A

User Guide

IMMUNIZATION

Adverse Event Following Immunization

Overview of the Adverse Event Record
View Adverse Event
Create Adverse Event

Delete Adverse Event




T /_H_._r__‘_‘_‘-‘“\\
van &NORAM%

Revision History

Document History

Version Author Changes / Comments
September 3, 2014 V0.1 Josie Salvail Initial Draft
September 15, V0.2 Tracy Forbes Minor updates
2014
November 5, 2014 V0.3 Tracy Forbes Aligned to SK process, and updated with

recommendations to address gaps/changes
between existing AEFI paper form and
Panorama AEFI.

November 6, 2014 V1.0 Tracy Forbes Included final updates from Loretta Van
Haarlem and incremented to V1.0.

January 20, 2015 V1.1 Tracy Forbes Cleared dates footers

IMMUNIZATION User Guide: Adverse Event Following Immunization Page 2 of 29



Saskatchewan PANORAMA

A

Table of contents

Y LN A o X 10T w3 (o ] o TR 4
B. Overview of the Adverse Event REPOIt.......ccccvvveeiiiiiciiicieee e 6
C. VIEW AGVEISE EVENT ettt ettt e e e e e e et e e et et e e e s et r e e e et e e eeeaaas 7
D. Create AAVEISE EVENT ..o et e e e e e s e e aba s 9
1.0 AdVEISE EVENE CrEALE . ... eveieeeeeeeeeeeee et e e e e e e 9
2.0 AJVEISE EVENE REVIEW ...ceieieeeeee et eaaans 23
3.0 Needs More Information / CONSURALION .......cvuvivnvieiieeiee e 26
E. Delete AQVEISE EVENT ..ottt e e e s e s et e e eaaas 28

IMMUNIZATION User Guide: Adverse Event Following Immunization Page 3 of 29




eHealt

-"-..-\:5.}‘ (.F{}ANORAMﬁ

NOTE: This user guide A IntrOdUCtlon

shows how to complete
the AEFI Report in
Panorama. It is important
for all users to follow
Saskatchewan policy and system and link it to specific Immunization Records when an AEFI has been reported
procedures when to Public Health.

creating and reviewing
an AEFI Report.

The purpose of the Adverse Event functionality is to allow authorized Users to
record/update Adverse Event Following Immunization (AEFI) information in the

Regional Health Authority public health staff receive reports on AEFIs from clients, the
parents or guardians of clients and from non-public health immunizers.

Within each RHA, the nurse creating the “draft” report will record the details and once
all necessary information is recorded in the AEFI record in Panorama, selects
“Submitted for Review” and the Workgroup for Review & Approve AEFI. This causes
a system automated Task to be sent to the RHA Nursing Manager or Immunization
Program Coordinator responsible requesting to approve the AEFI record meets
expected quality/completeness of data and adherence to AEFI case definition criteria.

If approved, he/she selects “Submitted for Review” along with the Workgroup for
“MHO AEFI Review” and a system automated Task will be sent to the regional MHO
for his/her review, further testing or follow-up as required, and recording of the final
recommendation as to how to proceed in the future with respect to the involved
antigens.

Once the MHO has completed review and recommendations the record will be set to
Completed, and a system-automated Task will be created for the AEFI submitter, in
order to follow up with the Client or parents/guardian as well as to create any Special
Consideration records required by the MHO'’s recommendation.

High level steps are:
1. Draft AEFI (Submitter)
2. Submit for Review — AEFI Review & Approve WG notified
3. Reviewed & approved, Submit for Review to MHO — AEFI MHO Review &
Recommend WG notified
4. Reviewed and recommendations recorded — Set to Complete — AEFI
Submitter WG notified

Assumptions: The user has the appropriate security permissions to perform the
assigned tasks. Only immunization events which meet one or more of
the criteria below should be recorded as potential AEFIs:
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e Of a serious nature

e Require urgent medical attention

e Unusual or unexpected

e Temporally associated with vaccination

Pre-requisites: To complete the steps within this user guide, the user must have the
appropriate permissions and security access. User is in the
Immunization module (tab), and has a client in context. The
immunization related to the adverse event must be in the client’s
immunization record (within the Client Immunization Profile).
Workgroups exist with the specific users required to submit, approve,
review and recommend, complete and potentially report the AEFI to
PHAC.

Related User Guides: Add Immunizations, Add Special Consideration.
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TIP: The Assigned To:
section requires the user
to notify a Workgroup or
user. This may be a
group of individual users
responsible for AEFI
review and
documentation. Itis
suggested that you notify
(phone call / email)
reviewers or other
contributors that input is
needed.

NOTE: Tasks are
viewed and managed
within the Work
Management module.

NOTE: Once the AEFI
Report has been given
the Status “Submitted for
Review”, multiple users
may contribute to the AE
Report. The username
and the date of the
contribution are recorded
in the AE History.
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B. Overview of the Adverse Event Report

The AEFI report is a multi-section electronic record. Each section can be expanded
to view or update the corresponding information. The information within this report
does not need to be completed in a specific order.

* Reporting Source ¥ Show Reporting Source

¥ Show Immunization Data

* Immunization Data

* Information at Time of Immunization and AEFI Onset ¥ Show Information

* AEFI Details ¥ Show AEF] Details

¥ Show Public Health Recommendations

Impact of AEFI, Outcome and level of care ¥ Show Impact

* Public Health Recommendations

Document Management ¥ Show Document Management

Assigned To % Show Aszigned To

AE History ¥ Show AE History

The Adverse Event documentation may take some time to complete, and may involve
contributions from multiple users. The system records the contributing user names
and dates of those contributors within the AE History.

The Assigned To section allows the user to “pass” the document to another user by
selecting Workgroup(s) for automated Task assignment. By assigning a Task to a
Reviewer (this could be to a workgroup, or an individual within a workgroup), the AE
History status changes. The status could be one of the following:

e Draft

e Submitted for Review

¢ Information Required

e Consultation Required

e Review Complete

Minimum Workflow

AE Creator AE Reviewer
+  Create the AE +  Click button "Start Review”
+  Click "Save as Draft” *  Make any updates to AE including
+  Gather and eomplete as much Submit for o Public Health Recommendations Review
information as pessible Review +  Select the name of the physician
*+  From Assign To: select Workgroup making the recommendations

*  Click "Save and Submit for Review’ = From p._qgign To: select Wgrkg;oup
*  Click "Review Complete”

User Guide: Adverse Event Following Immunization
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C. View Adverse Event

The Adverse Event Summary screen contains all of the AEFI records entered or
deleted for the client.

Pre-requisites: The user has successfully logged into Panorama. User is in the
Immunization module (tab). Client is in context.

Menu Access: Select Immunizations > Adverse Events (AEFI)

1. Click Immunizations > Adverse Events (AEFI) from the left navigation bar.
The Adverse Event Summary screen displays.

2. To view an existing Adverse Event, click the Event ID hyperlink.
Adverse Event Summary @ 5
L Warnings ACTIVE
Client ID: Name(First,Middle,Last)/Gender: Health Card No: Date of Birth / Age:
393 Ellie E JS-Elephant / Female = 2010 Jul 23/ 4yrs 1
mos
Phone Number: Jurisdiction Infe: Additional ID Type / Additional ID:
(306)-222-2233(Primary Saskatchewan,Saskatoon RHA Provincial health service provider
home) identifier / -

Adverse Event Summary

Plusa select a reason for deletion: ‘

Row Actions: Update Delete Croats Adverse Event

o ——_r—————

Preu-C-13 2014 Aug 29 2014 Sep 02

The Adverse Event Details screen displays.
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3. View the AEFI details within each section.
4. To Print the AEFI Report, click on the Printer icon on the top right of the screen.
5. To exit this screen, click Cancel.

Adverse Event Details P =

/1 Warnings ACTIVE
Client ID: Mame(First,Middle Last)/Gender: Health Card Ne: Date of Birth / Age:
393 Ellie E JS-Elephant / Female - 2010 Jul 23 /4 yrs 1
mos
Phene Number: Jurisdietion Info: Additional ID Type / Additional ID:
(306)-222-2233(Primary Saskatchewan,Saskatoon RHA Provincial health service provider
home) identifier f -

|Adverse Event ID: 5

Unique Episode #: IMPACT Local Inventory Number (LIN):
Health Region: Saskatoon RHA
Service Delivery Location: Saskatoon South East Public Health Office

Report events which have a temporal association with a vaccine and which cannot be cleary atfributed to other causes. A causal relationship does not need to
be proven, and submitting a report does not imply causality.

Of particular interest are those AEFIs which meet one or more of the following criteria:
a. Is of a serious nature

b. Regquires urgent medical attention
©. |s an unusual or unexpected event

*Reporter

Date Reported: 2014 Sep 02 Setting: (“Bpysican Omcs | 4 |

Add a provider who is in the index: Dr Who

*Source of Information

Same as Reporter Client Other

IMMUNIZATION User Guide: Adverse Event Following Immunization Page 8 of 29
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D. Create Adverse Event

The AEFI report is a multi-section electronic record. Each section can be expanded
to view / update the corresponding information. The information within this report
does not need to be completed in a specific order.

Pre-requisites: The user has successfully logged into Panorama. User is in the
Immunization module (tab). Client is in context. The immunization (that has caused
the adverse event) is recorded for the client. All required AEFI Workgroups have
been set up for the RHA of the user.

Menu Access: Select Immunizations > Adverse Events (AEFI)

1.0 Adverse Event Create

The Adverse Event Create process involves creating the AEFI Report in Panorama,
and completing the form until all the information and mandatory fields are entered into
the Report. The user will then click Save and Submit for review. Here are the steps:

1. Click Immunizations > Adverse Events (AEFI) from the left navigation bar.

The Adverse Event Summary screen displays.

Adverse Event Summary @ 5
L Warnings e
Client ID: Mame(First,Middle Last)/Gender: Health Card No: Date of Birth / Age:
393 Ellie E JS-Elephant/ Female - 2010 Jul 23/ 4 yrs 1
mos
Phone Number: Jurisdiction Info: Additional ID Type / Additional ID:
(306)-222-2233(Primary Saskatchewan, Saskatoon RHA Provincial health service provider
home) identifier { -
Adverse Event Summary
Ploasa select a reason for deletion:
Row Actions: | |jnaate Delets Create Adverse Event
Preu-C-13 2014 Aug 28 2014 Sep 02 Draft

2. Click Create Adverse Event.
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/"H_H_._F__‘_‘_H—""‘-\
/ &NORAM%

The Create Adverse Event screen displays.

Create Adverse Event @ &

TIP: The user may /4, Wamings ACTIVE
save the AE Report at Client ID: Name(First,Middle,Last)/Gender: Health Card No: Date of Birth | Age:

- . . 353 Ellie E J5-Eleph:; | Fi I - 2010 Jul 237 4 1
any time by clicking = - spnant/Female T
“ " H Phone Number: Jurisdiction Info: Additional ID Type / Additional ID:
SaVe as Draft even If (306)-222-2233(Primary Saskatchewan,Saskatoon RHA Provincial health service provider

A A hol identifier f -

there are missing me) wendfier

mandatory data. To do
this, there are 2 required

fields: Adverse Event ID:
e Reporter - Who is
reporting the AE

Unigue Episcde #: IMPACT Leecal Inventery Number (LIN):

Health Region: Saskatoon RHA
] |mmun|zat|0n that T specify an Organization first click on the 'Find' button. Then search, or tpe the name of the Organization you wish to specify. select it and click on Select’ button. Then

click 'Close’ ta close.
caused the AE.
Organization: Top Level > Level 2 (specific one) > Level 3 (specific one) > [Selected Leval 4 Organization]

Service Delivery Location: Saskatoon South East Public Health Office SDLID : 487

T specify a Service Delivery Location first click on the 'Find” button. Then search, or type the name of the Sevvice Delivery Location you wish to specify, select it and click on
Select’ button. Then click 'Close’ to close.

Service Delivery Location: Saskatchewan > Saskatoon RHA > [467 Saskatoon South East Public Health Office]
Report events which have a temporal association with a vaccine and which cannot be clearly attributed to other causes. A causal relationship does not need to
be proven, and submitting a report does not imply causality.

Of particular interest are those AEFIs which meet one or more of the following criteria:
a. |s of a serious nature

b. Reguires urgent medical attention
¢. |s an unusual or unexpected event

3. Add the Unique Episode # if this information is applicable / available. The
recommended format is YYYY-##.

4. Add the IMPACT Local Inventory Number (LIN) if this information is applicable /
available. Enter this number if the report was received from IMPACT; otherwise
leave it blank. The number is used by the Public Health Agency of Canada to
reconcile reports received both from the province and from IMPACT directly.

5. Update the Health Region if the default (user default) is not correct. To do this,
click the Find button. Use the Type ahead or Search to locate the correct Health
Region.

6. Update the Service Delivery Location if the default (user default) is not correct.
To do this, click the Find button. Use the Type ahead or Search to locate the
correct SDL.

IMMUNIZATION User Guide: Adverse Event Following Immunization Page 10 of 29
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7. Update the Date Reported as required. The default is set to current date.

TIP: The Date 8. Select the AE Setting from the drop-list (e.g. Physician office, Public Health, etc.).
Reported, the Reporting

of Information are all Reporter
required fields.

Date Reported: 2014 0o 05 D Setting:

WYY mm  dd

Add a provider who is in the index: Dr Who b Defa’ult va'qer I_S based on the
i user's Immunization Defaults

Click Find to select a provider:

Q
Provider: Who, Dr

(E)Enlor information for a non-indexed provider:

*Last Name: *First Name:

* Email Address:

or

Phone: ( ) oy

ext.

* Address 1:
Address 2:

City: . Province/Territory: ——select—
Postal Code:

Professional Status:

*Source of Information

_)Same as Reporter (_)Client (_)Other

9. Select the Provider that is reporting the AE in Panorama. The default is the
Provider set in the User's Immunization Defaults. To select a different Provider
from the Index, click Find. Use the Type ahead or Search to locate the correct
Provider. If the Provider is not in the Index, select the radio button Enter
information for a non-indexed provider, and enter the provider information in
the fields.

10. Select the Source of Information radio button.

IMMUNIZATION User Guide: Adverse Event Following Immunization Page 11 of 29
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TIP: The Immunizing
Agent related to the
AEFI is a required field.

TIP: The user must
answer these two
questions (required
fields) before the report
may be ‘Submitted for
Review’:

1) Did an AEFI follow a
previous dose of any
of the above
immunizing agents?

2) Did this AEFI follow
an incorrect
immunization?

IMMUNIZATION
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Use

11. Select the Existing Immunization(s) applicable to the adverse event.

12. Click Add to move the immunizing agent to the right hand box — Selected
Immunizations, (or Create New to record the immunization details from the

* Immunization Data % Hide Immunization Data

Existing Immunizations Selected Im Create New
2014 Aug 29 Pneu-C-13({Right lateral upper arm) 2014 Aug 29 Rota-unzpecified(Mouth/Oral)
2014 Aug 29 DTaP-IPV-Hib(Left lateral upper arm)

2014 Aug 29 MMR-Var{Right arm)

2014 Aug 29 HB(Left arm)

2012 Mar 28 DTaP-IPV-Hib(MA)

Held Cirl and then click to select multiple items.

Selected Immunization Detalls

Inrnuliuﬂnn lnmuliutlnn
Numh.r Numb.r I.In

2014 Aug 29 ROTARIX Hedy Canada ROTA11 Exp. 1.5 mL Swallow,  Mouth/Cral
unapeclﬁed 2016/08/18 oral

reporter).

The Selected Immunization Details Table automatically populates the specific
details of the immunization.

13. Enter Information at time of Immunization and AEFI Onset.

* Information at Time of Immunization and AEFI Onset £ Hide Information

Did an AEFI follow a previous dose of any of the above immunizing agents?

* - - -
(Mo (_No Prior Dose [ )Unknown (_Yes (provide details)

(4000 characterg)

Date _____________________PriorDose Details

Don't forget to click the Add button
to save the comments to the Table.

Did this AEFI follow an incorrect immunization?

* (Mo (_jUnknown (_Yes {If Yes, choose all that apply and provide details)

A4

[ ]
(4000 characterg) -m

Date _________________Knownimmunization ncident Detalls
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TIP: Atleast one of
these sub-sections must
be completed before the
report can be ‘Submitted
for Review'.

TIP: If the AEFIis
related to a ‘Local
reaction at or near
injection site’, required
fields are: Onset and
Duration.
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14. Select the Medical history up to the time of AEFI onset. Add any comments,
and click Add to save them to the Table.

Medical history (up to the time of AEFI onset):

(Check all that apply and provide details for each.)
|_| Concomitant medication(s)

|| Known medical conditions/allergies

|| Acute illness/injury

(
(4000 charame@_m

Daw T edcaldsoyDetas |Recoraeasy

15. Open up the AEFI Details section to add information related to the type of
reaction.

* AEFI Details % Hide AEFI Details

Adverse events following an immunization. Sections or items with an arrow (=) must be diagnosed by a physician.
Open the reaction groups that apply. Specify the reaction details in the sections that will appear below.

Local reaction at or near injection site srow | )
Anaphylaxis or Other allergic events Click on the hyperlink ! Show

to expand the section Lg
Neurologic event Show
Other defined events of interest Show

16. Enter AEFI Detalils related to the Local reaction at or near injection
(vaccination) site. Enter Onset time. Onset is mins/hrs/days from immunization
to onset of first sign or symptom. If not yet resolved, select the Unresolved
checkbox, and Duration will no longer be mandatory.

* AEFI Details % Hide AEFI Details

Adverse events fellowing an immunization. Sections or items with an arrow (>) must be diagnosed by a physician.
Open the reaction groups that apply. Specify the reaction details in the sections that will appear below.

Local reaction at or near injection site # Hide
*0Onset: * Duration:
o o o o o o [ |Unresolved ‘Onset is mins/hrs/days from immunization to onset of first symptom or sign.
- Dwration is from onset of 15t symptomisign to resolution of all symptoms/signs.
mins hours days mins hours days
|| Infected abscess || Sterile abscess || Gellulitis | | Nodule | | Reaction crosses joint |_| Lymphadenitis | | Other , specify
Don't forget to click the Add button \C
to save the comments to the Table. | (4000 characferf)
I corded By

User Guide: Adverse Event Following Immunization

17. Enter Duration time. Duration is from onset of first symptom/sign to resolution of
all symptoms/signs.
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18. Click the checkboxes for any local reactions that apply. If the reaction is not
listed, click Other, specify; and enter details of the reaction in the comments box.
Click Add to save the comments to the Table.

19. Add any additional information about the reaction near the injection site. Add any
additional comments in the comments box, and click Add to save them to the
Table.

For any injection site reaction indicated above, check all that apply below and provide detalls in the comments area in this section:

Swelling Pain Tendemess Erythema Warmth
TI P: At any time, click Induration Rash Largest diameter of injection site Site{s) of reaction Palpable
reaction (em): fluctuance
Save as Draft to ensure
Fluid collection shown by imaging Spontanecus Microbial results Lymphangitic Regional
updates to the screen are technigue (2.9. MR, CT, ultrasound) lsurgical drainage streaking lymphadenopathy

saved to the AEFI report.

{4000 characte:

pate _______________ (Commemss ___________ |RecordedBy

20. Enter AEFI Details related to Anaphylaxis or Other allergic events. Enter
Onset time. Onset is mins/hrs/days from immunization to onset of first symptom
or sign

21. Enter Duration time. Duration is from onset of first symptom/sign to resolution of

all symptoms/signs.
TIP: If the AEFI is

related to ‘Anaphylaxis or

Other allergic events’,
required fields are:
Onset and Duration. (®)Anaphylaxis

Other allergic events

Anaphylaxis or Other allergic events # Hide

Clear
TIP: The Clear button
3 *Onset: * Duration:
will deselect both the 0 0 0 0 o 0 Unresclved Onset is minsfhrs/days from immunization to onset of first symptom or sign.
radio buttons above it . ho 4 . ho p Dwuration is from onset of 15t symptom/sign to resolution of all
o ming urs  days ming urs  days

symptoms/signs.

IMMUNIZATION User Guide: Adverse Event Following Immunization Page 14 of 29
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TIP: If the AEFI is
related to a ‘Neurologic
event’, required fields
are: Onset and
Duration.
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22. Click on any of the selections related to the Anaphylaxis or Other allergic events.
Once you click on a sub-section (e.g. Skin/Mucosal), the descriptive options are
available for selection. Add comments as required, and click Add to save the to
the Comments Table.

Anaphylaxis or Other allergic events # Hide
(=) Anaphylaxis
Cther allergic events
Clear
*Onset: *Duration:
0 0 o 0 0 0 Unresolved Onset is mins/hrs/days from immunization to onset of first symptom or sign.
Duration is from onset of 15t symptom/sign to resolution of all
mins hours days ming hours days

symptoms/signs.

@ skinMucosal (=) GENERALIZED [_|At injection site || Non-injection site Urticaria Erythema

Pruritus Prickle sensation

WEVES Red [ |ltchy

@ANGIOE DEMA Tongue Throat Uvula Larynx

Lip Eyelids Limbs Other , specify

@ cardio-vascular Measured hypotension Decreased central pulse volume Capillary refill time =3sec | | Tachycardia

Decreased or loss of consciousness

[ Respiratory Sneezing Rhinorrhea || Hoarse voice || Sensation of throat closure
Stridor Dry cough Tachypnea ‘Wheezing
Indrawing/retractions Grunting Cyanosis

¥ Gastro intestinal Diarrhea || Abdominal pain [ |Nausea [ |Vomiting

1
(4000 charac‘te

Date_______________ (Comments ________________|RecodedBy ______________

23. Enter AEFI Details related to Neurologic event. Enter Onset time. Onset is
mins/hrs/days from immunization to onset of first symptom or sign.

Neurologic event # Hide

*Onset: * Duration:

Unresolved ©Onset is ming/hrs/days from immunization to onset of first symptom or sign.

0 o o 0 0 o Duration is from onset of 15t symptom/sign to resolution of all symptomsa/signs.

ming hours days mins hours days

24. Enter Duration time. Duration is from onset of first symptom/sign to resolution of
all symptoms/signs.

User Guide: Adverse Event Following Immunization
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TIP: Atany time, click
Save as Draft to ensure
updates to the screen are
saved to the AEFI report.

TIP: If the AEFI is
related to ‘Other defined
events of interest’,
required fields are:
Onset and Duration.
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25. Click on any of the selections related to the Neurologic event. Once you click on
a sub-section, the descriptive options are available for selection. Add comments
as required, and click Add to save the to the Comments Table. Note: Use the
Comment field of the Neurologic Event section to indicate: Absence, Myoclonic or

Neurologic event # Hide
*Onset: *Duration:
0 i) 0 0 0 0 Unresclved ©Onset is minsfhrs/days from immunization to onset of first symptom or sign.

- - Duration is from onset of 15t symptom/sign to resolution of all symptoms/signs.
mins hours days mins hours days

Seizure(s) (check all that apply)

= Meningitis

> Encephalopathy/Encephalitis

= Guillain-Barré Syndrome (GBS)
= Bell's Palsy

> Other Paralysis

= Other neurclogic diagnosis |, specify
For any neurologic event indicated above, check all that apply below and provide details in the comments area in this section:

Focal or multifocal
neurclogic sign(s)

Depressed!altered level of consciousness, lethargy or
personality change lasting >= 24hrs

Fever( >=38.0 C) CSF abnormality

EEG abnormality EMG abnormality Neurcimaging

abnormality

Brain/spinal cord
histopathologic abnormality

-

{4000 characte

T N

Partial seizure.

26. Enter AEFI Details related to Other defined events of interest. Enter Onset
time. Onset is mins/hrs/days from immunization to onset of first symptom or sign.

Reminder: A fever needs to be greater than 38 degrees and present in
conjunction with a reportable event.

1. Enter Duration time. Duration is from onset of first symptom/sign to resolution of
all symptoms/signs.

User Guide: Adverse Event Following Immunization
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Other defined events of interest # Hide
*Onset: * Duration:
0 1 0 0 0 2 Unresclved Onset is minsfhrsfdays from immunization to onset of first symptom or sign.
Duration is from onset of 15t symptom/sign to resolution of all symptomsa/signs.
ming hours days mins hours days

Click on any of the selections related to the “Other defined events of
interest”. Once you click on a sub-section, the descriptive options are available
for selection.
Note: The following “Comments” should be added to the “Other defined
events of interest”, if applicable:
e Oculo Respiratory Syndrome (ORS) — record Unilateral Red Eyes in the
Comment section.

Other defined events of interest # Hide
*0nsot: * Duration:
] 1 0 0 0 2 Unresolved ‘Onset is minsfhrsidays from immunization to onset of first symptom or sign.

- - Duration is from onset of 15t symptom/sign to resolution of all symptoms/signs.
mins hours days mins hours days

Hypotonic-Hyporesponsive Episode (age < 2 years)

Persistent crying (crying which is continucus and unaltered for == 3hrs)
@] Rash (for Rash at injection site or Rash in allergic reaction, use other section)
| Generalized () Localized at non-injection site
> Intussusception
(™ Arthritis (check all that apply)
Joint redness
Joint warm to touch
Joint swelling
Inflammatory changes in synovial fluid
E] Parctitie (parotid gland swelling with pain and/cr tenderness)
12] = Thrombocytopenia This must be diagnesed by a physician
Clinical evidence of bleeding
Platelet count <150 x 10*3/L
@] Oculo-Respiratory Syndrome (ORS) (Note: this is different from allergic/respiratory symptoms)
Bilateral red eyes
Cough
Wheeze
Sore throat
Difficulty swallowing
Difficulty breathing
Chest tightness
Hoarseness
Facial swelling
Fever »= 38.0C
Other severe events not listed above

{4000 characTe

Dste 02 @ (Comments 00 00000002 |RecordedBy 00000000000 |

e Thrombocytopenia — record Pettechial Rash in the Comment Section.

e Record Anaesthesia/Parathesia in the Comment Section.

IMMUNIZATION User Guide: Adverse Event Following Immunization Page 17 of 29
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2. Add comments as required, and click Add to save the to the Comments Table.

Open up the Impact of AEFI, Outcome, and level of care section.

3. Enter related information in the drop-lists. Add any comments, and click Add to
save the to the Comments Table.

4. Click Save as Draft to save information to the AEFI record.

5. Open the Document Management section if there are documents to attach to the

AEFI Record.
Document Management ¥ Show Document Management
0 attached documents Click on Document Titfe to open or save attachment.

Document Management

E m Dn .

6. Click Document Management to attach documents.

The Context Document screen displays.

IMMUNIZATION User Guide: Adverse Event Following Immunization Page 18 of 29
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Context Documents @ =
/1, Warnings ACTIVE
Client ID: Name(First,Middle Last)/Gender: Health Card No: Date of Birth | Age:
393 Ellie E J5-Elephant / Female - 2010 Jul 23 /4 yrs 1
mos
Phone Number: Jurisdiction Info: Additional ID Type / Additional 1D:
(306)-222-2233(Primary Saskatchewan,Saskatoon RHA Provincial health service provider
home) identifier / =

Search Document Folders - Basic #% Hide Search

Enter Keywords to search. Leave search box empty to view all documents. Search will be performed on selected folder and its subfolders if applicable.
Search results will appear in "Document List' below.
Search
Documents
by keyword:

[ Search | [ Retrieve | [ Clear |

Document List % Hide Document List

Row Actions: | pyite | | Selact and Return ‘
I el sl el el _

Total: 0 Page 1 of 1 Jump to page:

Cancel
7. Click Add New.
The Document Management screen displays.
Document Management @ &

Add New Document

* File name: B SGHE § 3

File uploaded:

Selected Document:
* Document Title:

* Effective Mz v 06 W27 H Expiration W i BH
Date: vy mm dd Date: vy mm dd
Status: *| active [+]

Uze CTRL key for multiple =elections.

Enter Selected
Keyword: l:l Keywords:

Description:

Document Added by: ephs TRAINERooT on: 2012 Jun 27

[ submit | [ Clear | [ cancet |
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8. Click Browse and select the document to be attached from your system. Click
NOTE: The file must be Upload to upload the file.
of an acceptable type as
per system configuration

9. Fill in required and mandatory fields.
(e.g. .pdf)

TIP: If you decide to Document Management @ &
cancel the upload, just

click Cancel until you
return to the AEFI
screen. *File name: | Choose File | no file selected s | Click Upload File and the File

File uploaded: AEF| decument.pdf < Uplogded: is di_5p|aV9d here.

Selected Document:
*Document Title:

s Don't forget to give the file a title. This
is a required field.

Physicians Report - AEF]

* Effective 2014 /09 /109 Expiration ! !
Date: wyyy mm dd E Date: YYYY mm dd E

Status: *| active

Use CTRL key for multiple selections.

Enter Ak | d Mr\e?:;(F:-Ir‘
hysicians report - :
Keyword: Py P Remove Keywords:

Description:

This is the physician's report related to the AEFI. It was provided by the client.

Document Added by: panorama, useri on: 2014 Sep 09

| [ submit | [Elear | [ cancel
J

10. Click Submit.

The Context Documents screen redisplays with the file within the Table.
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NOTE: The file is not
attached in the
screenshot as this
functionality was
currently under
configuration at time of
user guide development.

NOTE: The Manager of
the Workgroup (e.g. AEFI
Review) will receive a
Task in Work
Management. Tasks are
viewed and managed
within the Work
Management module. It
is the jurisdiction’s
prerogative to utilize the
Work Management
module or solely rely on
telephone / email
communications to notify
the reviewer and
contributors of the AEFI
Report.

IMMUNIZATION

Context Documents @ 5
L Warnings ACTIVE
Client ID: MName(First,Middle Last)/Gender: Health Card No: Date of Birth | Age:
393 Ellie E J5-Elephant/ Female - 2010 Jul 237 4yrs 1

mos

Phone Number: Jurisdiction Info: Additional ID Type / Additional 1D:
(306)-222-2233(Primary Saskatchewan,Saskatoon RHA Provincial health service provider
home) identifier / -

Search Document Folders - Basic 4 Hide Search

.
|

Enter Keywords to search. Leave search box empty to view all documents. Search will be performed on selected folder and its subfolders if applicable.
Search results will appear in ‘Document List' below.

Search
Documents
by keyword:

|Ssamh | | Retrieve | | Clear |

Document List % Hide Document List

|

Row Actlons: | pgjgte | | Select and Return [ Add New |

[ Document information should be within the Table.

Total: 0 Page 1 of 1 Jump to page:

Cancel

User Guide: Adverse Event Following Immunization

11. Click Cancel to return to the Create Adverse Event screen. Note that the file
attached is now seen in the Document Management section of the AEFI Record.

12. Open up the Assigned To section of the AEFI Record.

* Assigned To # Hide Assigned To

Select at least one assignee: a user (within a workgroup) or a workgroup.
Workgroup Organization: Saskatoon RHA
To specify an Organization _first click on the Find' button. Then search, or type the name of the Organization you wish to specify, select it and click on ‘Select’ button. Then

click 'Close’ ta close.

Organization: Saskatchewan > [Saskatoon RHA]

Workgroups: User:

| AEFI Review =

| --select--

13. Select a Workgroup from the drop-list. Select an individual User from the drop-
list if appropriate. This field is mandatory before the user can ‘Save and Submit’
for review. By sending the notification to the Workgroup, this action changes the
status of the AEFI Record to ‘Under Review'.
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TIP: There are a
number of fields within
the report that are
required, but are not
indicated by the *.
Depending on the
information recorded on
the AEFI, certain fields
then become mandatory.

TIP: Fix any error
messages by updating
the AEFI Report, then
click ‘Save as Draft’. The
data must first be saved
before it can be
submitted.
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The AE History does not show activity while the AEFI Record is still in ‘Draft’ mode.

AE History # Hide AE History

Date _______|Comments ______|RecordedBy _______|UserRole ________ |Status |

14. When ready to add the recommendations (review process) to the Record, click
Save and Submit. This is at the bottom and top of the AEFI Record.

Note: there may be some required fields that need to be completed before the Record
is saved and submitted. Error messages are displayed on the Header, indicating to
the user which fields must be completed. See examples below.

Create Adverse Event @ 5
/1 Warnings ACTIVE
Client ID: Name(First,Middle Last)/Gender: Health Card No: Date of Birth / Age:
383 Ellie E JS-Elephant/ Female - 2010 Jul 23/ 4 yrs 1

mos

Phone Number: Jurisdiction Info: Additional ID Type / Additional ID:
(306)-222-2233(Primary Saskatchewan,Saskatoon RHA Provincial health service provider
home) identifier / -

¥ At least one sub-level item is required if Rash is selected

¥ At least one sub-level item is required if Arthritis is selected.

¥ At least one sub-level item is required if Thrombocytopenia is selected.

¥ At least one sub-level itemn is required if Oculo-Respiratory Syndrome (ORS) is selected.

User Guide: Adverse Event Following Immunization

15. Update the AEFI Record as indicated by the X error messages.

16. Click Save as Draft. [It is important to first save the information to the Record
before it is submitted].

17. Click Save and Submit.

The Adverse Event Summary screen displays with a message in the Header stating
that the Adverse even is submitted successfully.
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The status of the AEFI shows “Submitted for Review”.

Adverse Event Summary ® =
L Warnings ACTIVE
Client ID: Name(First,Middle Last)/Gender: Health Card No: Date of Birth / Age:
393 Ellie E JS-Elephant / Female - 2010 Jul 23 /4 yrz 1
mos
Phone Number: Jurisdiction Info: Additional ID Type / Additional 1D:
(306)-222-2233(Primary Saskatchewan,Saskatoon RHA Provincial health service provider
home) identifier / -

Adverse event is submitted successfully.

Adverse Event Summary

Plusa select a reason for d

Row Actions: | |)pqat0 Delete Cmaln Adverse Event
Pneu-C-13 2014 Aug 29 2014 Sep 02 Review complete
(] MMR-\ar 2014 Aug 29 2014 Sep 01 Submitted for review
" Rota-unspecified 2014 Aug 29 2014 Sep 05 Submitted for review

2.0 Adverse Event Review

Once the AEFI Record is submitted for review, a new section is activated within the
Record, called Public Health Recommendations. This section must be completed
in its entirety before the user can complete the AEFI Record. Once the user “Starts
Review”, the user may “need more information” or “need consultation”. See the
following sub-section for details relating to this functionality.

These are steps to take the Record from “Submitted for Review” to “Review
Complete”.

1. Click Immunizations > Adverse Events (AEFI) from the left navigation bar. The
Adverse Event Summary screen displays.

Adverse Event Summary @ =
/1., Warnings kb
Client ID: Name(First,Middle Last)/Gender: Health Card No: Date of Birth / Age:
588 Penelope JS-Platypus ! Female - 2010 Feb 23 /4 yrs 6
mos
Phone Number: Jurisdiction Info: Additional ID Type / Additional ID:
(306)-333-4300(Primary Saskatchewan, Saskatoon RHA Provincial health service provider
home) identifier / -

Adverse Event Summary

Please select a reason for deletion:
Row Actions: @

Dalete Cmaln Adverse Event
“ e M __

12 DTaP-IPV-Hib 2014 Sep 04 2014 Sep 09 Submitted for review

[cancel |
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2. Click the radio button beside the AEFI that is “Submitted for Review”, and click
Update.

The Create Adverse Event screen displays. Notice that the screen opens up to the
new section, Public Health Recommendations.

* Public Health Recommendations #4 Hide Public Health Recommendations

AEFI| Status: Submitted for review Last Review Date: Eligible for reporting to PHAC: | |

Reviewer

NOTE: The AEFI
|| On behalf of Health Service Provider

Report must be Click Find to select a pravider:
“reviewed” in Panoram

evie ed anorama Provider:
before it can be
complete. Itis important
for all users to follow
Saskatchewan policy and

Public Health Recommendations

Public Health Recommendations: || No change to immunization schedule || Expert referral, specify

. || Determine protective antibody level || Controlled setting for next immunization
prOCedUre when creating || No further immunizations, specify || Active follow-up for AEFI recurrence after next vaccine.
and reviewing an AEFI || Other, specify || No recommendations
Report. Recommendation

Comments:

g
(4000 characters)

Add Recommendations

Recommendation Comments

Document Management ¥ Show Document Management
0 attached documents Click on Document Title to open or save attachment.
Document Managemaent
E = ¥

Assigned To % Show Assigned To

AE History ¥ Show AE History

Enter the Public Health Recommendations as required.

3. Click the checkbox if the AEFI is Eligible for Reporting to PHAC.

4. In the Reviewer section, click Find to locate the Provider in the Index.

5. Click the checkbox On behalf Of Health Service Provider, if the Panorama user
is not the Provider.

6. Select the Public Health Recommendations applicable to the AEFI.

7. Enter comments in the Recommendations Comments section. Click Add
Recommendations to add the recommendations to the Table.

8. Add any other information to the AEFI Record as required (see ‘Adverse Event

Create’ section for more details).
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TIP: To Print the AEFI
Report, go to the
“Adverse Event Details”
screen, and click the
Printer icon at the top of
the page. For more
information, go to the
‘View Adverse Event’
section of this user guide.
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9. Depending on the policy and procedure, the user may choose to Save, Save and
Resubmit, or Start Review.

AE History # Hide AE History

Date __ |Comments ___ |RecordedBy _______ |UserRole ______|Staus |
2014 Sep 09 here are some comments - userl, pancrama SUpErsenvice Submitted for review
save and resubmit was
clicked
2014 Sep 09 here iz some info anorama SUpersenice Submitted for review
2014 Sep 09 userl, pan SUpErsenvice Submitted for review

If you click Save, you are prompted to
enter comments. These are stored in the
AE History in the Comments column.

Save | [ Save and Resubmit | [ Start Review | [ Print | [ Cancel |

If you click Save and Resubmit, you are prompted
to enter comments. These are stored in the AE
History in the Comments column. You must select a
Workgroup in the Assign To section.

If the user clicks the Start Review button, the user is prompted to add comments.
The screen is updated, within the AE History section, the status of the AEFI Record
changes to “Review in progress”, and new buttons are activated.

AE History ¥ Show AE History

Date | Comments |RecodedBy | UsorRole Siee
2014 Sep 09 | clicked the "Start Review" useri, panorama superservice
button
2014 Sep 09 here are some comments - useri, panorama superservice Submitted for review
save and resubmit was
clicked
2014 Sep 09 here is some info userl, panorama SuUperservice Submitted for review
2014 Sep 09 useri, panorama SUperservice Submitted for review

Depending on completion of the AEFI Record, the user may choose to complete the
Record or indicate that more information or consultation is required.

10. If the documentation is complete, select a Workgroup from the Assign To
section, and click Review Complete. The user is required to enter comments in

the text box.

The user is taken to the Adverse Event Summary screen, and a message indicates
that the Adverse Event was saved successfully.
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TIP: If the users are not
actively using the Work
Management Module
(Tasks), then this
functionality may still be
used in the AEFI report.
Notification just needs to
be done through email /
telephone.

NOTE: Every time the
AEFI Report is updated a
comment is required.
This is meant to track the
changes made by the
different contributors as
audit information if
required. It is not
displayed from the
record.
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3.0 Needs More Information / Consultation

The Need More Information and Needs Consultation functionality may be useful if
the people that provide the information or consultation are Panorama users. When
these buttons are selected, the user must select that individual or Workgroup in the
Assign To section. The user(s) are notified through the Work Management Module
with a Task. This task includes the comments and a hyperlink to the AEFI, so that the
user may click directly to the Adverse Event. Once the user accesses the AEFI
Record, updates and contributions are made, and then it is re-submitted.

This is the equivalent of passing the AEFI Record to another user to make
contributions. Follow these steps for “Need More Information”. The “Need
Consultation” is the same and therefore not documented in this user guide.

1. While the AEFI Record is in status ‘Review in Progress’, select a Workgroup /
user in the Assign To section. Click the Needs More Information button. The
user is prompted to add comments.

The user is taken to the Adverse Event Summary screen, and a message on the
Header indicates that the Adverse Event has been updated.

2. The Workgroup /user is notified to make a contribution to the AEFI Record.
3. The user will navigate to the Adverse Event Summary screen and click on the
radio button beside the adverse event and click Update.

The Create Adverse Event screen is displayed. At the bottom of the screen, open
up and view the AE History. The comments and status, etc. are shown.

AE History 4 Hide AE History

[Date  [Comments  [RecordedBy  [UserRole  [Status |

2014 Sep 09 Need more Information was | user1, pancrama superservice Information required

clicked

2014 Sep 09 | clicked the "Start Review" userl, pancrama

button

superservice Review in progress

2014 Sep 09 here are some comments - userl, pancrama Submitted for review
save and resubmit was

clicked

superservice

2014 Sep 09 here iz some info userl, pancrama superservice Submitted for review

2014 Sep 09 Submitted for review

userl, pancrama

superservice

User Guide: Adverse Event Following Immunization

4. The user makes necessary contributions to the AEFI Record, click Save.
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5. Once the user is finished adding the information in the Record, and is ready to
submit, navigate to the Assign To section and select a Workgroup / user. Click
Save and Resubmit. The user must add comments in the text field.

The Adverse Event Summary is displayed, with a message indicating that the
Adverse Event was resubmitted successfully.

The user to whom it is assigned will receive notification to contribute or finish the
review of the AEFI Record.

6. This user must once again update the Adverse Event. To do this, navigate to the
Adverse Event Summary screen and click on the radio button beside the
Adverse Event and click Update.

The Create Adverse Event screen is displayed. At the bottom of the screen, open
up and view the AE History. The comments and status, etc. are shown.

AE History % Hide AE History
[Date | Comments ___ |RecordedBy _____ |UserRole _____ [Staus |
2014 Sep 09 Added information and now | useri, pancrama SUpPErsenice Submitted for review

save and Resubmit
2014 Sep 09 Need more Information was | user, panorama SUpETSEnice Infermation required
clicked
2014 Sep 09 | clicked the "Start Review" user!, panorama SuUperservice Review in progress
button
2014 Sep 09 here are some comments - user!, pancrama SUpersenice Submitted for review
save and resubmit was
clicked
MA1A Qan N0 hara ie enma infr wear!t nanArama cunarcanira Sihmittad frr randass
[ save | [ Save and R | [ start Review | [ Print | [ Cancel

7. The user may choose to Start Review. Comments must be added to the text
box.

A message is displayed at the top of the screen indicating that the Adverse Event is
under review.

8. Make any changes necessary, then, once complete, select the Workgroup / user
in the Assign To section, and click Review Complete.
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E. Delete Adverse Event

An Adverse Event may be deleted if entered in error, a decision was altered, or for
another reason. Please be sure to follow Saskatchewan policy and procedures
before deleting clinical records.

The Adverse Event Summary screen contains all of the AEFI Records entered or
deleted for the client.

Pre-requisites: The user has successfully logged into Panorama. User is in the
Immunization module (tab). Client is in context. An AEFI Record currently exists.

Menu Access: Select Immunizations > Adverse Events (AEFI)

1. Click Immunizations > Adverse Events (AEFI) from the left navigation bar. The

Adverse Event Summary screen displays.

2. To select an existing Adverse Event, click the radio button beside the adverse

event to be deleted.

Adverse Event Summary @ &
L Warnings ACTIVE
Client ID: Name(First,Middle Last)/Gender: Health Card No: Date of Birth / Age:
589 Penelope J5-Platypus / Female - 2010 Feb 23 /4 yrs 6
mos
Phone Number: Jurisdiction Info: Additional ID Type / Additional 1D:
(306)-333-4300(Primary Saskatchewan,Saskatoon RHA Provincial healih service provider
home) identifier / =

Adverse Event Summary

Please select a reason for deletion:

Row Actions: ata Dalete Crsals Adverse Event
Altered decision rEr—
Entered in error
Other
TDTaPEIPvEHID 2014 Sep 04 2014 Sep 09 Review in progress
13 MMR-Var 2011 Nov 23 2014 Sep 02 Review complete
14 Preu-C-13 2010 Jun 28 2014 Aug 31 Information required

3. Select a reason for deletion. If Reason is Other, then add details in the text box

that becomes activated.

The message displays that the Adverse Event was deleted successfully.
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The Adverse Event Summary screen shows the AEFI Record is now deleted, and can
no longer be updated (the radio button beside it is removed).

Adverse Event Summary @ &

/¥, Warnings kb
Client ID: Name(First,Middle Last)/Gender: Health Card No: Date of Birth / Age:

589 Penelope JS-Platypus / Female - 2010 Feb 23 /4 yrs 6

mos

Phone Number: Jurisdiction Info: Additional 1D Type / Additional 1D:
(308)-333-4300(Primary Saskatchewan, Saskatoon RHA Provincial health service provider
home) identifier / -

Adverse Event Summary

Please select a reason for deletion: ‘

Row Actions: | |)5qat0 Delete Create Adverse Event
Select Event ID ¥ | Immunization(s) Date Administered Date Reported ¥ | Status S
12 DOTaP-IPV-Hib 2014 Sep 04 2014 Sep 08 Deleted
13 MMR-\ar 2011 Nov 23 2014 Sep 02 Review complete
14 Pneu-C-13 2010 Jun 28 2014 Aug 31 Infermation required

4. To view the Adverse Event, click on the hyperlink.

The AE History at the bottom of the Record indicates the reason for deletion.

Altered decision useri, panorama superservice Deleted
2014 Sep 09 user!, pancrama supersernvice Review in progress
2014 Sep 09 here is some info saved user!, pancrama SUpErservice Submitted for review
2014 Sep 09 saved info useri, panorama superservice Submitted for review
2014 Sep 09 user!, pancrama supersenice Submitted for review

5. Click Cancel to return to the Adverse Event Summary screen.
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