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Communicable Disease Control
Provincial Po ealth, Alberta Health Services

December 6, 2021

Dr. G. Chan

Dear: Dr. Chan,
RE: Adverse Event Following Immunization (AEFI) Reporting — COVID-19 vaccine

Thank you for your recent referrals to the AHS AEFI program. Reporting of unusual events following
immunization is an important tool in monitoring vaccine safety, particularly in the current pandemic. Upon
reviewing submissions from your office, several have not met reporting criteria as the event could be
attributed to a pre-existing condition or the symptom(s) is explained by medical history or recent illness.
To support efficient and accurate reporting of AEFI's, the following excerpt from The Alberta Health
Adverse Events Following Immunization policy for Alberta Immunization providers outlines the submission
criteria:

Any “adverse event following immunization” defined as an unfavourable health occurrence experienced
by a patient that:

(a) follows immunization,
(b) cannot be attributed to a pre-existing condition, and
(c) meets one or more of the following criteria, as determined by a health practitioner:

(i) the health occurrence is life threatening, could result in permanent disability, requires
hospitalization or urgent medical attention, or for any other reason is considered to be of
a serious nature;

(i) the health occurrence is unusual or unexpected, including, without limitation, an
occurrence that

(A) has not previously been identified, or
(B) has previously been identified but is being reported at increased frequency;

(iii) the health occurrence cannot be explained by anything in the
patient's medical history, including, without limitation, a recent disease or
illness, or consumption of medication.
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Prior to submitting an AEF|, please ensure the symptoms meet the criteria as noted above.

Thank you for your support of the Alberta Inmunization Program. Questions regarding referrals to the
AEFI program may be directed to aefi@ahs.ca or 1-855-444-2324.

Sincerely,

, Communicable Disease Control
rovincial Popu Health, Alberta Health Services
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Serious adverse drug reaction reporting form for hospitals
Canada Vigilance - Adverse reaction reporting program

For best results, download and open this form in a PDF reader.

Privacy notice: The personal information you provide to Health Canada is governed in accordance with the Privacy Act. We only
collect the information Health Canada needs to administer the Canada Vigilance adverse reaction reporting program authorized
under the Department of Health Act, section 4 and the Food and Drug Regulations, Section C.01.020.

Purpose of collection: Health Canada requires this information to assess adverse reaclion reports, monitor the safety of health
products and enforce relevant legislation where applicable. Personal information may be used to analyze general trends, report to
senior management and evaluate related programs and services. Trend and safety data in a de-identified format may be
communicated by a variety of risk communication tools and/or responses to inquiries. A subset of de-identified Canada Vigilance
adverse reaction reporting program data is made publicly available from the Canada Vigilance adverse reaction onlina database.

Other uses or disclosures: Personal information may be shared within Health Canada and with the Public Health Agency of
Canada, the Canadian Medication Incident Reporting and Prevention System Program (managed in partnership with the
Canadian Institute for Health Information, the Institute for Safe Medication Practices Canada, and the Canadian Patient Safety
Institute), and international regulatory and health product monitoring authorities, for monitoring adverse reaclions. In limited and
specific siluations, your personal information may be disclosed without your consent in accardance with subseclion 8(2) of the
Privacy Act.

For more information: This personal information collection is described in Info Source, available online at
hitps://www.canada.ca/en/health-canadalcorporate/about-health-canada/activities-responsibilities/access-information-
privacy/info-source-federal-government-employee-information.html#a26. Refer to the personal information bank HC PPU 417.

Your rights under the Privacy Act: In addition to protecting your personal information, the Privacy Act gives you the right to
request access to, and correction of, your personal information. For more information about these rights, or about our privacy
practices, please contact Health Canada's privacy coordinator at 613-846-3178 or he.privacy-vie.privee.sc@canada.ca. You also
have the right to file a complaint with the Privacy Commissioner of Canada if you think your personal information has been
handled improperly.

Submission methods

Electronic reporting
If you are interested in submitting reports electronically (e.g. secure file transfer protocol - sSFTP) to Health Canada, please email
the Canada Vigilance Program at hc.canada.vigilance.sc@canada.ca d

Fax
Download, complete and print the Serious adverse drug reaction reporting form for hospitals.
Send by fax at: 1-866-678-6789

Mail it to the Canada Vigilance National Office
Canada Vigilance Program

Health Products Surveillance and Epidemiology Bureau
Marketed Health Praducts Directorate

Heaith Products and Food Branch

Health Canada

Address Locator 1908C

Ottawa, Ontario

K1A 0K9

If you have any questions related to mandatory reporting for hospitals, you may contact the Canada Vigilance Program by:
Email: he.canada.vigilance.sc@canada.ca
Toll-free telephone: 1-866-234-2345
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s rmwn (IfW in the control of or reasonably accessible by the hospital for mandatory reporting)
** = required (hospital is exempt from mandatory reporting if this information is unavailable)

pecific field insi“lms ean be found at the end of the form. Submission of a report does not constitute an admission that medical personnel or the suspect
rod cantiby us adverse drug reaction(s).

A. General information

1. Type of report* Rf Initial [ Follow-up 2. Health Canada reference no.

(for foliow-up reports only)

3. Organization file no. 4. Date report submitted {5. Documentation date*

TJune 23, 202 | Tune 22, 202

6. a. Organization contact first name* 7.a. Phone no.* ext.
b. Last name* b. Email
c. Fax
. Organizati ;
PO AAbe b Howlft Sonates:  Pinika Harg, hA ¢ Cars
Cen
9. Source of report : 10. Health Canada institutional ID
(profession) P M J’ ’ (/"M (If 1D provided, no nead 1o provide address)
11. Address 12, City 13.Province /|14. Postal code
' Territo ?
Q’OO'WA\/C.%-LJL fm@\ v O AR

15. Reason for seriousness* (explain (f) in section F)

O (a) Death (yyyy-mm-dd) O (b) Life-threatening  [BC) Disability [ (d) Congenital malformation
O (e) Caused/prolonged in-patient hospitalization O (f) Required medical intervention to avoid any of (a) to (e)

B. Patient information

1. Patient ID

{e.g. initials, record no.)

4. Height 5. Weight

(gm e

8. Known medical conditions and relevant lifestyle factors* (e.g. hepatic andior renal impairment, diabetes meffilus, cMobam.
cannabis or alcohol use, recreational drug use, etc.),

e kava it Bukimin (reavh A |

eCos . OHD
Gt h's /4 §af YV 4

0 AN IOWA [an X .
u/:/x\orumfd- WA Mhinn (MPJL 7W~t7/2/(

7. Known allergies” (e.g. foad, drugs, environmental, ete.. provide details),

U\Vl\/\e/\/v-bJ'P( (ﬂf(/MA/) ya/é_/\ -M\fL-'W"Q

P
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3 | Serious adverse drug reaction reporting form for hospitals

C. Serious adverse drug reaction(s)

3. Reaction end date*

N/A

2. Reaction start date*

Twa 7, 2an|

1. Did the patient recover?*
(please choase one of the following)

[0 Recovered [0 Recovering [ Not recovered

[l Died 3 Unknown  [T] Recovered with sequelae
4. Description of the serious adverse drug reaction(s)"*
Odypo( hagia. qa Py, hdorveA e

D. Suspect product one
if the DIN Is not provided, please provide the brand name or the proper name, as well as the manufacturer name if known
This information is important for traceability of an adverse reaction to a specific suspect product.

1. Drug identification number (DIN)* 2. identifying code for urgent public health need drugs™
3. Brand name** (per product label) 4. Common/proper name"" (active ingredient) V

Chze [y NTahlvdr? | Covin-A mpvA Vacede
5. Strength (per unit) S 6. Dose § ~

NI WA e $F Lose

7. Frequency

O 22—
8. Dosage form (e.g. iablet, powder, liquid) 'i ‘/\ } M b\/\
9. Route of administration ! 10. Product start date* |11, Product end date*

b, M . MM,‘ 21 L0
12. Indication

Cond |4 vACedeM

13. Lot no. 14. Expiry date

15. a. Manufacturer nam 16. What action was faken?

P{\'w/ BA N Tel, NV

b. Did you also report to the manufacturer?*

17. Did the reaction stop if dose was reduced or removed?

I Yes ﬁ No
c. Date reported O Yes O No I Unknown dHIA
d. Reference no." (if known) 18. Did the reaction return with reintroduction of the
product?
[l Yes 1 No I Unknown B TIA

2020-01-10
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D. Suspect product two

If the DIN is not provided, please provide the brand name or the proper name, as well as the manufacturer name if known
This intormation is important for traceability of an adverse reaction to a specific

1. Drug identification number (DIN)*

2. Identifying code for urgent public health need drugs**

3. Brand name*" (per product label)

4. Common/proper name** (active ingredient)

5. Strength (per unity

6. Dose

7. Frequency

8. Dosage form (e.g. tablet, powder, liquid)

9. Route of administration

10. Product start date* |11. Product end date™

12. Indication

13. Lot no.

14. Expiry date

15. a. Manufacturer name

b. Did you also report to the manufacturer?*
COYes [ONo

c. Date reported
d. Reference no.” (if known)

E. Concomitant therapeutic product(s)

16. What action was taken?

17. Did the reaction stop if dose was reduced or remaved?

[ Yes 0 No O Unknown [ N/A

18. Did the reaction return with reintroduction of the
product? ;

[l Yes [ No [J Unknown [3 N/A

1. Known therapeutic product(s) taken or used at the same time the reaction occurred* (e.9. prescription and non-prescription drugs,

medical devices, naturel health products, elc. Include details of use if avaliable).

Con @/ fu 31»», PO
Ll s
Tond 3T 214

ks V‘]?YZ\ AN

0 416 1R

2020-01-10



5 | Serious adverse drug reaction reporting form for hospitals

F. Additional information
1. Use this section to include datails that did not fit in the previous sections’ structured boxes, or related test/lab results,

autopsy infarmation, treatment details, or any other details you feel would contribute to the assessment of the serious
adverse drug reaction(s).

2020-01-10




6 | Serious adverse drug reaction reporting form for hospitals

A. General information

Al

A2,

2

Z BF X F BB

BE ERE

tnitial or follow-up®: Indicate whether the raport s the first one submitted for this
speclfic adverse drug reaction (i.e. initial) or a follow-up to a previously submitted
report.

Health Canada reference number: If the report is identified as a follow-up in A1,
provide the reference number of the serious ADR report generated by Health
Canada and provided to the submitter further to initial report submission.
Organization file number: Indicate the hospital's identification number for the
case. For fallow-up reports, the file number should be the same as the number
assigned to the initial report.

Date submitted: Indicate the date the report was sent to Health Canada.
Documentation date*: Indicate the date when the hospital first documented this
serious ADR.

Organization contact first & last name*: Enter the first and last name of a contact
for the hospital,

Phone number, emall or fax": Enter the telephone number, email address or
facsimiie number to contact in the case of follow-up.

Organization neme*: Enter the full name of the reporting hospital.

Source of report: Indicate the profession of the hospital employee who first
flagged this as a potential serious ADR,

Health Canada Institutional ID: Indicate the submitter’s unique hospital identifier
as assigned by Health Canada. To obtain this identifier, please contact
hc.canada.vigilance.sc@canada.ca. Address details do not need to be completed if
this unique number is provided.

Hospital address: Enter the civic address for the hospital,

City: Indicate the city in which the hospital is located.

Province/Territory: Select the province or territory in which the hospital is
located.

Postal code: Provide the postal code of the hospital.

Reason for serlousness*: Select a criterion that makes the report a serious
adverse reaction. More than one can be selected. Enter the date of death if
known.

B. Patient information

Bl

=

FRES

Patient ID: Provide a patient identifier in order to readily locate the case for
follow-up purposes. This can be the patient’s Initials or the record number. Please
do not provide the full name of the patient.

Sex*": Enter the patient’s biological sex. Intersex Is a term used for a variety of
conditlons in which a person is born with a reproductive anatomy that does not fit
the typical deflnitions of female or male.

Age* *: Provide the patient’s age at the time of the reaction.

Height: Enter the patient’s height.

Weight: Enter the patient’s weight.

Known medical conditions and lifestyle factors™: If avallable, provide information
on the patient’s history and other known conditions.

Instructions on completing the serious adverse drug reaction (ADR) reporting form for hospitals

can be uniguely identified by providing their brand name. Generic drugs can be uniquely
Identified by providing both the generic name and the manufacturer name. Please also
include the lot number, if known.

DL

b2

D3,

D7.

28

Dia.
D11
D12,
D13,

D14
D1s.

D16,
D17.

Dis.

Drug identification number (DIN)": Provide the drug identification number of the
product the patient took, if available. For drugs accessed under an urgent public
health need, provide the Identifying code or number for the country in which the
product is marketed. If the DIN is provided, it is not necessary to provide
manufacturer, product name, active ingredient{s), strength, or dosage form.
Identifying code for urgent public health need drugs**: If the drug was imported
as part of the access to drugs in exceptional circumstances, provide the code or
number of the drug, if any, assigned in the country in which the drug was
authorized for sale.

& D4. Brand name, common/proper name* *: Provide the brand name as per the
product label if the DIN Is not known. If the brand name cannot be provided, or Is
not specific (e.g. an active ingredient as brand name), please provide the proper
name (active ingredients) and the manufacturer name.

Strength: Provide the amount of active ingredient per single dosage form of the
drug. For example, If the patient took two tablets of a medication, please provide
the strength of only one tablet. Strength Is defined as the amount of an active
ingredient that the product contains.

Dose: Indicate the amount of the product taken by the patient per the dosing
regimen. Dose is normally expressed as a guantity.

Frequency: Indicate how often the dose was taken by the patient. Shorthand text,
such as b.Ld., is acceptable in this field.

Dosage form: Indicate the dosage form of the product (e.g. tablet, powder, liquid)
Route of administration: Provide the means by which the drug entered the
patient’s body. The top five most common routes of administration are at the top
of the dropdown list.

Product start date”: Indicate the date on which the patient started using the
product, If the exact date is not known, partial dates are acceptable.
Product end date®: Indicate the date the patient stopped using the product, if
applicable. Please only enter data in this field if it is known that the patient
stopped taking the product. Partial dates are acceptable.

Indication: Enter the therapeutic reason for use.

Lot no.: If known, Indicate the lot number{s) of the suspect product.

Expiry date: If known, indicate the expiry date.

Manufacturer detalls*: Indicate the manufacturer name of the suspect product
and if the adverse reaction details were also provided to the manufacturer. If 50,
please also provide the date on which the case was reported to the manufacturer
and the reference number if known.

Action taken: Indicate what action was taken with the product.

Reaction stopped if dose was reduced or removed: Indicate if the adverse
reaction stopped after the suspect product was discontinued or the dose was
reduced.

Reaction returned with reintroduction: Indicate if the adverse reaction
reappeared after the suspect product was reintroduced.

Known allergies®: Provide the allergles the patient is known to have perienced,
whether to food, drugs, envi tal comp: , etc.

C. Serious adverse drug reaction(s)

ci.
Q.

ca.

ca.

Recovery status®: Indicate the outcome of the serious ADR.

Reaction start date”: Provide the date of onset of the serious ADR. Partial dates
are acceptable

Reaction end date": Provide the end date of the serious ADR If applicable. Do not
provide this for reports involving death. Partial dates are acceptable,

Description of the serlous adverse drug reaction(s)**: List the serious adverse
drug reaction(s) that the pati perienced. Please try to avoid use of acronyms
in this section.

E. Concomitant therapeutic product(s)

El.

Concomitant therapeutic products* : List all known heaith products, other than
the suspect product, the patient was taking at the same time (i.e. concomitantly)
the reaction d. Infor related to therapy details of these products is
not required but encouraged. Do not Include health products used to treat the
reaction.

D. Suspect product(s)

Up to two suspected products may be reported on one form. Attach additional forms if
there are more than two suspected products for the reported serious ADR.

Reporting of product-specific identifiers is important for traceability of an adverse reaction
to a specific suspect product. The drug identification number (DIN} is a unique identifier for
all drug products sold in Canada, If the DIN is unknown, biclogic drugs including biosimilars

F. Additional information

Fl.

This section can be used to provide a narrative summary of the serious adverse
drug reaction, additional information on the underlying diagnosis that is pertinent
to the reaction, or information that did not fit In the structured fields that could
help to determine why the reaction occurred. For serious cases involving death,
this section can also be utilized to provide details on the official cause of death
and autopsy results,

For more detalls, refer to the Guidance Document for hospitals at
hllps:Ilwww.canada‘cafenlheallh-canadalsemcs{dm.s-hcaIth-productsf’
medcﬂecl-nnldalauvene-rei:lion-reponlnumanda:oryMsptukeponmu
drugs-devices.html

2020-01-10
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Serious adverse drug reaction reporting form for hospitals Wﬂ
Canada Vigilance - Adverse reaction reporting program

For best results, download and open this form in a PDF reader.

Privacy notice: The personal information you provide to Health Canada is governed in accordance with the Privacy Act. We only
| collect the information Health Canada needs to administer the Canada Vigilance adverse reaction reporting program authorized
E under the Department of Health Act, section 4 and the Food and Drug Regulations, Section C.01.020.

i Purpose of collection: Health Canada requires this information to assess adverse reaction reports, monitor the safety of health
products and enforce relevant legislation where applicable. Personal information may be used to analyze general trends, report to
' senior management and evaluate related programs and services. Trend and safety dala in a de-identified format may be
communicated by a variety of risk communication tools and/or responses fo inquiries. A subset of de-identified Canada Vigilance
adverse reaction reporting program data is made publicly available from the Canada Vigilance adverse reaction online database.

Other uses or disclosures: Personal information may be shared within Health Canada and with the Public Health Agency of
Canada, the Canadian Medication Incident Reporting and Prevention System Program (managed in partnership with the
Canadian Institute for Health Information, the Institute for Safe Medication Praclices Canada, and the Canadian Patient Safety
Institute), and international regulatory and health product monitoring autharities, for monitoring adverse reactions. In limited and
specific situations, your personal information may be disclosed without your consent in accordance with subsection 8(2) of the
Privacy Act.

a For more information: This personal information collection is described in Info Source, available online at
{ htlps;ffwww.canada.ca!enfhealth-canada.fcorporatefabout—heallh-canada!acﬁvities-responsibiliﬁesraccess-infonnaﬁon—
! pﬁvacyfinfoaource-federal—government-employee-informalion.html#a26. Refer to the personal information bank HC PPU 417.

Your rights under the Privacy Act: In addition to protecting your personal information, the Privacy Act gives you the right to
request access to, and correction of, your personal information. For more information about these rights, or about our privacy
practices, please contact Health Canada's privacy coordinatar at 813-946-3179 or he.privacy-vie.privee.sc@canada.ca. You also
have the right ta file a complaint with the Privacy Commissioner of Canada if you think your personal information has been
handied improperly.

Submission methods

Electronic reporting
If you are interested in submitting reports electronically (e.g. secure file transfer protocol - sFTP) fo Health Canada, please email
the Canada Vigilance Program at hc.canada.vigilance sc@canada.ca

Download, complete and print the Serious adverse drug reaction reporting form for hospitals. =
Send by fax at: 1-866-678-6789

Mail it to the Canada Vigilance National Office
Canada Vigilance Program

Health Products Surveillance and Epidemiology Bureau
Marketed Health Products Directorate

Heaith Products and Food Branch

Health Canada

Address Locator 1908C

Ottawa, Ontario

K1A OK9

If you have any questions related io mandatory reporting for hospitals, you may contact the Canada Vigilance Program by:
Email: hc.canada vigilance.sc@canada.ca
Toll-free telephone: 1-866-234-2345

EN‘E’\E[F&E\@
Canada
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2 | Serious adverse drug reaction reporting form for hospitals

* = required®Wown fif informaties is in the control of or reasonably accessible by the hospital for mandatory reporting)
“* = required (hospital is exempt from mandatory reparting if this information is unavailable)

#grwaianfnm the end of the form. Submission of a report does not consti
product(s) caused or cantributed to the serious adverse drug reaction(s).

A. General information

E‘lftia! 1 Follow-up

tute an admission that medical personnel or the suspect

1. Type of report*

2. Health Canada reference no.
(for follow-up reports only)

3. Organization file no. 4. Date report submitted {5. Documentation date*

WMl 202 | Jwu 12, 202
6. a. Organization contact first name* 7.a. Phone no.* 4 (05733339 / —ext, “{43 w13y )/

b. Last name* b. Email

c. Fax L{O]7'7ﬂ SITZ-L

8. Organization name*

bt Healbl S ety - o kea Hol fibA 4 Lart Ly hie

8. Source of report

{profession)

10. Health Canada institutional ID

P "\.\1 J] 3 MM (I 1D provided, no need to provide address)
1 es 12. City 13.Province /|14. Postal code
051 s ke T T

15. Reason for seriousness* (explain (f) in section F)

O (a) Death (yyyy-mm-ia) O (b) Life-threatening 5‘6 Disability [ (d) Congenital malformation
O (e) Caused/prolonged in-patient hospitalization 0 {f) Required medical intervention to avoid any of (a) to (e)

B. Patient information

1. Patient ID

(e.g. initials, record no.}

6. Known medical conditions and relevant lifestyle factors™ (e.q. hepatic ancaﬂn renal impairment, diabetes meliitus, current pregnancy, tobacco,
cannabis ar alcohol use, recreational drug use, etc.). -

NonL_,

7. Known allergies® (e.s. iood, drugs. environmental, elc.; provide details).

’2(/\1‘?/;({:‘/\

2020-01-10



3 | Serious adverse drug reaction reporting form for hospitals

C. Serious adverse drug reaction(s)

1. Did the patient recover?*
(plaase chaose one of the following)

[0 Recovered [ Recovering B’ﬁ;t recovered

I Died 3 Unknown [ Recovered with sequelae

2. Reaction start date*

Turd 22, 2|

3. Reaction end date*

N/A

4. Description of the serious adverse drug reaction(s)**

et pain

D. Suspect product one
I the DIN is not provided, please provide the brand name or the Proper name, as well as the manufacturer name If known

This informalion is important for traceabllity of &

n adverse reaction to a specific suspect producl.

1. Drug identification number (DIN)*

2. Identifying code for urgent public health need drugs™

3. Brand name™* (per product iabei)

Phoc [BoNTrcdn COVIO viicedns

4. Common/proper name** (active ingredient)

COVIP N\ m VA VA

5. Strength (per unit)

ML T

6. Dose

7. Frequency

00 A {ed I

W l\f}(‘wf}ﬁ/\

8. Dosage form (e.g. tablat, powder, liquid) ’ ~
19U ﬂ(

9. Route of administration

WA s udar

M\luuh\d/\ ,@ MTLT"J(

10. Product start date*

Foaret2Ardoet

Ad

11. Product end date*

Jure 2,202

12. Indication

covip 14

Fe 3 51

13. Lot no.

14. Expiry date

15. a. Manufacturer name
% 7 A N Teck~
b. Did you also report to the manufacturer?*
1 Yes K No
c. Date reported
d. Reference no.” (if known)

16. What action wa/s taken?
17. Did the reaction stop if dose was reduced or removed?

O Yes I No I Unknown ETA

18. Did the reaction return with reintroduction of the
product?

[ Yes 3 No 1 Unknown m
PO N B 9, f v s
=V Canan v A e

2020-01-10



4 | Serious adverse drug reaction reporting form for hospitals

D. Suspect product two
If the DIN is not provided, please provide the brand name or
This information s important for traceabliity of a

1. Drug identification number (DIN)*

the proper namo, as well as the manufacturer name if known
n adverse reaclion lo a su product.

2. |dentifying code for urgent public health need drugs™*

3. Brand name

4. Common/proper name"" (active ingredient)

e COND\T mRVAVACare

hu, /‘;.;;/;;L Lavi() v

5. Strength (per unit)

6. Dose JL&C,K

lanit
7. Frequency

AN

8. Dosage form (e.q. tablet, powder, liquid) {\d 7&
{ M/l

L

9. Route of administration

T Wk | O

10. Product start date®

m’\ I} wl( 11.Pmc/ill—y/n4ddale'

12. Indication

cCov)P (4 wwMM

13. Lot no.

14. Expiry date

15. a. Manufacturer name

R BN Tl

b. Did you also report to the manufacturer?*
CYes [ONo

¢. Date reported
d. Reference no.* (if known)

E. Concomitant therapeutic product(s)

16. What action was taken?

A=

17. Did the reaction stop if dose was reduced or removed?
COYes [INo 2 Unknown FE1UA

18. Did the reaction return with reintrod)iction

f the
product? C 3
FTo

[ Yes [J Unknown [0 N/A

1. Known therapeutic product(s) taken or used at the same time the reaction occurred” (s.g. prescription and non-prescription drugs,

medical devices, natural health products, elc. Include details of use if available).

N arsa .

2020-01-10



5 | Serious adverse drug reaction reporting form for hospitals

F. Additional information
1. Use this section to include details that did not fit in the previous sections’ structured boxes, or related test/lab resuits,

autopsy information, treatment details, or any other details you feel would contribute to the assessment of the serious
adverse drug reaction(s). :

2020-01-10




6 | Serious adverse drug reaction reporting form for hospitals

Instructions on completing the serious adverse drug reaction (ADR) reporting form for hospitals

A. General information

Al

A2,

g

E 3R 2 F B

BF ERE

Initial or follow-up*: Indicate whether the report is the first one submitted for this
specific adverse drug reaction (i.e. initial) or a follow-up to a previously submitted
repart.

Health Canada reference number: If the report is identified as a follow-up in A1,
provide the reference number of the serious ADR report generated by Health
Canada and provided to the submitter further to initial report submission,
Organization flle number: Indicate the hospital's identification number for the
case. For follow-up reports, the file number should be the same as the number
assigned to the initial report.

Date submitted: Indicate the date the report was sent to Health Canada.
Documentation date*: Indicate the date when the hospital first documented this
serious ADR.

Organkzation contact first & last name* : Enter the first and last name of a contact
for the hospital.

Phone number, emall or fax": Enter the telephone number, email address or
facsimile number to contact in the case of follow-up.

Organization name*: Enter the full name of the reporting hospital.
Source of report: Indicate the profession of the hospital employee who first
flagged this as a potential serious ADR,

Health Canada Institutional ID: Indicate the submitter’s unique hospital identifier
as assigned by Health Canada. To obtain this identifier, please contact

he.canada vigilance.sc@canada.ca. Address details do not need to be completed if
this unique number is provided.

Hospital address: Enter the civic address for the hospital.

City: Indicate the city in which the hospital is located.

Province/Territory: Select the province or territory in which the hospital is
located,

Postal code: Provide the postal code of the haspital.

Reason for serlousness*: Select a criterion that makes the report a serious
adverse reaction. More than one can be selected. Enter the date of death if
known.

B. Patient information

Bl

B7.

Patient ID: Provide a patient identifier in order to readily locate the case for
follow-up purposes. This can be the patient’s initials or the record number. Please
do not provide the full name of the patient.

Sex"": Enter the patlent’s biological sex. intersex Is a term used for a variety of

conditions in which a person is bom with a reproductive anatomy that does not fit -

the typical definitions of female or male.

Age’ ": Provide the patient’s age at the time of the reaction.

Helght: Enter the patient’s helght.

‘Waeight: Enter the patient’s welght.

Known medical conditions and [Ifestyle factors®: If available, provide information
on the patient’s history and other known conditions.

Known allergies*: Provide the allergies the patient is known to have experienced,
whether to food, drugs, environmental components, etc.

can be uniquely identified by providing their brand name. Generic drugs can be uniguely
identified by providing both the generic name and the manufacturer name. Please also
Include the lot number, if known.

D1

@

D16.
D17.

D18,

Drug identification number (DIN)*: Provide the drug Identification number of the
product the patient took, if available. For drugs accessed under an urgent public
health need, provide the identifying code or number for the country in which the
product is marketed. If the DIN is provided, it is not necessary to provide
manufacturer, product name, active ingredient(s), strength, or dosage form.
Identifying code for urgent public health need drugs**: If the drug was imported
as part of the access to drugs in exceptional circumstances, provide the code or
number of the drug, if any, assigned in the country in which the drug was
authorized for sale.

& D4. Brand name, common/praper name"' *: Provide the brand name as per the
product label if the DIN is not known, If the brand name cannot be provided, or is
not specific (e.g. an active ingredient as brand name), please provide the proper
name (active ingredients) and the manufacturer name.

Strength: Provide the amount of active ingredient per single dosage form of the
drug. For example, Iif the patient took two tablets of a medication, please provide
the strength of only one tablet. Strength Is defined as the amount of an active
ingredient that the product contains.

Dese: Indicate the amount of the product taken by the patient per the dosing
regimen. Dose is normally expressed as a quantity.

Frequency: Indicate how often the dose was taken by the patient. Shorthand text,
such as b.i.d, is acceptable In this field,

Dosage form: Indicate the dosage form of the product (e.g. tablet, powder, liquid)
Route of administration: Provide the means by which the drug entered the
patient’s body. The top five most common routes of administration are at the top
of the dropdown list.

Product start date*: Indicate the date on which the patient started using the
product, If the exact date is not known, partial dates are acceptable.

Product end date*: Indicate the date the patient stopped using the product, if
applicable. Please only enter data in this field If it is known that the patient
stopped taking the product. Partial dates are acceptable.

Indication: Enter the therapeutic reason for use.

Lot no.: If known, indicate the lot number(s) of the suspect product.

Explry date: If known, indicate the expiry date.

Manufacturer details”; Indicate the manufacturer name of the suspect product
and if the adverse reaction details were also provided to the manufacturer. If so,
please also provide the date on which the case was reported to the manufacturer
and the reference number if known,

Action taken: Indicate what action was taken with the product.

Reaction stopped If dose was reduced or removed: Indicate if the adverse
reaction stopped after the suspect product was discontinued or the dose was
reduced.

Reaction returned with reintroduction: Indlcateiflhemrlemcuon

d after the product was rein

C. Serious adverse drug reaction(s)

cL
Q.

c4.

Recovery status”: Indicate the outcome of the serious ADR.
Reaction start date™: Provide the date of onset of the serious ADR. Partial dates
are acceptable

Reaction end date": Provide the end date of the serious ADR if applicable. Do not
provide this for reports involving death. Partial dates are acceptable.

Description of the serlous adverse drug reaction(s)**: List the serious adverse
drug reaction(s) that the patient experienced. Please try to avold use of acronyms
in this section.

E. Concomitant therapeutic product(s)

EL

Concomitant therapeutic products® : List all known health products, other than
the suspect product, the patient was taking at the same time (i.e. concomitantly)
the reaction occurred. Information related to therapy detalls of these products is
not required but encouraged, Do not include health products used to treat the
reaction.

D. Suspect product(s)

Up to two suspected products may be reported on one form. Attach additional forms if
there are more than two suspected products for the reported serlous ADR.

Reporting of product-specific identifiers is Important for traceabllity of an adverse reaction
to a specific suspect product. The drug identification number (DIN) is 8 unique identifier for
all drug products sold in Canada. If the DIN is unknown, biclogic drugs including biosimilars

F. Additional information

F1.

This section can be used to provide a narrative summary of the serious adverse
drug reaction, additional inf ion on the underlying diagnosis that is pertinent
1o the reaction, or information that did not fit in the structured flelds that could
help to determine why the reaction occurred. For serious cases Involving death,
this section can also be utilized to provide details on the official cause of death
and autopsy results.

For more details, refer to the Guidance Document for hospitals at
https://www.canada ca/en/health-canada/services/drugs- hul'h -producrs/

medefect canada/adverse-reaction-reporting/mand;

pitalreporting/

drugs-devices.himli

2020-01-10
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discussion, distribution, or copy of the content of this fax is strictly prohibited. If you receive this fax in
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Battle River Medical Clinic
Bay 2, 4502 50 Street Ponoka, Alberta, T4J 1J5
Phone: 403-783-3399 Fax: 403-783-8722
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Healthy Albertans. "
M€l Alberta Health H;::Ithz Communities. i (.19.9.
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August 5, 2021

Dr. Gregory Chan

Battle River Medical Clinic
4502 50st

Ponoka, AB

T4J1J5

Fax:403-783-8722
Phone: 403- 783-3399

Dear Dr. Chan

{n accordance with the Health Information Act Sections 27(1) and 35(1), | am requesting a copy of all
medical notes Including any and all diagnosis related to the immunization for the following patient:

Name:

DOB:
PHN:

Relateg‘li'r{munizg_gign] immunization date: May 8 — 1 dose Pfizer vaccine

This request is made for the F‘”Q’We Offmv,gtlﬁti%. ad unization reported
to us by this individual. i r} L

Pieaswo R

apprefiated. =

Sincerely,

Provincial AEF] Team



— Birth date - #15959 Pagel/1

May 28, 2021
May 28, 2021, 3:30PM
Action - patient brought to room by AE
S: massage 4 days prior to Saturday
having pain in the back
better with tylenol and repositioning
spasm type of symptoms
can radiate to the neck as well
also under the left side
pressure sensation, worse when getting up
had vaccination Saturday
symptoms started Saturday
heavy feeling in left leg then resolved

O: BP 138/86
Resp clear
CVS normal
axilla normal

A: ? vaccine related MSK pain
MSK strain

P: observe for now

analgesia

advised to report’side effects
considering 2nd dose August

Dr. Gregory Chan, May 28, 2021, 3:50PM

Jun 14, 2021 Ponoka HCC Lab Data
Accession Number 1406:B01494R
Report Date Jun 14, 2021 4:09PM
Collection Date Jun 14, 2021 3:25PM
Specimen Received Jun 14, 2021 3:25PM

Ordering Physician: Chan, Gregory
CREATININE: (Final)

- CREATININE ’ 57 40 - 180 umol/L
- GFR ESTIMATED 101 >59
Reduced muscle mass will lead to overestimation, and
increased muscle mass to underestimation of eGFR.
GLUCOSE RANDOM: (Final)
- GLUCOSE RANDOM 5.0 3.3 = 11.¢9 mmol/L
UREA: (Final)
- UREA 3.7 2.8 - 7.0 mmol/L
ELECTROLYTES: (Final)
- SODIUM 140 135 - 145 mmol/L
- POTASSIUM 3.7 3,5 -5.9 mmol/L
- CHLORIDE 102 98 - 112 mmol/L
- CARBON DIOXIDE 28 20 - 32 mmol/L
- ANION GAP 16 4 - 14
Jun 24, 2021
Jun 24, 2021, 11:56AM
Action - patient brought to room by BR
reported to AEFI
will get testing for EMG
check urine
Dr. Gregory Chan, June 24, 2021, 12:09PM
PS Sulte® EMR repont Printed by AE on Aug 10, 2021 15:34

This document contains personal identifiable information that must be treated

fidentially. Anyu

horzed use or disclosure is prohibited.

GC

GC

GC



‘Harder, Adole Louiss Birth date #11035 Page 1/1

Jul 5, 2021 GC
Dr. Gregory Chan, July 5, 2021, 4:43PM
** COVID-19 telephone conversation **
discussed vaccine and other therapies
longer term fever for 8 days

AEFI form done
Dr. Gregory Chan, July 5, 2021, 5:00PM

PS Suite® EMR report Printed by GC on Mar 24, 2022 17.52
This document contains persanal identifiable information that must be treated confidentially. Any unauthorized use or disclosure is prohibited



Birth date_ #41621 Page 1/1
GC

Jul 12, 2021
Dr. Gregory Chan, July 12, 2021, 5:55PM
** COVID-19 telephone conversation **
was having some hip pain
started mid week after sleep
not immediately after a hike
? arthritis
1 month ago
3 weeks after having COVID vaccine
Pfizer, 2nd injection
bilateral, worse in the left
feels like it is in the joint
get XR and labs (routine)
AEFI sumbitted
Dr. Gregory Chan, July 12, 2021, 6:07PM

PS Suite® EMR report Printed by GC on Mar 24, 2022 17:42
This document contains personal identifiable information that must be treated confidentially. Any unauthorized use or disclosure is prohibited



Birth date _ #10810 Page 1/2

Jul 21, 2021 GC

Jul 21, 2021, 3:02PM

Action - patient brought to room by AE
Resp clear

CVS normal

echo and stress test normal

check labs again D dimer

? capillary clotting

AEFI done

Dr. Gregory Chan, July 21, 2021, 3:21PM

Jul 23, 2021 GC

Dr. Gregory Chan, July 23, 2021, 12:28PM
** COVID-19 telephone conversation **
taking aspirin, still short of breath

advised to take xarelto instead

will arrange for CT

Dr. Gregory Chan, July 23, 2021, 12:35PM

Aug 5, 2021 GC

Aug 5, 2021, 2:49PM

Action - patient brought to room by AE
reviewed CT scan

slight imporvement

discussed mixing of vaccines

discussed note for travel

Dr. Gregory Chan, August 5, 2021, 3:15PM

Sep 29, 2021 GC

Sep 29, 2021, 10:37AM

Action - patient brought to room by AE

would like letter

had reaction to vaccine, confirmed with consultation
advised to have pelvic ultrasound

Dr. Wynick

Neurologist next Wednesday

breathing is a little better

fatigued then difficulty sleeping

advised to talk to Northcott and write letter

BP 144/78

will try melatonin

Dr. Gregory Chan, September 29, 2021, 11:14AM

Dec 6, 2021 DP/BR

Dec 6, 2021, 11:03AM

Action - patient brought to room by BR
Pre-Op

BP: 139/83

HT: 150.5, WT: 66.9, BMI: 29.5

PRE OP - to Dr.HOCKLEY

PS Suite® EMR report Printed by GC on Mar 24, 2022 17:41
This decument contains personal identifiable information that must be treated confidentially. Any unauthorized use or disclosure is prohibited.



Needs to be faxed - history as below

Reacted to her moderna. Was really tired after 1st dose. Felt like she was having a heart
attack, lot of pressure. Went to hospital, did tests and said it was a reaction. Didn't get second
dose. Not admitted, not diagnosed with myocarditis or endocarditis. Advised to call 811 for
advice for a second dose.

PS Suite® EMR report Printed by GC on Mar 24, 2022 17.41
This document contains personal identifiable information that must be treated confidentially. Any unauthorized use or disclosure is prohibited.


Gregory Chan
Text Box

Gregory Chan
Text Box


Birth datedij P #38585 Page 1/1
Jul 21, 2021 GC

Jul 21, 2021, 3:04PM

Action - patient brought to room by AE
hand healed

fatigue +++ since vaccination

AEFI report done

2nd injection July 2/21

Dr. Gregory Chan, July 21, 2021, 3:30PM

PS Suite® EMR report Printed by GC on Mar 24, 2022 18:07
This document contains personal identifiable information that must be treated confidentially. Any unauthorized use or disclosure is prohibited.



Wygiera, Lauralee Birth date S #35110 Page 1/1

Aug 10, 2021 GC

Aug 10, 2021, 3:57PM

Action - patient brought to room by AE

BP: 154/82 numbers at home are OK

refill medications

since second vaccine - more drained

June 16/21 - 2nd vaccine

AEFI done

fatigue ++

will cut back on medications due to good alc and pressure normal at home
Dr. Gregory Chan, August 10, 2021, 4:21PM

PS Suite® EMR report Printed by GC on Mar 24, 2022 18:08
This document contains personal identifiable information that must be treated confidentially Any unauthorized use or disclosure is prohibited.



2021-09-08, 10:09 AM

l.l Alberta Health
B Services

AEFI Reporting Form

Page 1 of 1

Note: This form is for health care practitioner use only. If you are a member of the general public and need to report an

adverse event following immunization, please call Health Link at 811 or contact your health provider.

[y

|8/9/2021

Today's Date* p

2. Reporter(Your) LastName*

[cHAN

3. Reporter(Your) FirstName*

|GREGORY

4. Reporter (Your) SiteType:*

A

§ Pﬁysician. . <)

5. If Other SiteType, please specify:
i

6. Reporter(Your) Phone#*
(only numbers, no -,())

[403-783-3380 | m

7. Immunization Facility:

If other Sit Me
Name SiteType m

|Battle River Medical Clinic | | Physician

8. Immunization Fq“one# i ~ N

(only numbers, no -,())

403-783-3399 ]

https:Ilsurvey.albertaheallhservices.cajTakeSurvey.aspx?SurveyiD:mIK33n32!# Page 10of 4



2021-09-08, 10:09 AM

9. Immunizing Facility Address

Building
" " Postalcode(Al1lA
No/Street/PO City/Town Province
1A1)
Box
[BAY2,a502-50ST| [PoNoKA | a8 Tass |
10. Select Zone:  (Click here to determine zone.)
(central 3
11. Patient LastName*
12. Patient FirstName=*
13. If Patient is a minor, then Parent/Guardian
LastName FirstName RelationToPatient
X I S I )
14. Patient Sex at Birth:*
{' M-Male o]
15. Patient/Guardian Phone#*
(only numbers, no -,())
16. PHN/ULI Info:
17. Date Of Birth(dd/mm/yyyy)=*
18. Patient Address:
Building City/T - PostalCode(A1A
ow
No/Street/POBox ty n e 1A1)

!—kj - e B

https://survey.albertahealthservices.ca/TakeSurvey.aspx?SurveylD=mIK33n32/# Page 2 of 4



19. Date Of Immunization(dd/mm/yyyy):*
01/06/2021 ]

20. Time of Immunization(If Known)(00:00:00)

16:07:00 |

21. List all the vaccines given on date of immunization.
Immunization Information:

LotNo.
3001945 K
(-~ Please sel ¢8| |

| .
J [

;\J [-- Please Sell 73) I

Vaccine Code Manufacturer

[ COVMODmRI & [ MODTH-Mod |

(- Please Seli_2]
, 3

L
[ -- Please Sel: 3_)
E

— blease Sels

[ -- Please Sel: GJ
(

-- Pleé;se Seli

-- Please Sell

22. Adverse Event Info:

2021-09-08, 10:09 AM

P — Started Date T— Resolved Date
(mm/dd/yyyy) (mm/dd/yyyy)
(Other & |06/07/2021 | [No 2l | |
(Nome 2 | ] [Nome %) |
(None & | ] [Nome 2 i i
(None ¢ | | [None ¢ | 5

23. If other, describe including Started date & Resolved date:

[ + 1

24. Additional Information:

severe blisters on both hands recurrent, not resolving
requiring antibiotics, and treatment in clinic/ER
biopsy performed, results pending

25.
Services AEFI follow-up.*

3

[ Yes

26. Patient is aware Alberta Health services AEFI program may be contacting them.*

3

[ Yes

https:Hsurvey.albertahealthservices.calTakeSurvey.aspx?Survay1D=mIK33n32l#

Patient is aware that you are reporting the AEFI description and patient contact information to Alberta Health

Page 3 of 4




2021-09-08, 10:09 AM

Note:Hit Done button to Submit the Form.

Alberta Health Services (AHS) respects your confidentiality and privacy. Your information is collected, used,
disclosed and protected according to the provisions of provincial and federal legislation. Your health information is
collected by AHS in accordance with section 20 of the Health Information Act (HIA). The purpose of this collection
is primarily for: providing health services, determining eligibility for health services, processing payments for
health services, conducting research, providing for health services, provider education, internal management

purposes, planning and resource allocation, health system management, public health surveillance and health
policy development.

https://survey.aIbertahaalthservices.ca/'!‘akeSurvey.aspx?SurveylD=le33n32I# Page 4 of 4



9/23/21, 2:48 PM https://survey.albertahealthservices.ca/TakeSurvey.aspx?SurveylD=mIK33n321#

I'I Alberta Health
B Services

AEFI Reporting Form
-

Page 1 of 1

Note: This form is for health care practitioner use only. If you are a member of the general public and need to report an
adverse event following immunization, please call Health Link at 811 or contact your health provider.

1. Today's Dater
23/9/2021

2. Reporter(Your) LastName*
CHAN

3. Reporter(Your) FirstName*

GREGORY
4. Reporter (Your) SiteType:* Sty
Physician v
5. If Other SiteType, please specify: -
6. Reporter(Your) Phone#* -

(only numbers, no -,())

403-783-3399

7. Immunizatiom g ﬁ- ﬂ“"‘"““’"

If other SiteType, please

iteT
Name SiteType specify
CCMHBI AHS Acute Care v
8. Immunization Facility Phone#
(only numbers, no -,())
403-783-7600
9. Immunizing Facility Address
ding Postalcode(A1A
No/Street/PO City/Town Province 1A1)
Box

https://survey.albertahealthservices.ca/TakeSurvey.aspx?SurveylD=mIK33n32#



9/23/21,

10

11

12

13

14

15,

16

17.

18.

19,

20.

2:48 PM hitps://survey.albertahealthservices.ca/TakeSurvey.aspx?SurveylD=mIK33n32I#

- PONOKA

. Select Zone:  (Click here to determine zone.)

Central v

. Patient LastName~

st

. Patient FirstName=*

. If Patient is a minor, then Parent/Guardian

LastName FirstName

. Patient Sex at Birth:*
M-Male v

Patient/Guardian Phone#*

(only numbers, no -,())

~A0F396-3702

. PHN/ULI Info:

Date Of Birth(dd/mm/yyyy)*
Patient Address:

Building
No/Street/POBox

Date Of Immunization(dd/mm/yyyy):*
09/09/2021

City/Town

Time of Immunization(If Known)(00:00:00)
00:00:00

21. List all the vaccines given on date of immunization.

Immunization Information:
Vaccine Code Manufacturer
COVPBmMR v BPF-BioNTi v

- Please St v — Please St v

https://survey.albertahealthservices.ca/TakeSurvey. aspx?SurveylD=mIK33n321#

AB

RelationToPatient

Province

LotNo.

PostalCode(A1A
1A1)

2/3



9/23/21, 2:48 PM https://survey.albertahealthservices.ca/TakeSurvey.aspx?SurveylD=mIK33n321#

22,

23.

24,

25.

26.

- Please St v -- Please St v
- Please St v  -- Please St v
— Please St v -- Please St v
Adverse Event Info:
P—— Started Date Resolved? Resolved Date
(mm/dd/yyyy) (mm/dd/yyyy)
Other v 09/09/2021 No v
None v None v
None v None v
None v None v

If other, describe including Started date & Resolved date:

severe fatigue

Additional Informatinn:

was an inpatient at the CCMHBI, received 1st dose of PFIZER and became fatigued

drowsy all day, difficulty staying awake

medications have not changed before and after the vaccine (the only difference was receiving
the PFIZER injection)

Patient is aware that you are reporting the AEFI description and patient contact information to Alberta Health
Services AEFI follow-up.*

Yes v

Patient is aware Alberta Health services AEFI program may be contacting them.*

Yes v

Note:Hit Done button to Submit the Form.

Alberta Health Services (AHS) respects your confidentiality and privacy. Your information is collected, used,
disclosed and protected according to the provisions of provincial and federal legislation. Your health information is
collected by AHS in accordance with section 20 of the Health Information Act (HIA). The purpose of this collection
is primarily for: providing health services, determining eligibility for health services, processing payments for
health services, conducting research, providing for health services, provider education, internal management
purposes, planning and resource allocation, health system management, public health surveillance and health
policy development.

https://survey.albertahealthservices.ca/TakeSurvey.aspx?SurveylD=mIK33n32#



10/4/21, 12:13 PM https://survey.albertahealthservices.ca/TakeSurvey.aspx?SurveylD=mIK33n32|#

l‘l Alberta Health
B Services

AEFI Reporting Form

Page 1 of 1

Note: This form is for health care practitioner use only. If you are a member of the general public and need tom
adverse event following immunization, please call Health Link at 811 or contact your health provider.

1. Today's Date*
4/10/2021

2. Reporter(Your) LastName*
CHAN

3. Reporter(Your) FirstName*
GREGORY

4, Reporter (Your) SiteType:*

Physician v

5. If Other SiteType, please specify:

6. Reporter(Your) Phone#*
(only numbers, no -,())

403-783-3399

7. Imrnunizationw -_ AR gt came sty
Name SiteType
IDA Pharmacy Pharmacy v

8. Immunization Facility Phone#
(only numbers, no -,())

403-790-1970

9. Immunizing Facility Address

Building
No/Street/PO City/Town Province
Box

https://survey.albertahealthservices.ca/TakeSurvey.aspx?SurveylD=mIK33n32#

R rvnaghl

If other SiteType, please
specify

Postalcode(Al1lA
1A1)

13



10/4121, 12.13 PM https://survey.albertahealthservices.ca/TakeSurvey.aspx?SurveylD=mIK33n32#

5020 50 ST PONOKA

10. Select Zone: (Click here to determine zone.)
Central v

11, Patient LastName*

12. Patient FirstName*

13. If Patient is a minor, then Parent/Guardian

LastName FirstName
14. Patient Sex at Birth:*
F-Female v

15. Patient/Guardian Phone#*
(only numbers, no -,())

16. PHN/ULI Info:

17. Date Of Birth(dd/mm/yyyy)*

18. Patient Address:

Building
No/Street/POBox

City/Town

19. Date Of Immunization(dd/mm/yyyy):*
16/08/2021

20. Time of Immunization(If Known)(00:00:00)
00:00:00

21. List all the vaccines given on date of immunization.
Immunization Information:

Vaccine Code Manufacturer

COVPBmMR w BPF-BioNT: v

-- Please Si v -- Please St v

https://survey.albertahealthservices.ca/TakeSurvey.aspx?SurveylD=mIK33n32H#

AB

RelationToPatient

Province

LotNo.

T4J 183

PostalCode(Al1A
1A1)

2/3



10/4/21, 12:13 PM https://survey.albertahealthservices.ca/TakeSurvey.aspx?SurveylD=mIK33n32I#

-~ Please St v -- Please St v
— Please St v - Please St v
- Please St v - Please St v
22. Adverse Event Info:
Symptoms (::?::;:::ev) Resolved? (:::’ll::‘;;ayyte)
Other v 08/23/2021 No v
None v None v
None v None v
None v None v

23. If other, describe including Started date & Resolved date:

chest pain, dyspnea

24. Additional Information:

25.

26.

1 week after 2nd injection, occurring about 1-2 times a week, not present previously. mild
dyspnea. Chest pain

Patient is aware that you are reporting the AEFI description and patient contact information to Alberta Health
Services AEFI follow-up.*

Yes v

Patient is aware Alberta Health services AEFI program may be contacting them.*

Yes v

Note:Hit Done button to Submit the Form.

Alberta Health Services (AHS) respects your confidentiality and privacy. Your information is collected, used,

disclosed and protected according to the provisions of provincial and federal legislation. Your health information is
collected by AHS in accordance with section 20 of the Health Information Act (HIA). The purpose of this collection

is primarily for: providing health services, determining eligibility for health services, processing payments for
health services, conducting research, providing for health services, provider education, internal management
purposes, planning and resource allocation, health system management, public health surveillance and health
policy development.

https://survey.albertahealthservices.ca/T: akeSurvey.aspx?SurveylD=mIK33n32H#

33



10/8/21,1:17 PM https://survey.albertahealthservices.ca/TakeSurvey.aspx?SurveylD=mIK33n32#

I.I Alberta Health
Bl Services

AEFI Reporting Form
“_

Page 1 of 1

Note: This form is for health care practitioner use only. If you are a member of the general public and need to re=ort IE
adverse event following immunization, please call Health Link at 811 or contact your health provider.

1. Today's Date*
8/10/2021

2. Reporter(Your) LastName*
CHAN

3. Reporter(Your) FirstName=*

GREGORY
4. Reporter (Your) SiteType:* . e
Physician v
5. If Other SiteType, please specify: ke
Al n A

6. Reporter(Your) Phone#*

(only numbers, no -,())

403-783-3399

7. Immunization F4Rg= - — bameee R SRS
Wi SiteType If other SiteType, please
specify
Rexall Pharmacy v
8. Immunization Facility Phone#
(only numbers, no -,())
403-783-5568
9. Immunizing Facility Address
Suiighnp Postalcode(A1A
No/Street/PO City/Town Province 1A1)
Box

https://survey.albertahealthservices.ca/TakeSurvey.aspx?SurveylD=mIK33n321#

13



10/8/21, 1:17 PM

10.

11,

12

13.

14,

15.

16.

17

18.

19.

20.

21,

4502-50 STREE" PONOKA

Select Zone:  (Click here to determine zone.)

Central v

Patient LastName=*

Patient FirstName=*

If Patient is a minor, then Parent/Guardian

LastName FirstName

Patient Sex at Birth:*
F-Female v

Patient/Guardian Phone#*
(only numbers, no -,())

PHN/ULI Info:

Date Of Birth(dd/mm/yyyy)*
LSE2ASTE S
Patient Address:

Building
No/Street/POBox

City/Town

Date Of Immunization(dd/mm/yyyy):*
22/09/2021

Time of Immunization(If Known)(00:00:00)
00:00:00

List all the vaccines given on date of immunization.
Immunization Information:

Vaccine Code Manufacturer
COVPEMR w BPF-BioNTi v

— Please St v -- Please Si v

https://survey.albertahealthservices.ca/TakeSurvey.aspx?SurveylD=mIK33n32I#

AB

RelationToPatient

Province

LotNo.

https://survey.albertahealthservices.ca/TakeSurvey.aspx?SurveylD=mIK33n32#

T4J 1J5

PostalCode(A1A
1A1)



10/8/21, 1:17 PM https://survey.albertahealthservices.ca/TakeSurvey.aspx?SurveylD=mIK33n32H#
T - Please St v -- Please St v
- Please St v - Please St v

-- Please Si v -- Please Si v

22. Adverse Event Info:

Started Date Resolved Date
Symptoms Resolved?
(mm/dd/yyyy) (mm/dd/yyyy)
Fever v 09/22/2021 No v
Other v 09/22/2021 No v
None v None v
None v None v

23. If other, describe including Started date & Resolved date:
sore throat chest pain dyspnea since injection

24, Additional Information:

patient has had COVID in Dec 2020, and the day of and day 1 post injection she had chest
pain, shortness of breath, fever, sore throat. General malaise. The fever persists
(intermittently), and has ongoing sore throat, chest pain and headaches +++

25, Patient is aware that you are reporting the AEFI description and patient contact information to Alberta Health
Services AEFI follow-up.*

Yes v

26. Patient is aware Alberta Health services AEFI program may be contacting them.*
Yes v

Note:Hit Done button to Submit the Form.

Alberta Health Services (AHS) respects your confidentiality and privacy. Your information is collected, used,
disclosed and protected according to the provisions of provincial and federal legislation. Your health information is
collected by AHS in accordance with section 20 of the Health Information Act (HIA). The purpose of this collection
is primarily for: providing health services, determining eligibility for health services, processing payments for
health services, conducting research, providing for health services, provider education, internal management
purposes, planning and resource allocation, health system management, public health surveillance and health
policy development.

https://survey.albertahealthservices.ca/Take Survey.aspx?SurveylD=mIK33n321# 313
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Dec 7, 2021 AE

call from || AHs-780-702-2653 for Dr Chan
advised away and would get message upon return
AFI CDC recommendations on report given by you
No contraindications to vaccine and future doses
message printed for Dr Chan upon return
MOA:Audrey Epp, Dec 7, 2021, 4:23PM

PS Suite® EMR report Printed by GC on Mar 24, 2022 17:29
This document contains personal identifiable information that must be treated confidentially. Any unauthorized use or disclosure is prohibited.


Gregory Chan
Text Box
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10. Select Zone:  (Click hve fo determing 10ne.)

13 IF Patient i & rancs, then Parent/Guardian
RelatianToRmient

(T — w— o

[T —

19, n-_nﬂliwm)r
Gwesten
20. Tire of Imemunization{}f Known)(00:00:00)

I8 Potient i aware that vou sre reporting the AFF] descnplion nd patient contact information (o Alberta Heakh
Services AEF1 follom-up.”

v B

Mote: Hit Done button to Subrmit the Form.

Alberts Hasith TESpECS your Your ' coficcted, used,
disciozed and protected sctorting to the provsions of previncial and federal legclation. Your heaith mformation &
colledied by AHS in SOMMENCE with section 20 of T HESRN INformanon ACE (MIA). The purpose of this collection
s primariy for: services, For for
heakh seraces, conducting research, providing for health.
purposes, planning end rescurce slocation, heslth system and heath
policy development.

=






