Enter RETURN to continue or "~" to exit:

3.3.3 Edit Chart and ID Band

This option allows sites to update the ID Band marking status. All questions and
displays regarding chart marking have been removed, since the entry of a reaction into
ART is the marking of the chart.

The user may select a patient, and is then shown a list of reactions for that patient
(active and inactive). The user may select one or more reactions. When done
selecting reactions, the system will automatically change these to indicate the ID Band
has been marked.

Example:

Select Adverse Reaction Tracking User Menu Option: 3 Edit Chart and ID Band
Select Patient: demo
1 DEMO,ALLERGY CHARLES <A> M 11-02-1969 XXX-XX-5701 WW 104836
2 DEMO,ALLERGY CONNIE <A> F 10-24-1933 XXX-XX-4127 WW 110211
3 DEMO,ALLERGY LEANN <A> F 12-04-1946 XXX-XX-9435 WW 150673
4 DEMO,AMILYA PEARL F 06-30-2008 XXX-XX-0821 WwW 106735
5 DEMO,AUSTIN WAYNE M ** SENSITIVE ** WW 192640
ENTER *~® TO STOP, OR
CHOOSE 1-5: 2

CHOOSE FROM:
1BUPROFEN
PENICILLIN
WALNUTS (Inactive)

Select CAUSATIVE AGENT: IBUPROF
<A> F 10-24-1933 XXX-XX-4127 Ww 110211
I1BUPROFEN

Select another CAUSATIVE AGENT: PEN
<A> F 10-24-1933 XXX-XX-4127 Ww 110211
PENICILLIN

Select another CAUSATIVE AGENT: WALN
<A> F 10-24-1933 XXX-XX-4127 Ww 110211
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WALNUTS

Select another CAUSATIVE AGENT:
This session you have CHOSEN:
I1BUPROFEN
PENICILLIN
WALNUTS

3.3.4  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 of ID bands marked. 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). This
applies to Inpatients only. When entering a reaction on an Outpatient, the option to
indicate if the ID Band had been marked is not available or displayed.

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, IHS chart number, name of the causative agent, and whether the patient ID
band, chart, or both were unmarked.

Example:

Select Adverse Reaction Tracking User Menu Option: 4 List by Location of Unmark
ed ID Bands/Charts
1 Current Inpatients
2 Outpatients over Date/Time range
3 New Admissions over Date/Time range
4 All of the above
Enter the number(s) for those groups to be used in this report: (1-4):1
Select Location: ?

You may deselect from the list by typing a "-" followed by location name.
E.g- -3E would delete 3E from the list of locations already selected.
You may enter the word ALL to select all appropriate locations.
Answer with HOSPITAL LOCATION NAME, or ABBREVIATION, or TEAM
Do you want the entire HOSPITAL LOCATION List? y (Yes)
Choose from:
I1CU
MEDICALSURGICAL
NEWBORN
OBSTETRICS

Select Location: ICU

Another Location: MEDICALSURGICAL
Another Location: NEWBORN
Another Location: OBSTETRICS
Another Location:

DEVICE: HOME//  VIRTUAL TERMINAL

Apr 27,2011 PATIENTS WITH UNMARKED ID BAND/CHART PAGE 1
CURRENT INPATIENTS
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PATIENT SSN ALLERGY UNMARKED
WARD: ICU
DEMO, TAMMY LYNN 18-73-35 PENICILLIN CHART
AMOXICILLIN CHART
Apr 27,2011 PATIENTS WITH UNMARKED ID BAND/CHART PAGE 2

CURRENT INPATIENTS

PATIENT SSN ALLERGY UNMARKED

WARD: MEDICALSURGICAL

DEMO,LAVELDA WAPSKINEH 10-33-24 MORPH INE CHART
DEMO,DOROTHY ROSE 99-99-99 COTTONSEED OIL CHART
WINE CHART
DEMO, TAMBRA ANNETTE 17-27-79 SULFA CHART
ENALAPRIL CHART
GATIFLOXACIN CHART
Apr 27,2011 PATIENTS WITH UNMARKED ID BAND/CHART PAGE 3

CURRENT INPATIENTS

PATIENT SSN ALLERGY UNMARKED

WARD: NEWBORN
* No Patients for this Ward *

Apr 27,2011 PATIENTS WITH UNMARKED ID BAND/CHART PAGE 4
CURRENT INPATIENTS

PATIENT SSN ALLERGY UNMARKED

WARD: OBSTETRICS
DEMO,CRYSTAL ANN 19-73-28 DOXYCYCLINE CHART

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

Example:

Select Adverse Reaction Tracking User Menu Option: 4 List by Location of Unmark
ed ID Bands/Charts
1 Current Inpatients
2 Outpatients over Date/Time range
3 New Admissions over Date/Time range
4 All of the above
Enter the number(s) for those groups to be used in this report: (1-4):1
Select Location: ALL
Do you mean ALL Locations? Yes//  (Yes)
Another Location:
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3.3.5

Patient Allergies Not Signed Off

This option prints allergy/adverse reactions for patients who have not been signed off
(completed) by the user entering the 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 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 IHS chart number, the causative agent, and the
date/time the entry was made.

Example:

Select Adverse Reaction Tracking User Menu Option: 5 Patient Allergies Not Sign

ed OffF

DEVICE: HOME//  VIRTUAL TERMINAL

ALLERGY/ADVERSE REACTIONS TO BE SIGNED OFF
Run Date/Time: 4/27/11 2:08:19 pm

ORIGINATOR PATIENT ALLERGY ORIGINATION DATE/TIME

ADAIR,PETER DEMO,BABY(99-99-95)  PENICILLIN DEC 15, 2009@14:00

BARREL ,SCOT A DEMO,DANIEL(13-34-45) 10D JAN 14, 2004@09:53

BARREL ,SCOT A DEMO,JUDY LY(13-80-30) PENICILLIN  MAR 24, 2004@10:15

BOWTIE,JEFF W DEMO,SARA(11-05-92) CLARITIN D JUL 13, 2004@17:16

BOWTIE,JEFF W DEMO,SARA(11-05-92) UNKNOWN JUL 13, 2004@17:17

BOWTIE,JEFF W DEMO,MARTA (11-06-54) SULFA JUL 13, 2004@17:24

BOWTIE,JEFF W DEMO,ANNA JA(11-06-90) PENICILLIN  JUL 13, 2004@17:32

BOWTIE,JEFF W DEMO,KELSIE(11-07-01) CODEINE JUL 13, 2004@17:38

BOWTIE,JEFF W DEMO,CAITLI (11-10-56) CECLOR JUL 13, 2004@18:29

BOWTIE,JEFF W DEMO,JORDAN (11-11-22) CODEINE JUL 13, 2004@18:39

BOWTIE,JEFF W DEMO,CHRYST(11-19-16) IBUPROFEN  JUL 13, 2004@19:54

BOWTIE,JEFF W DEMO,ALBE(11-62-28) CODEINE JUL 13, 2004@20:07

BOWTIE,JEFF W DEMO,ROBERT (11-67-78) NONE JUL 13, 2004@20:53

BOWTIE,JEFF W DEMO,TIERRA(11-68-30) ERTYTHROMYCIN JUL 13, 2004@20:57

BOWTIE,JEFF W DEMO,BYRON G(11-69-67) VISTERIL JUL 13, 2004@21:23

3.3.6  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 reactions. 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, IHS chart number, and provider. The room-bed will appear for current
inpatients.
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NOTE: This report will show patients as not having received an assessment if the
assessment was entered after the end date of the range. For this reason, it is
recommended to end the range with today. This can be done with an entry of
“T” (for “Today”) and the “Enter END Date (time optional): T//” prompt.

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

If the user selects a ward/clinic location where no patients meet the report’s criteria
(i.e., all patients were asked about allergies), then an appropriate message will appear
(No patients for this Ward).

Example:

Select Adverse Reaction Tracking User Menu Option: 6 List by Location of
Undocumented Allergies
1 Current Inpatients
2 Outpatients over Date/Time range
3 New Admissions over Date/Time range
4 All of the above
Enter the number(s) for those groups to be used in this report: (1-4):4
Enter date/time range in which patients were
admitted into the hospital or seen at an outpatient clinic.

Please note! This report will show patients as not having received an
assessment if the assessment was entered after the end date of
the range. For this reason, it is recommended to end the range
with today. This can be done with an entry of "T" (for Today) at
the "Enter END Date (time optional): T//" prompt.

Enter START Date (time optional): -90 (JAN 27, 2011)
Enter END Date (time optional): T//  (APR 27, 2011)
Select Location: ALL

Do you mean ALL Locations? Yes//  (Yes)

Another Location:

QUEUE TO PRINT ON
DEVICE: Home VIRTUAL TERMINAL [YOU CAN NOT SELECT A VIRTUAL TERMINAL]

Previously, you have selected queueing.
Do you STILL want your output QUEUED? Yes// N (No)
DEVICE: Home VIRTUAL TERMINAL

Apr 27,2011 PATIENTS NOT ASKED ABOUT ALLERGIES PAGE 1
CURRENT INPATIENTS / OUTPATIENTS / NEW ADMISSIONS
FROM Jan 27,2011 TO Apr 27,2011@24:00

PATIENT SSN

CLINIC: MED CLINIC
* No Patients for this Clinic *

Apr 27,2011 PATIENTS NOT ASKED ABOUT ALLERGIES PAGE 2
CURRENT INPATIENTS / OUTPATIENTS / NEW ADMISSIONS
FROM Jan 27,2011 TO Apr 27,2011@24:00
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PATIENT SSN PROV I DER
WARD: ICU

DEMO,ALICIA LOUISE 160758 ASHLY ,BARBARA A
Room/Bed: 3011-1

DEMO,LOIS JEANNETTE 180836 JOE , HOWARD

DEMO,ADRIAN 212735 SMITH,GRETA LOUISE
Room/Bed: 3012-1

ROADKILL ,BUBBIT 253614 DEMO, DOCTOR

3.3.7 Print Patient Reaction Data

This option will allow the user to produce 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, IHS Chart number, date of birth, and age. The body of the report
contains the status of the reaction, its type, the name of the causative agent, any drug
ingredients, any VA drug classes, the source of the data, the name of the person who
entered 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,
the SNOMED Event and code, whether the patient ID band or chart is marked, a list of
signs/symptoms, the mechanism, and additional comments made by the originator.
For Inactive reactions it will also contain the inactive date, reason, and person who
inactivated. A line of dots appears in the body of the report between the various
reaction entries.

Example:

Select Adverse Reaction Tracking User Menu Option: 7 Print Patient Reaction Data

Select PATIENT: DEMO
1 DEMO,ALLERGY CHARLES <A> M 11-02-1969 XXX-XX-5701 WW 104836
2 DEMO,ALLERGY CONNIE <A> F 10-24-1933 XXX-XX-4127 Ww 110211
3 DEMO,ALLERGY LEANN <A> F 12-04-1946 XXX-XX-9435 WW 150673

4 DEMO,AMILYA PEARL F 06-30-2008 XXX-XX-0821 WwW 106735

5 DEMO,AUSTIN WAYNE M ** SENSITIVE ** WW 192640
ENTER *A® TO STOP, OR
CHOOSE 1-5: 2

DEMO,ALLERGY CONNIE <A> F 10-24-1933 XXX-XX-4127 Ww 110211
Select 1:DRUG, 2:FOOD, 3:0THER

Type of allergy: (1-3): 1-3
Select 1:ACTIVE, 2:ENTERED IN ERROR, 3:INACTIVE
Which would you like to see?: (1-3): 1-3
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DEVICE: HOME//  VIRTUAL TERMINAL

ALLERGY/ADVERSE REACTION REPORTS
Run Date/Time: 4/27/11 2:16:22 pm
DEMO,ALLERGY CO 110211 OCT 24,1933 (77)

AGENT: I1BUPROFEN
INGREDIENTS: IBUPROFEN VA DRUG CLASSES: NONSALICYLATE NSAIs,A

SOURCE OF INFORMATION: SPOUSE
ORIGINATOR: NIESEN,MARY ANN  ORIGINATED: Apr 27, 2011@07:37

SIGN OFF: YES OBS/HIST: HISTORICAL

EVENT: DRUG INTOLERANCE CODE: 59037007
ORIGINATOR

COMMENTS:

Date: Apr 27, 2011@07:38:44 User: NIESEN,MARY ANN
Title: PHARMACIST

SPOUSE STATES PATIENT HAS SEVERE STOMACH UPSET AND AVOIDS

ALL NSAIDS
ID BAND MARKED: CHART MARKED: Apr 27, 2011@14:07:39
SIGNS/SYMPTOMS: GI REACTION (Apr 04, 1973) SOURCE: SPOUSE

MECHANISM: PHARMACOLOGIC

AGENT: PENICILLIN
INGREDIENTS: PENICILLIN VA DRUG CLASSES: (INACTIVE) PENICILLIN
PENICILLINS,AMINO DER

SOURCE OF INFORMATION: CHART REVIEW
ORIGINATOR: NIESEN,MARY ANN ORIGINATED: Apr 27, 2011@07:39

SIGN OFF: YES OBS/HIST: OBSERVED
EVENT: DRUG ALLERGY CODE: 416098002
SEVERITY: SEVERE OBS D/T: Jun 23, 2001
ORIGINATOR

COMMENTS:

Date: Apr 27, 2011@07:40:11 User: NIESEN,MARY ANN
Title: PHARMACIST
REACTION WAS SEEN AND TREATED IN THE ER BUT NOT ADDED TO
ADVERSE REACTIONS
ID BAND MARKED: CHART MARKED: Apr 27, 2011@14:07:39
SIGNS/SYMPTOMS: ANAPHYLAXIS (Jun 23, 2001) SOURCE: CHART REVIEW

MECHANISM: ALLERGY

STATUS: E/E

User Manual Package Operation
June 2011

43



Adverse Reaction Tracking (GMRA)

Version 4.0 Patch 1001

AGENT :
INGREDIENTS:

ORIGINATOR:
SIGN OFF:

ID BAND MARKED:

MECHANISM:

VERIFIER:

USER ENTERING

BEN-GAY
VA DRUG CLASSES:
DAVIS,MARY J ORIGINATED:
YES OBS/HIST:
CHART MARKED:

UNKNOWN
DAVIS,MARY J VERIFIED:

D/T ENTERED

IN ERROR: NIESEN,MARY ANN IN ERROR:
ENTERED IN ERROR
COMMENTS:
Date: Apr 27, 2011@12:00:44 User:
Title:

Jul 15, 2004@09:00
HISTORICAL

Jul 15, 2004@09:00:32

JUL 20, 2004@10:59:19

APR 27, 2011@12:00:44

NIESEN,MARY ANN
PHARMACIST

THIS REACTION IS NOT FOR THIS PATIENT, ACCIDENTALLY
ENTERED ON WRONG PATIENT.

STATUS:

AGENT :

SOURCE OF

ORIGINATOR:
SIGN OFF:

EVENT: FOOD

ID BAND MARKED:

INACTIVE

WALNUTS

INFORMATION: PATIENT
NIESEN,MARY ANN ORIGINATED:
YES OBS/HIST:
INTOLERANCE

CHART MARKED:

INACTIVE: APR 27, 2011@12:01:50

REASON: NO LONGER ALLERGIC

SIGNS/SYMPTOMS :

MECHANISM:

HIVES (Jan 29, 2010)

UNKNOWN

Apr 27, 2011@09:58
HISTORICAL

CODE: 235719002

Apr 27, 2011@14:07:39

BY: NIESEN,MARY ANN

SOURCE: PATIENT

Enter RETURN to continue or

LN

to exit:

3.3.8

Online Reference Card

This option provides a very brief overview of entering patient reaction data. Users
may navigate through the document using the up and down arrows on the keyboard:
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3.4

3.4.1

mim

Users may exit the online reference using the F1 key quickly followed by the E key:

= OnScreen Keyboard - Jla

fle EKeyboard Zettings Help

!
7.8 9
AlsiDlFlalHIJKIL 45 6"
ZIxlclviBsINIMl <> 11213
& 0 =™

Adverse Reaction Tracking Clinician Menu (GMRA
CLINICIAN MENU)

This menu is assigned to all clinicians of Adverse Reaction Tracking who are not
verifiers or Application Coordinators. The options on this menu allow users 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 1D band.

This menu should only be given to the clinicians of ART. This menu contains the
following options:

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

Edit Chart and 1D Band

Online Reference Card
Reactivate Reaction/Allergy
Unable to assess allergies

Nook~whPE

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, the source of the
information, whether the reaction was observed during the patient’s stay/visit at the
facility, any signs/symptoms associated with the reaction and the source, the date and
time the sign/symptom occurred, the SNOMED event type, any appropriate comments
concerning the entry, and whether the patient’s ID Band/Chart is marked for the
reaction.
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Selecting a Patient: The user may select a patient by name or portion of name (last
name,first name; a comma must follow the last name and no space after the comma),
IHS chart number (e.g.12345), date of birth (e.g., 01-22-66 or 01/22/66 or Jan
22,1966), ward location (e.g., PEDIATRICS), or Room-Bed (e.g., 101-2).

Assessing the Patient: If the selected patient does not have any allergies/adverse
reactions stored in the ART database, the user is asked “Does this patient have any
known allergies or adverse reactions?”. A Yes response will allow the user to make an
entry. A No response will mark the patient as “No Known Allergies” and return to the
patient prompt. If the ART database contains allergy/adverse reaction information
about the patient, the software will not ask the 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 (drug, food, other, or a combination), any
signs/symptoms and the source, the mechanism (allergy or pharmacologic), whether it
was observed or historical, and whether or not it was verified.

It is now possible to delete an assessment of “No Known Allergies” or NKA from
within the ART package. When a patient is selected that has no active allergies in file,
the question will be presented in one of two ways. If there has been no assessment,
there is no default answer. If the patient has been assessed as “No Known Allergies”,
the default will be NO. In the case where the default answer is NO (meaning the
patient is NKA), the user may enter “@” (the *“at” sign) to indicate the assessment
should be deleted and the patient should be returned to the “not assessed” state. This
would be used in those rare cases where an assessment is erroneously assigned to the
wrong patient.

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 will have the
opportunity to edit the data concerning that entry.

2. If the response is not part of that patient’s entry or the user does not want to edit
and 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,

b. NATIONAL DRUG (50.6) — this file contains the names of available drug
products including trade names and manufacturer,

c. NATIONAL DRUG, Trade Names (50.67) — this file contains the trade names
for the NATIONAL DRUG file

d. DRUG INGREDIENTS (50.416) - this file contains the names of individual
generic drugs and other agents that are components of various drug products,
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3.

e. VA DRUG CLASS (50.605) — this file contains the names of the various drug
classes.

If the reactant is not found after steps 1 and 2, then the user is asked “Would you

like to send an email requesting (the reactant) be added as a causative agent?” If

the answer is NO, the user will be returned to the reactant lookup; if the answer is
YES, the user will see the message

“You may now add any comments you may have to the message that is going
to be sent with the request to add this reactant. You may add things like
signs/symptoms, observed or historical, etc., that may be useful to the
reviewer.

Enter RETURN to continue or “/” to exit:”

If enter is pressed, the user is allowed to enter comments, and when the comments
are saved, the user will see the message

“Message sent — NOTE: This reactant was NOT added for this patient.
Enter another Causative Agent? YES//”

If the answer is YES, the user is returned to the reactant lookup prompt; if the
answer is NOE, the user is returned to the patient lookup prompt. A mailman
message is generated to the user making the request and to the Mail Group GMRA
REQUEST NEW REACTANT, containing the comment entered, the user name
and contact information, patient, and the reactant.

Source: The user is able to select the source of the reactant information.
Available choices are Chart Review, External Source, Family, Friend, Medical
Provider, Other Source, Patient, or Spouse.

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.

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 person 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 they hold the GMRA-ALLERGY VERIFY key.
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Signs/Symptoms: The user may choose to assign one or more signs/symptoms to
the reaction. The site should have a “top 10” list of symptoms and the option to
choose one not on the main list. The Signs/Symptoms file is no longer editable
locally, and the user is no longer allowed to enter a free text sign/symptom. Once
a sign/symptom has been chosen, the user may enter the date the sign/symptom
occurred, and the source of the information about the sign/symptom. The time of
day may be entered, but it is optional.

SNOMED Event Code: The user is prompted to choose a SNOMED Event code.
This event code along with the Type (Nature of Reaction) will be used to map to
the old Mechanism; neither Type nor Mechanism will be user selectable. The
table below shows the Event Codes available, and the Mechanism and Type
(Nature of Reaction) they are mapped to.

The Mechanism is the way the reaction is mediated. The options are Allergy,
Pharmacologic, or Unknown. An allergic reaction occurs because the patient is
sensitive to a causative agent due to an immune-mediated response. A
pharmacologic (non-allergic) reaction occurs when the patient is sensitive to a drug
or drug ingredient due to a non-immune mediated response. Unknown is used for
non-medication reactions or when the user is unsure of the mechanism. NOTE:
Allergies are a subset of the world of adverse reactions. All allergies are adverse
reactions, but not all adverse reactions are allergies.

The Type (Nature of Reaction) is what type of substance causes the reaction. The
options are Food, Drug, Other, or combinations of the three types. These are set in
the GMR ALLERGIES file or other files used to link to the causative agent. These
are no longer editable by the user.

SNOMED Event Type (Nature of Reaction) Mechanism
Allergy to Substance Other Unknown
Drug, Food
Drug, Other
Food, Other
Drug Allergy Drug Allergy
Drug Intolerance Drug Pharmacologic
Food Allergy Food Allergy
Food Intolerance Food Unknown
Propensity to Adverse Other Unknown
Reactions Drug, Food
Drug, Other
Food, Other
Propensity to Adverse Other Unknown
Reaction to Substance
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SNOMED Event Type (Nature of Reaction) Mechanism

Propensity to Adverse Drug Pharmacologic
Reaction to Drug

Propensity to Adverse Food Unknown
Reaction to Food

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 for reactions designated as observed.
If the entry is being edited and any existing comments exist for this causative
agent, the software will display those comments and their author (the originator of
the entry, a verifier, or a person who marked the entry as entered in error). This is
only true for OBSERVED type reactions. Comments entered for reactions
designated as historical are optional. NOTE: sites are strongly encouraged to
enter comments for reactions marked entered in error for auditing purposes.

FDA Data: When they type of 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 they hold
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 sites 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 GMRA-ALLERGY
VERIFY key, 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.

Signing off on an Entry: Signing off (i.e. answering YES to “Is this 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.
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Previous versions of the software allowed users to leave entries in a “not signed
off” state. Although not complete, the allergy became part of the patient’s record,
even though the user was told it would not be. Depending on how the entry was
made, an alert might not be sent indicating that the entry needed to be signed off.
Ultimately, an unfinished entry might never be finished, but still appear in the
patient’s record.

A change has been made so that no new entry can be left in a “not signed off”
state. Upon entering a new reaction, if the user enters an “*” at any point during
the data gathering process, the entry will be deleted. Upon completing the new
entry, the user will be asked if the entry is okay. If the answer is NO, the user will
be given the opportunity to edit or delete the entry. The entry must then be deleted
or accepted before exiting the process. As a result, no new entries will be allowed
to be in an unsigned state.

NOTE: sites should run the “Patient Allergies Not Signed Off” option to identify
all existing entries that have not yet been completed. Each entry should be
reviewed and marked as entered in error or completed by entering the required
information. Once these entries are cleaned up, then no unsigned entries should
appear in the patient’s record. The user is not required to update these entries as
data may not be available, but the user should review them and take action if
possible. The post-installation routine will also list any reactions that are
observed, have been signed off, but are missing either an observed date or a
sign/symptom. These entries should also be reviewed and updated if possible.

Example:

Select Adverse Reaction Tracking Clinician Menu Option: 1 Enter/Edit Patient Re

Select PATIENT NAME: DEMO
1 DEMO,ALLERGY CHARLES <A> M 11-02-1969 XXX-XX-5701 WW 104836
2 DEMO,ALLERGY CONNIE <A> F 10-24-1933 XXX-XX-4127 Ww 110211

3 DEMO,ALLERGY LEANN <A> F 12-04-1946 XXX-XX-9435 WW 150673
4 DEMO,AMILYA PEARL F 06-30-2008 XXX-XX-0821 WWw 106735
5 DEMO,AUSTIN WAYNE M ** SENSITIVE ** WW 192640

ENTER *~® TO STOP, OR
CHOOSE 1-5: 2

OBS/
REACTANT SOURCE VER. MECH . HIST TYPE
BEN-GAY YES UNKNOWN HIST DRUG

Enter Causative Agent: IBUPROFEN

Checking existing PATIENT ALLERGIES (#120.8) file for matches...

Now checking GMR ALLERGIES (#120.82) file for matches...
IBUPROFEN  OK? Yes// N (No)

Now checking the National Drug File - Generic Names (#50.6)
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1 IBUPROFEN

2 I1BUPROFEN/PSEUDOEPHEDRINE
CHOOSE 1-2: 1 IBUPROFEN

IBUPROFEN  OK? Yes//  (Yes)

SOURCE: ?
Only allow items designates as a source of information
Answer with BEH ALLERGY VALUES NAME
Do you want the entire BEH ALLERGY VALUES List? Y (Yes)

Choose from:
CHART REVIEW
EXTERNAL SOURCE
FAMILY
FRIEND
MEDICAL PROVIDER
OTHER SOURCE
PATIENT
SPOUSE

No signs/symptoms have been specified. Please add some now.

The following are the top ten most common signs/symptoms:

1. ANXIETY 7. HIVES

2. ITCHING 8. DYSPEPSIA

3. SWELLING (NON-SPECIFIC) 9. ANAPHYLAXIS

4. DROWSINESS 10. RASH

5. NAUSEA,VOMITING 11. OTHER SIGN/SYMPTOM

6. DIARRHEA

Enter from the list above : 11

Select SIGN/SYMPTOMS NAME: Gl REACTION NATIONAL SIGN/SYMPTOM

Select SIGN/SYMPTOMS NAME:

Date(Time Optional) of appearance of Sign/Symptom(s): 4-4-1973 (APR 04, 1973)

Select source: ?

Answer with BEH ALLERGY VALUES NAME

Do you want the entire BEH ALLERGY VALUES List? Y (Yes)

Choose from:
CHART REVIEW
EXTERNAL SOURCE
FAMILY
FRIEND
MEDICAL PROVIDER
OTHER SOURCE
PATIENT
SPOUSE

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

Signs/Symptoms Date Observed

1 GI REACTION Apr 04, 1973

Select Action (A)DD, (D)ELETE OR <RET>:
SNOMED EVENT: ??

Choose from:

ALLERGY TO SUBSTANCE
DRUG ALLERGY

DRUG INTOLERANCE
FOOD ALLERGY

FOOD INTOLERANCE
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PROPENSITY TO ADVERSE REACTIONS

PROPENSITY TO ADVERSE REACTIONS TO DRUG
PROPENSITY TO ADVERSE REACTIONS TO FOOD
PROPENSITY TO ADVERSE REACTIONS TO SUBSTANCE

COMMENTS:
No existing text

Currently you have verifier access.
Would you like to verify this Causative Agent now? Yes// N (No)

OBS/
REACTANT SOURCE VER. MECH . HIST TYPE
BEN-GAY YES UNKNOWN HIST DRUG
I1BUPROFEN SPOUSE NO PHARM HIST DRUG

Reactions: GI REACTION(Source: SPOUSE)
Enter Causative Agent: PENICILLIN
Checking existing PATIENT ALLERGIES (#120.8) file for matches...
Now checking GMR ALLERGIES (#120.82) file for matches...

PENICILLIN OK? Yes//  (Yes)
(O)bserved or (H)istorical Allergy/Adverse Reaction: O OBSERVED
Select date reaction was OBSERVED (Time Optional): 6-23-2001 (JUN 23, 2001)
JUN 23, 2001 (JUN 23, 2001)

Are you adding "JUN 23, 2001" as

No signs/symptoms have been specified. Please add some now.

The following are the top ten most common signs/symptoms:

1. ANXIETY 7. HIVES

2. ITCHING 8. DYSPEPSIA

3. SWELLING (NON-SPECIFIC) 9. ANAPHYLAXIS

4. DROWSINESS 10. RASH

5. NAUSEA,VOMITING 11. OTHER SIGN/SYMPTOM
6. DIARRHEA

Enter from the list above : 9

Date(Time Optional) of appearance of Sign/Symptom(s): Jun 23, 2001// (JUN 23, 2
001)

The following is the list of reported signs/symptoms for this reaction:
Signs/Symptoms Date Observed

1 AweHLAIS Jun 23, 2001

Select Action (A)DD, (D)ELETE OR <RET>:

COMMENTS:
No existing text

Complete the observed reaction report? Yes// (Yes)
DATE/TIME OF EVENT: JUN 23,2001//

OBSERVER: DEMO,DOCTOR

SEVERITY: ?

MILD - Requires minimal therapeutic intervention such as
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discontinuation of drug(s)-

MODERATE - Requires active treatment of adverse reaction, or
further testing or evaluation to assess
extent of non-serious outcome (see SEVERE for
definition of serious).

SEVERE - Includes any serious outcome, resulting in life or organ
threatening situation or death, significant or permanent
disability, requiring intervention to prevent permanent
impairment or damage, or requiring/prolonging
hospitalization.

Choose from:

1 MILD
2 MODERATE
3 SEVERE

SEVERITY: SEV SEVERE

DATE MD NOTIFIED: Jun 23,2001// (JUN 23, 2001)
Complete the FDA data? Yes//  (Yes)

Indicate which FDA Report Sections to be completed:

1. Reaction Information

2. Suspect Drug(s) Information

3. Concomitant Drugs and History

4. Initial Reporter

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

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

Signs/Symptoms

1 ANAPHYLAXIS
Select Action (A)DD, (D)ELETE OR <RET>:

Patient died?: N NO

Reaction treated with RX drug?: Y YES

Life Threatening illness?: Y YES

Required hospitalization?: N NO

Prolonged Hospitalization?: N NO

Resulted in permanent disability?: N NO

Is this event a Congenital Anomaly?: N NO

Did this event require intervention to prevent impairment/damage?: YES

THIS PATIENT HAS NO LAB TEST ON FILE FOR THIS ADVERSE REACTION REPORT
Select Action (A/D/E): ?

ENTER A TO ADD NEW LAB DATA, D TO DELETE LAB DATA OR
E TO EDIT LAB DATA ON FILE FOR THIS PATIENT

Select one of the following:

A ADD
D DELETE
E EDIT

Select Action (A/D/E):
This patient has the following Drugs selected:

PENICILLIN
Select Action (A/D/E):

THIS PATIENT HAS NO CONCOMITANT DRUGS ON FILE
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Select Action (A/D/E):

OTHER RELATED HISTORY:
No existing text

REPORTER NAME: PHARMACIST,PHARMACIST Replace
REPORTER ADDRESS1: DEMO INDIAN MEDICAL CENTER
REPORTER ADDRESS2: 100 S. MAIN//

REPORTER ADDRESS3:

REPORTER CITY: ANYTOWN//

REPORTER STATE: OKLAHOMA//

REPORTER ZIP: 74464//

REPORTER PHONE: 555-123-4567//

IS REPORTER A HEALTH CARE PROVIDER?: Y YES
Do you want the identity disclosed to the manufacturer?: N NO
OCCUPATION: PHARMACIST//

Currently you have verifier access.
Would you like to verify this Causative Agent now? Yes// N (No)

Causative Agent Data edited this Session:
ADVERSE REACTION

1) [1BUPROFEN

Obs/Hist: HISTORICAL
Signs/Symptoms: GI REACTION (4/4/73)

ORIGINATOR
COMMENTS:
Date: Apr 27, 2011@07:38:44 User: NIESEN,MARY ANN
Title: PHARMACIST
SPOUSE STATES PATIENT HAS SEVERE STOMACH UPSET AND AVOIDS
ALL NSAIDS

2) PENICILLIN

Obs/Hist: OBSERVED
Obs d/t: Jun 23, 2001
Signs/Symptoms: ANAPHYLAXIS (6/23/01)

ORIGINATOR
COMMENTS:
Date: Apr 27, 2011@07:40:11 User: NIESEN,MARY ANN
Title: PHARMACIST
REACTION WAS SEEN AND TREATED IN THE ER BUT NOT ADDED TO
ADVERSE REACTIONS

Are ALL these correct? NO// YES
This session you have CHOSEN:
I1BUPROFEN
PENICILLIN
Select Adverse Reaction Tracking User Menu Option: 1 Enter/Edit Patient Reactio

Select PATIENT NAME: demo

1 DEMO,ALLERGY CHARLES <A> M 11-02-1969 XXX-XX-5701 WW 104836

2 DEMO,ALLERGY CONNIE  <A> F 10-24-1933 XXX-XX-4127 WW 110211

3 DEMO,ALLERGY LEA <A> F 12-04-1946 XXX-XX-9435 WW 150673

4 DEMO,AMILYA PEARL F 06-30-2008 XXX-XX-0821 WwW 106735

5 DEMO,AUSTIN WAYNE M ** SENSITIVE ** WW 192640
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ENTER *~® TO STOP, OR
CHOOSE 1-5: 1

OBS/
REACTANT SOURCE VER. MECH. HIST TYPE
AMOXICILLIN PATIENT NO ALLERGY HIST DRUG
WALNUTS NO UNKNOWN HIST FOOD
Reactions: Gl REACTION(Source: )
BEE STINGS AUTO UNKNOWN HIST OTHER

Enter Causative Agent: SPONGEBOB

Checking existing PATIENT ALLERGIES (#120.8) file for matches...

Now checking GMR ALLERGIES (#120.82) file for matches...

Now checking the National Drug File - Generic Names (#50.6)

Now checking the National Drug File - Trade Names (#50.67)

Now checking the INGREDIENTS (#50.416) file for matches...

Now checking VA DRUG CLASS (50.605) file for matches...

Could not find SPONGEBOB in any Tfiles.

Before sending an email requesting the addition of a new reactant, please
try entering the first 3 or 4 letters of the reactant to search for

the desired entry.

Would you like to send an email requesting SPONGEBOB

be added as a causative agent?

Send email? NO// YES

You may now add any comments you may have to the message that

is going to be sent with the request to add this reactant.

You may want to add things like sign/symptoms, observed or historical, etc

that may be useful to the reviewer.

Enter RETURN to continue or "~ to exit:

::[ WRAP ]::[ INSERT ] < > [ <PF1>H:He|p ]::::
THIS PATIENT REPORTS A VIOLENT REACTION TO WATCING SPONGEBOB.

User Manual Package Operation
June 2011

55



Adverse Reaction Tracking (GMRA) Version 4.0 Patch 1001

< T T T T T T T T >

Message sent - NOTE: This reactant was NOT added for this patient.
Enter another Causative Agent? YES// NO

Mark a Reaction Entered in Error/Inactivate a reaction: A user may mark a
reaction as entered in error. “Entered in Error” should only be used if the
information is truly in error on the patient (i.e., entered on the wrong patient or
using the wrong causative agent). Inactivation should be used for previous
reactions that are no longer an issue for the patient (i.e., ibuprofen caused a Gl
upset reaction but the patient has found a variety of ibuprofen that is tolerable and
now takes it routinely).

The user may select a patient, and a listing of the existing reaction entries will be
shown. The user may select a reaction, and at the prompt “Is the reaction
information correct?”, select NO. The user will then see the prompt “Mark this
reaction as ‘Entered-in-Error’?” and may answer YES to make the reaction entered
in error. Answering this question NO will bring the user to a second prompt
“Inactivate this reaction?” Answer YES to make the reaction inactive. The user
will be required to enter an inactivation reason. Options are NO LONGER
ALLERGIC or REACTION IS TOLERABLE.

Example:

Select Adverse Reaction Tracking Option: 2 Adverse Reaction Tracking User Menu

Enter/Edit Patient Reaction Data

Active Listing of Patient Reactions

Edit Chart and 1D 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

O~NOOUIRWNE

Select Adverse Reaction Tracking User Menu Option: 1 Enter/Edit Patient Reactio
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Select PATIENT NAME: DEMO
1 DEMO,ALLERGY CHARLES <A> M 11-02-1969 XXX-XX-5701 WW 104836
2 DEMO,ALLERGY CONNIE <A> F 10-24-1933 XXX-XX-4127 Ww 110211
3 DEMO,ALLERGY LEANN <A> F 12-04-1946 XXX-XX-9435 WW 150673
4 DEMO,AMILYA PEARL F 06-30-2008 XXX-XX-0821 WW 106735
5 DEMO,AUSTIN WAYNE M ** SENSITIVE ** WW 192640
ENTER *~® TO STOP, OR
CHOOSE 1-5: 2

OBS/
REACTANT SOURCE VER. MECH. HIST TYPE
BEN-GAY YES UNKNOWN HIST DRUG
I1BUPROFEN SPOUSE NO PHARM HIST DRUG
Reactions: GI REACTION(Source: SPOUSE)
PENICILLIN CHART REVIEW NO ALLERGY OBS DRUG
Reactions: ANAPHYLAXIS(Source: CHART REVIEW)
WALNUTS PATIENT NO UNKNOWN HIST FOOD

Reactions: HIVES(Source: PATIENT)
Enter Causative Agent: BEN
Checking existing PATIENT ALLERGIES (#120.8) file for matches...
<A> F 10-24-1933 XXX-XX-4127 WW 110211
BEN-GAY
BEN-GAY  OK? Yes//  (Yes)

PATIENT: DEMO,ALLERGY CONNIE CAUSATIVE AGENT: BEN-GAY

INGREDIENTS: VA DRUG CLASSES:

ORIGINATOR: DAVIS,MARY J ORIGINATED: Jul 15, 2004@09:00
SIGN OFF: YES OBS/HIST: HISTORICAL

ID BAND MARKED: CHART MARKED: Jul 15, 2004@09:00:32

MECHANISM: UNKNOWN

VERIFIER: DAVIS,MARY J VERIFIED: JUL 20, 2004@10:59:19
Is the reaction information correct? Yes// N (No)
Mark this reaction as "Entered-in-Error"? YES

COMMENTS:
No existing text
Edit? NO// YES

==[ WRAP ]==[ INSERT ]========< COMMENTS >=======[ <PF1>H=Help ]====
THIS REACTION IS NOT FOR THIS PATIENT, ACCIDENTALLY ENTERED ON
WRONG PATIENT.
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< T T T T T T T T T>
OBS/
REACTANT SOURCE VER. MECH. HIST TYPE
I1BUPROFEN SPOUSE NO PHARM HIST DRUG
Reactions: GI REACTION(Source: SPOUSE)
PENICILLIN CHART REVIEW NO ALLERGY OBS DRUG
Reactions: ANAPHYLAXIS(Source: CHART REVIEW)
WALNUTS PATIENT NO UNKNOWN HIST FOOD

Reactions: HIVES(Source: PATIENT)
Enter Causative Agent: WALN
Checking existing PATIENT ALLERGIES (#120.8) file for matches...
<A> F 10-24-1933 XXX-XX-4127 W 110211
WALNUTS
WALNUTS  OK? Yes//  (Yes)
PATIENT: DEMO,ALLERGY CONNIE CAUSATIVE AGENT: WALNUTS

SOURCE OF INFORMATION: PATIENT

ORIGINATOR: NIESEN,MARY ANN ORIGINATED: Apr 27, 2011@09:58
SIGN OFF: YES OBS/HIST: HISTORICAL
EVENT: FOOD INTOLERANCE CODE: 235719002

ID BAND MARKED: CHART MARKED: Apr 27, 2011@09:59:49

SIGNS/SYMPTOMS: HIVES (Jan 29, 2010) SOURCE: PATIENT

MECHANISM: UNKNOWN
Is the reaction information correct? Yes// N (No)
Mark this reaction as "Entered-in-Error®? NO
Inactivate this reaction? YES
Select reason: ??

Choose from:
NO LONGER ALLERGIC
REACTION 1S TOLERABLE

Select reason: NO LONGER ALLERGIC
Enter another Causative Agent? YES// NO
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3.4.2

3421

FDA Enter/Edit Menu ...

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 allow users to
enter and edit the FDA data.

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

Enter/Edit FDA Report Data

This option allows users to enter and edit FDA-related data concerning and 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 give, 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 refill 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 (e.g., Initial).

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

Example:

1
2

Enter/Edit FDA Report Data
Enter/Edit P&T Committee Data

Select FDA Enter/Edit Menu Option: 1 Enter/Edit FDA Report Data

Select PATIENT NAME: DEMO
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1 DEMO,ALLERGY CHARLES <A> M 11-02-1969 XXX-XX-5701 WW 104836
2 DEMO,ALLERGY CONNIE <A> F 10-24-1933 XXX-XX-4127 Ww 110211
3 DEMO,ALLERGY LEANN <A> F 12-04-1946 XXX-XX-9435 WW 150673
4 DEMO,AMILYA PEARL F 06-30-2008 XXX-XX-0821 WW 106735

5 DEMO,AUSTIN WAYNE M ** SENSITIVE ** WW 192640

ENTER *~® TO STOP, OR
CHOOSE 1-5: 2

DEMO,ALLERGY CONNIE <A> F 10-24-1933 XXX-XX-4127 WW 110211
Select CAUSATIVE AGENT: 2?7

CHOOSE FROM:
I1BUPROFEN
PENICILLIN

Select CAUSATIVE AGENT: PENICIL
<A> F 10-24-1933 XXX-XX-4127 Ww 110211
PENICILLIN
Select date reaction was OBSERVED (Time Optional): ??

Choose from:
JUN 23, 2001

Select date reaction was OBSERVED (Time Optional): 6/23/2001 (JUN 23, 2001)
...0K? Yes// (Yes)

Indicate which FDA Report Sections to be completed:

1. Reaction Information

2. Suspect Drug(s) Information

3. Concomitant Drugs and History

4. Manufacturer Information

5. Initial Reporter

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

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

Signs/Symptoms

1 ANAPHYLAXIS
Select Action (A)DD, (D)ELETE OR <RET>:

Patient died?: NO//

Reaction treated with RX drug?: YES//

Life Threatening illness?: YES//

Required hospitalization?: NO//

Prolonged Hospitalization?: NO//

Resulted in permanent disability?: NO//

Is this event a Congenital Anomaly?: NO//

Did this event require intervention to prevent impairment/damage?: YES
//

THIS PATIENT HAS NO LAB TEST ON FILE FOR THIS ADVERSE REACTION REPORT
Select Action (A/D/E):

This patient has the following Drugs selected:

PENICILLIN
Select Action (A/D/E):

THIS PATIENT HAS NO CONCOMITANT DRUGS ON FILE
Select Action (A/D/E):
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OTHER RELATED HISTORY:
No existing text
Edit? NO//

MANUFACTURER NAME: LEDERLE

1 LEDERLE LABS

2 LEDERLE PARENTE

3 LEDERLE PIPCILL
CHOOSE 1-3: 1 LEDERLE LABS
MFR ADDRESS #1: PO Box 8299
MFR ADDRESS #2:
MFR ADDRESS #3:
MFR CITY: PHILADELPHIA
MFR STATE: PA PENNSYLVANIA
MFR ZIP: 19101
IND/NDA # FOR SUPPORT DRUG:
MFR CONTROL #: ?7?

This is the control number used by the manufacturer.

MFR CONTROL #: 234FD67
DATE RECEIVED BY MFR:
Select SOURCE: ?
You may enter a new REPORT SOURCE, if you wish
Choose from:

f FOREIGN

h HEALTH PROFESSIONAL
S STUDY

| LITERATURE

(o CONSUMER

Select SOURCE: H (h HEALTH PROFESSIONAL)
Are you adding "HEALTH PROFESSIONAL" as a new SOURCE (the 1ST for this ADVERSE
REACTION REPORTING)? No// Y (Yes)
Select SOURCE:
15 DAY REPORT: ??
This field is to determine if the 15 Day Report has been completed.

Choose from:
y YES
n NO
15 DAY REPORT: N NO
REPORT TYPE: ??
This is the type of report issued.

Choose from:

i INITIAL
f FOLLOWUP

REPORTER NAME: PHARMACIST,PHARMACIST Replace

REPORTER ADDRESS1: DEMO INDIAN MEDICAL CENTER Replace

REPORTER ADDRESS2: 100 S. MAIN//

REPORTER ADDRESS3:

REPORTER CITY: ANYTOWN//

REPORTER STATE: OKLAHOMA/Z/

REPORTER ZIP: 74464//

REPORTER PHONE: 555-123-4567//

IS REPORTER A HEALTH CARE PROVIDER?: YES//

Do you want the identity disclosed to the manufacturer?: NO
//
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Indicate which FDA Report Sections to be completed:
1 Reaction Information

2. Suspect Drug(s) Information

3. Concomitant Drugs and History

4_. Manufacturer Information

5. Initial Reporter

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

3.4.2.2 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.

Example:

Select FDA Enter/Edit Menu Option: 2 Enter/Edit P&T Committee Data

Select PATIENT NAME: DEMO
1 DEMO,ALLERGY CHARLES <A> M 11-02-1969 XXX-XX-5701 WW 104836
2 DEMO,ALLERGY CONNIE <A> F 10-24-1933 XXX-XX-4127 Ww 110211
3 DEMO,ALLERGY LEANN <A> F 12-04-1946 XXX-XX-9435 WW 150673
4 DEMO,AMILYA PEARL F 06-30-2008 XXX-XX-0821 WWw 106735
5 DEMO,AUSTIN WAYNE M ** SENSITIVE ** WW 192640
ENTER *~® TO STOP, OR
CHOOSE 1-5: 2
DEMO, ALLERGY CONNIE <A> F 10-24-1933 XXX-XX-4127 WW 110211
Select CAUSATIVE AGENT: 2?7

CHOOSE FROM:
1BUPROFEN
PENICILLIN

Select CAUSATIVE AGENT: PENI
<A> F 10-24-1933 XXX-XX-4127 Ww 110211
PENICILLIN
Select date reaction was OBSERVED (Time Optional): ??

Choose from:
JUN 23, 2001

Select date reaction was OBSERVED (Time Optional): 6/23/2001 (JUN 23, 2001)
...0K? Yes// (Yes)

P&T Report Completion

Serious ADR?: Y YES

ADR related to new drug? (Marketed within the last 2 yrs.): N NO

Unexpected ADR?: Y VYES

ADR related to therapeutic failure?: Y YES

Dose related?: N NO

P&T ACTION FDA REPORT: ?7?
This field indicates if the P&T committee determined whether to send
the report to FDA.

Choose from:

User Manual Package Operation
June 2011

62



Adverse Reaction Tracking (GMRA) Version 4.0 Patch 1001

y YES
n NO
P&T ACTION FDA REPORT: Y YES
DATE REPORTED TO FDA: 4/26/2011 (APR 26, 2011)
P&T ACTION MFR REPORT: ?7?
This Field tells if the P&T committee determined whether to send the rep
ort to
the manufacturer.

Choose from:
y YES
n NO
P&T ACTION MFR REPORT: Y YES
DATE OF PATIENT CONSENT TO MFR: 4/26/2011 (APR 26, 2011)
DATE SENT TO MFR: 4/26/2011 (APR 26, 2011)

ADDENDUM:
No existing text
Edit? NO//

3.4.3 Reports Menu ...

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 Signed Reactions
. List FDA data by Report Date

OCOoOoO~NOOUITE, WN PP

3.4.3.1 Active Listing of Patient Reactions

This option gives a brief listing of the active (data that is signed off and not inactive or
entered in error) allergy/adverse reaction data for a particular patient. This report may
be sent to 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, IHS chart number, 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,
SNOMED event and code, and when they were observed or if they were historical,
and whether it was verified.
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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 assessed for reactions, the
body of the report will display a message stating that there is no reaction data on file.

Example:

Select Reports Menu Option: 1 Active Listing of Patient Reactions

Select PATIENT: DEMO

1
2
3
4
5
ENTER

DEMO,ALLERGY CHARLES <A> M 11-02-1969 XXX-XX-5701 WW 104836
DEMO,ALLERGY CONNIE <A> F 10-24-1933 XXX-XX-4127 Ww 110211
DEMO,ALLERGY LEANN <A> F 12-04-1946 XXX-XX-9435 WW 150673
DEMO,AMILYA PEARL F 06-30-2008 XXX-XX-0821 WW 106735
DEMO,AUSTIN WAYNE M ** SENSITIVE ** WW 192640

A" TO STOP, OR

CHOOSE 1-5: 2
DEMO,ALLERGY CONNIE <A> F 10-24-1933 XXX-XX-4127 Ww 110211

DEVICE: HOME//  VIRTUAL TERMINAL

ACTIVE ALLERGY/ADVERSE REACTION LISTING
Run Date/Time: 4/27/11 1:43:36 pm

DEMO,ALLERGY CO 110211 OCT 24,1933 (77)
0OBS/
ADVERSE REACTION VERIFIED HIST
TYPE: DRUG
IBUPROFEN NO HIST

EVENT: DRUG INTOLERANCE
SNOMED CODE: 59037007
Reactions: GI REACTION (Apr 04, 1973)
PENICILLIN NO OBS
EVENT: DRUG ALLERGY
SNOMED CODE: 416098002
Reactions: ANAPHYLAXIS (Jun 23, 2001)
Enter RETURN to continue or *"~" to exit:

3.4.3.2 Print Patient Reaction Data
This option will allow the user to produce 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).
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The header of the report contains the title of the report, the date/time it was run, and
the patient’s name, IHS Chart number, date of birth, and age. The body of the report
contains the status of the reaction, its type, the name of the causative agent, any drug
ingredients, any VA drug classes, the source of the data, the name of the person who
entered 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,
the SNOMED Event and code, whether the patient ID band or chart is marked, a list of
signs/symptoms, the mechanism, and additional comments made by the originator.
For Inactive reactions it will also contain the inactive date, reason, and person who
inactivated. A line of dots appears in the body of the report between the various
reaction entries.

Example:

Select Reports Menu Option: 2 Print Patient Reaction Data

Select PATIENT: DEMO
1 DEMO,ALLERGY CHARLES <A> M 11-02-1969 XXX-XX-5701 WW 104836
2 DEMO,ALLERGY CONNIE <A> F 10-24-1933 XXX-XX-4127 WW 110211
3 DEMO,ALLERGY LEANN <A> F 12-04-1946 XXX-XX-9435 WW 150673
4 DEMO,AMILYA PEARL F 06-30-2008 XXX-XX-0821 Ww 106735
5 DEMO,AUSTIN WAYNE M ** SENSITIVE ** WW 192640
ENTER *~® TO STOP, OR
CHOOSE 1-5: 2
DEMO,ALLERGY CONNIE <A> F 10-24-1933 XXX-XX-4127 Ww 110211
Select 1:DRUG, 2:FOOD, 3:0THER
Type of allergy: (1-3): 1-3
Select 1:ACTIVE, 2:ENTERED IN ERROR, 3:INACTIVE
Which would you like to see?: (1-3): 1-3

DEVICE: HOME//  VIRTUAL TERMINAL

ALLERGY/ADVERSE REACTION REPORTS
Run Date/Time: 4/27/11 2:16:22 pm
DEMO,ALLERGY CO 110211 OCT 24,1933 (77)

AGENT: I1BUPROFEN
INGREDIENTS: IBUPROFEN VA DRUG CLASSES: NONSALICYLATE NSAIs,A

SOURCE OF INFORMATION: SPOUSE
ORIGINATOR: NIESEN,MARY ANN  ORIGINATED: Apr 27, 2011@07:37

SIGN OFF: YES OBS/HIST: HISTORICAL

EVENT: DRUG INTOLERANCE CODE: 59037007
ORIGINATOR

COMMENTS:

Date: Apr 27, 2011@07:38:44 User: NIESEN,MARY ANN
Title: PHARMACIST

SPOUSE STATES PATIENT HAS SEVERE STOMACH UPSET AND AVOIDS
ALL NSAIDS
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ID BAND MARKED: CHART MARKED: Apr 27, 2011@14:07:39
SIGNS/SYMPTOMS: GI REACTION (Apr 04, 1973) SOURCE: SPOUSE

MECHANISM: PHARMACOLOGIC

AGENT: PENICILLIN
INGREDIENTS: PENICILLIN VA DRUG CLASSES: (INACTIVE) PENICILLIN
PENICILLINS,AMINO DER

SOURCE OF INFORMATION: CHART REVIEW
ORIGINATOR: NIESEN,MARY ANN ORIGINATED: Apr 27, 2011@07:39

SIGN OFF: YES OBS/HIST: OBSERVED

EVENT: DRUG ALLERGY CODE: 416098002

SEVERITY: SEVERE OBS D/T: Jun 23, 2001
ORIGINATOR

COMMENTS:

Date: Apr 27, 2011@07:40:11 User: NIESEN,MARY ANN
Title: PHARMACIST

REACTION WAS SEEN AND TREATED IN THE ER BUT NOT ADDED TO

ADVERSE REACTIONS

ID BAND MARKED: CHART MARKED: Apr 27, 2011@14:07:39
SIGNS/SYMPTOMS: ANAPHYLAXIS (Jun 23, 2001) SOURCE: CHART REVIEW

MECHANISM: ALLERGY

AGENT: BEN-GAY

INGREDIENTS: VA DRUG CLASSES:
ORIGINATOR: DAVIS,MARY J ORIGINATED: Jul 15, 2004@09:00
SIGN OFF: YES OBS/HIST: HISTORICAL
ID BAND MARKED: CHART MARKED: Jul 15, 2004@09:00:32

MECHANISM: UNKNOWN

VERIFIER: DAVIS,MARY J VERIFIED: JUL 20, 2004@10:59:19
USER ENTERING D/T ENTERED
IN ERROR: NIESEN,MARY ANN IN ERROR: APR 27, 2011@12:00:44

ENTERED IN ERROR
COMMENTS:
Date: Apr 27, 2011@12:00:44 User: NIESEN,MARY ANN
Title: PHARMACIST
THIS REACTION IS NOT FOR THIS PATIENT, ACCIDENTALLY
ENTERED ON WRONG PATIENT.

STATUS: INACTIVE
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AGENT: WALNUTS

SOURCE OF INFORMATION: PATIENT
ORIGINATOR: NIESEN,MARY ANN ORIGINATED: Apr 27, 2011@09:58

SIGN OFF: YES OBS/HIST: HISTORICAL

EVENT: FOOD INTOLERANCE CODE: 235719002
ID BAND MARKED: CHART MARKED: Apr 27, 2011@14:07:39
INACTIVE: APR 27, 2011@12:01:50

REASON: NO LONGER ALLERGIC BY: NIESEN,MARY ANN
SIGNS/SYMPTOMS: HIVES (Jan 29, 2010) SOURCE: PATIENT

MECHANISM: UNKNOWN

Enter RETURN to continue or "~ to exit:

3.4.3.3 Print an FDA report for a Patient
This option allows you 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 data into the system. The report should be queued to
run on a printer with a 132-column width.

Example:

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

Select PATIENT NAME: DEMO
1 DEMO,ALLERGY CHARLES <A> M 11-02-1969 XXX-XX-5701 WW 104836
2 DEMO,ALLERGY CONNIE <A> F 10-24-1933 XXX-XX-4127 WW 110211
3 DEMO,ALLERGY LEANN <A> F 12-04-1946 XXX-XX-9435 WW 150673
4 DEMO,AMILYA PEARL F 06-30-2008 XXX-XX-0821 WWw 106735
5 DEMO,AUSTIN WAYNE M ** SENSITIVE ** WW 192640
ENTER *~® TO STOP, OR
CHOOSE 1-5: 2
DEMO,ALLERGY CONNIE <A> F 10-24-1933 XXX-XX-4127 Ww 110211
Select CAUSATIVE AGENT: PENI
<A> F 10-24-1933 XXX-XX-4127 Ww 110211
PENICILLIN
Select date reaction was OBSERVED (Time Optional): ??

Choose from:
JUN 23, 2001

Select date reaction was OBSERVED (Time Optional): 6/23/2001 (JUN 23, 2001)
...0K? Yes// (Yes)

THIS REPORT SHOULD BE SENT TO A 132 COLUMN PRINTER.
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QUEUE TO PRINT ON
DEVICE: Home VIRTUAL TERMINAL [YOU CAN NOT SELECT A VIRTUAL TERMINAL]

Previously, you have selected queueing.
Do you STILL want your output QUEUED? Yes// N (No)
DEVICE: SL SLAVE SLAVE

Report example on next page
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MEDWatch

Page 1 of 1

Approved by FDA on 10/20/93

1. Patient ldentifier |2. DOB: 10/24/33 |3. Sex |4. Weight
D4127 | AGE: 67 yrs |FEMALE | 0.0

B. Adverse Event or Product Problem

2. Outcomes attributed to adverse event

[ 1 death: [ 1 disability
[X] life-threatening [ 1 congenital anomaly
[ 1 Hospitalization [X] required intervention to

initial or prolonged
reduced?

prevent impairment/damage

3. Date of event |4. Date of this report
06/23/01 | 04/28/11

after
5. Describe event or problem
ANAPHYLAXIS

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

7. Other relevant History, including preexisting medical

| C. Suspect Medication(s)

|2. Dose, frequency & route used | 3. Therapy dates
| #1: | #1 :

|4. Diagnosis for use(indication) |5. Event abated after
| | stopped or dose

#1- | #1: [N/A]

| reintroduction
| #1: | #1: | #1: [ 1

|9- (Not applicable to adverse drug event reports)

|10. Concomitant medical products/therapy dates(exclude

ID. Suspect Medical Devices

conditions | Note: Please use the actual MedWatch form if the event
| involves a suspected device as well as a suspect drug
I
|E- Reporter
e
|1. Name, address & phone #: PHARMACIST,PHARMACIST
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Mail to: MedWatch or FAX to:
5600 Fishers Lane 1-800-FDA-0178
mfr.

Rockville, MD 20852-9787

Manufacturer,

FDA Form 3500

event.

|DEMO INDIAN MEDICAL CENTER 100 S. MAIN
|ANYTOWN, OKLAHOMA 74464 555-123-4567

|2- Health professional? |3. Occupation |4. Reported to
| [YES] | PHARMACIST | [NO]
|5- 1If you don"t want your identity disclosed to the

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

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the
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3.4.3.4 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 of ID bands marked. 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). This
applies to Inpatients only. When entering a reaction on an Outpatient, the option to
indicate if the ID Band had been marked is not available or displayed.

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, IHS chart number, name of the causative agent, and whether the patient ID
band, chart, or both were unmarked.

Example:

Select Reports Menu Option: 4 List by Location of Unmarked ID Bands/Charts
1 Current Inpatients
2 Outpatients over Date/Time range
3 New Admissions over Date/Time range
4 All of the above
Enter the number(s) for those groups to be used in this report: (1-4):1
Select Location: ?

You may deselect from the list by typing a "-" followed by location name.
E.g- -3E would delete 3E from the list of locations already selected.
You may enter the word ALL to select all appropriate locations.
Answer with HOSPITAL LOCATION NAME, or ABBREVIATION, or TEAM
Do you want the entire HOSPITAL LOCATION List? y (Yes)
Choose from:
I1CU
MEDICALSURGICAL
NEWBORN
OBSTETRICS

Select Location: ICU

Another Location: MEDICALSURGICAL
Another Location: NEWBORN
Another Location: OBSTETRICS
Another Location:

DEVICE: HOME//  VIRTUAL TERMINAL

Apr 27,2011 PATIENTS WITH UNMARKED ID BAND/CHART PAGE 1
CURRENT INPATIENTS
PATIENT SSN ALLERGY UNMARKED
WARD: ICU
DEMO, TAMMY LYNN 18-73-35 PENICILLIN CHART
AMOXICILLIN CHART
Apr 27,2011 PATIENTS WITH UNMARKED ID BAND/CHART PAGE 2

CURRENT INPATIENTS
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PATIENT SSN ALLERGY UNMARKED

WARD: MEDICALSURGICAL

DEMO,LAVELDA WAPSKINEH 10-33-24 MORPH INE CHART
DEMO,DOROTHY ROSE 99-99-99 COTTONSEED OIL CHART
WINE CHART
DEMO, TAMBRA ANNETTE 17-27-79 SULFA CHART
ENALAPRIL CHART
GATIFLOXACIN CHART
Apr 27,2011 PATIENTS WITH UNMARKED ID BAND/CHART PAGE 3

CURRENT INPATIENTS

PATIENT SSN ALLERGY UNMARKED

WARD: NEWBORN
* No Patients for this Ward *

Apr 27,2011 PATIENTS WITH UNMARKED ID BAND/CHART PAGE 4
CURRENT INPATIENTS

PATIENT SSN ALLERGY UNMARKED

WARD: OBSTETRICS
DEMO,CRYSTAL ANN 19-73-28 DOXYCYCLINE CHART

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

Example:

Select Adverse Reaction Tracking User Menu Option: 4 List by Location of Unmark
ed ID Bands/Charts
1 Current Inpatients
2 Outpatients over Date/Time range
3 New Admissions over Date/Time range
4 All of the above
Enter the number(s) for those groups to be used in this report: (1-4):1
Select Location: ALL
Do you mean ALL Locations? Yes//  (Yes)
Another Location:

3.4.3.5 Patient Allergies Not Signed Off

This option prints allergy/adverse reactions for patients who have not been signed off
(completed) by the user entering the 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.
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The header of the report contains the name of the report and the date and time 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 IHS chart number, the causative agent, and the
date/time the entry was made.

Example:

Select Reports Menu Option: 5 Patient Allergies Not Signed OFffF

DEVICE: HOME//

VIRTUAL TERMINAL

ALLERGY/ADVERSE REACTIONS TO BE SIGNED OFF
Run Date/Time: 4/27/11 2:08:19 pm

ORIGINATOR PATIENT ALLERGY ORIGINATION DATE/TIME
ADAIR,PETER DEMO,BABY(99-99-95)  PENICILLIN DEC 15, 2009@14:00
BARREL ,SCOT A DEMO,DANIEL(13-34-45) 10D JAN 14, 2004@09:53
BARREL ,SCOT A DEMO,JUDY LY(13-80-30) PENICILLIN MAR 24, 2004@10:15
BOWTIE,JEFF W DEMO,SARA(11-05-92) ~ CLARITIN D  JUL 13, 2004@17:16
BOWTIE,JEFF W DEMO,SARA(11-05-92)  UNKNOWN JUL 13, 2004@17:17
BOWTIE,JEFF W DEMO,MARTA (11-06-54) SULFA JUL 13, 2004Q17:24
BOWTIE,JEFF W DEMO,ANNA JA(11-06-90) PENICILLIN  JUL 13, 2004@17:32
BOWTIE,JEFF W DEMO,KELSIE(11-07-01) CODEINE JUL 13, 2004@17:38
BOWTIE,JEFF W DEMO,CAITLI (11-10-56) CECLOR JUL 13, 2004@18:29
BOWTIE,JEFF W DEMO,JORDAN (11-11-22) CODEINE JUL 13, 2004@18:39
BOWTIE,JEFF W DEMO,CHRYST(11-19-16) IBUPROFEN  JUL 13, 2004@19:54
BOWTIE,JEFF W DEMO,ALBE(11-62-28) = CODEINE JUL 13, 2004@20:07
BOWTIE,JEFF W DEMO,ROBERT (11-67-78) NONE JUL 13, 2004020:53
BOWTIE,JEFF W DEMO,TIERRA(11-68-30) ERTYTHROMYCIN JUL 13, 2004@20:57
BOWTIE,JEFF W DEMO,BYRON G(11-69-67) VISTERIL JUL 13, 2004021:23
3.4.3.6 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 reactions. 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, IHS chart number, and provider. The room-bed will appear for current
inpatients.

NOTE: This report will show patients as not having received and assessment if
the assessment was entered after the end date of the range. For this reason, itis
recommended to end the range with today. This can be done with an entry of
“T” (for “Today”) and the “Enter END Date (time optional): T//” prompt.

The location prompt allows the user to select the ward or clinic to print, or to select all
the wards/clinics by entering the word ALL, and the system will select all the
appropriate hospital locations.
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If the user selects a ward/clinic location where no patients meet the report’s criteria
(i.e., all patients were asked about allergies), then an appropriate message will appear
(No patients for this Ward).

Example:

Select Adverse Reaction Tracking User Menu Option: 6 List by Location of
Undocumented Allergies

1 Current Inpatients

2 Outpatients over Date/Time range

3 New Admissions over Date/Time range

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

Please note! This report will show patients as not having received an
assessment if the assessment was entered after the end date of
the range. For this reason, it is recommended to end the range
with today. This can be done with an entry of "T" (for Today) at
the "Enter END Date (time optional): T//" prompt.

Enter START Date (time optional): -90 (JAN 27, 2011)
Enter END Date (time optional): T// (APR 27, 2011)
Select Location: ALL

Do you mean ALL Locations? Yes//  (Yes)

Another Location:

QUEUE TO PRINT ON
DEVICE: Home VIRTUAL TERMINAL [YOU CAN NOT SELECT A VIRTUAL TERMINAL]

Previously, you have selected queueing.
Do you STILL want your output QUEUED? Yes// N (No)
DEVICE: Home VIRTUAL TERMINAL

Apr 27,2011 PATIENTS NOT ASKED ABOUT ALLERGIES PAGE 1
CURRENT INPATIENTS / OUTPATIENTS / NEW ADMISSIONS
FROM Jan 27,2011 TO Apr 27,2011@24:00

PATIENT SSN

CLINIC: MED CLINIC
* No Patients for this Clinic *

Apr 27,2011 PATIENTS NOT ASKED ABOUT ALLERGIES PAGE 2
CURRENT INPATIENTS / OUTPATIENTS / NEW ADMISSIONS
FROM Jan 27,2011 TO Apr 27,2011@24:00

PATIENT SSN PROVIDER
WARD: ICU
DEMO,ALICIA LOUISE 160758 ASHLY ,BARBARA A
Room/Bed: 3011-1
DEMO,LOIS JEANNETTE 180836 JOE , HOWARD
DEMO, ADRIAN 212735 SMITH,GRETA LOUISE
Room/Bed: 3012-1
ROADKILL ,BUBBIT 253614 DEMO,DOCTOR
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3.4.3.7

List by Location Not Verified Reactions

This option 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 the Application
Coordinator or IT personnel 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 locations. The body contains the patient’s name and IHS chart number, the
causative agent, the name of the originator of the reaction, and the date/time the data
originated. The Room-Bed is also displayed for each inpatient.

Example:

Select Reports Menu Option: 7 List by Location Not Verified Reactions

DEVICE: HOME//  VIRTUAL TERMINAL

Report Date: Apr 28, 2011 Page:
List of Unverified Reactions by Ward Location
Ward Location: ICU

Origination Date/Time Originator Reaction
3013-1 DEMO,JEREMY PAUL (20-23-08)

Nov 13, 2008@14:38 JONES, CARLA AMPICILLIN
Report Date: Apr 28, 2011 Page:
List of Unverified Reactions by Ward Location
Ward Location: MEDICALSURGICAL

Origination Date/Time Originator Reaction
3309-2 DEMO,DOROTHY ROSE (99-99-99)

Apr 27, 2011@10:01 SMITH, MARY WALNUTS
3319-1 DEMO,LAVELDA WAPSKINEH (10-33-24)

Apr 17, 2008@10:35 JONES, CARLA MORPHINE
Report Date: Apr 28, 2011 Page:
List of Unverified Reactions by Ward Location
Ward Location: OUTPATIENT

Origination Date/Time Originator Reaction
DEMO,BROOKE ANN EESHAHA (19-79-56)

Aug 05, 2004@17:40 WILLIAMS,JOHN J SULFA
DEMO,CAITLIN TIANA (11-10-56)

Jul 13, 2004@18:29 BOWTIE,JEFF W CECLOR
DEMO,WANDA CARROL (18-29-00)

Aug 04, 2004@19:42 WILLIAMS,JOHN J FOSINOPRIL
DEMO,JEREMY MICHAEL (17-59-45)

Aug 04, 2004@19:55 FISHER,MARTHA A SULFA
DEMO,MARIAH HOPE (19-75-66)

Aug 05, 2004@18:32 WILLIAMS,JOHN J PENICILLIN

Aug 05, 2004@18:32 WILLIAMS,JOHN J AMPICILLIN
DEMO,AMOS LYNN (17-57-76)

Aug 04, 2004@20:40 FISHER,MARTHA A NAPROXEN
DEMO,SUE ELLEN (10-05-06)

Jul 27, 2004@09:48 BOWTIE,JEFF W SERTRALINE

DEMO,JORDAN LAY (12-99-01)
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Jul 21, 2004@17:46 BOWTIE,JEFF W PENICILLIN

3.4.3.8 List by Location and Date all Signed Reactions

This option 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 terminal
screen.

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

Example:

Select Reports Menu Option: 8 List by Location and Date All Signed Reactions
Enter Start Date: -30 (MAR 29, 2011)
Enter Ending Date: t (APR 28, 2011)

DEVICE: HOME//  VIRTUAL TERMINAL

One moment please. ..
Apr 28, 2011 Page: 1
List all Signed Patient Reactions for Ward Location MEDICALSURGICAL
From Mar 29, 2011 to Apr 28, 2011@24:00

Date Originator Type Causative Agent
Patient: DEMO,DOROTHY ROSE (99-99-99)

Apr 27, 2011@10:01 SMITH,MARY F  WALNUTS

Apr 28, 2011 Page: 2

List all Signed Patient Reactions for Out Patients
From Mar 29, 2011 to Apr 28, 2011@24:00

Date Originator Type Causative Agent
Patient: DEMO,CRYSTAL LYNN (16-06-13)

Mar 29, 2011@11:18 ROZINSKI ,DAVID D TDAP
Patient: DEMO,ALLERGY CHARLES (10-48-36)

Apr 20, 2011@09:01 SMITH,MARY D  AMOXICILLIN

Apr 18, 2011@11:23 SMITH,MARY F  WALNUTS
Patient: DEMO,ALLERGY CONNIE (11-02-11)

Apr 27, 2011@07:37 SMITH,MARY D 1BUPROFEN

Apr 27, 2011@07:39 SMITH,MARY D  PENICILLIN

Apr 27, 2011@09:58 SMITH,MARY F  WALNUTS
Patient: DEMO,JOHN (00-00-55)

Apr 27, 2011@10:19 SMITH,MARY D  PENICILLIN
Patient: DEMO,DUSTIN KEE (20-20-97)

Apr 04, 2011@13:32 ROZINSKI ,DAVID D INFLUENZA

Apr 28, 2011 Page: 3

List all Signed Patient Reactions for Out Patients
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From Mar 29, 2011 to Apr 28, 2011@24:00

Date Originator Type Causative Agent
Patient: DEMO,AMBER DAWN (10-15-65)

Apr 26, 2011@10:03:28HIMS, BARBARA DF PEANUTS
Patient: PATIENT,CRSFC (90-01-58)

Mar 29, 2011@11:40 ROZINSKI ,DAVID D TDAP
Patient: DEMO,GEOFFREY MICHAEL (20-07-13)

Apr 04, 2011@11:23 ROZINSKI ,DAVID D HEPATITIS A
Patient: TEST,CATHY (00-00-03)

Apr 06, 2011@15:21 ROZINSKI ,DAVID D CIPROFLOXACIN

Enter RETURN to continue or "~ to exit:

3.4.3.9

List FDA data by Report Date

This option 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 displayed on the terminal screen.

The header of the report contains the title of the report, the date range selected, and the
date the report was run. The body of the report contains the patient’s name and IHS
chart number, 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.

Example:

Select Reports Menu Option: 9 List FDA Data by Report Date
Select a Tracking date range for this report.
Enter Start Date: -14 (APR 14, 2011)

Enter End

ing Date: T (APR 28, 2011)

DEVICE: HOME//  VIRTUAL TERMINAL

Report Date: Apr 28, 2011 Page: 1
Adverse Reaction Tracking Report

From: 4/14/11 To: 4/28/11

Patient Dates Related Reaction
DEMO,ALLERGY CONNIE Obs DT: 4/23/11 PENICILLIN
(11-02-11) Trk DT: 4/27/11

Loc: OUT PATIENT o

Obs: SMITH,MARY 5 Days Difference

DEMO, JOHN Obs DT: