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Agenda

01

02

03

04

05
06
07

Overview of the current process to obtain a
Drug Establishment Licence

Brief discussion on Health Canada
Inspections

Review of DEL fees

Provide details into the Foreign Site
amendment process for an Importer DEL

Brief discussion on DEL renewals
DEL management advice

COVID interim measures discussion
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What is a Drug Establishment Licence?

A Drug Establishment Licence (DEL) is
a document issued by Health Canada

to an establishment in Canada to
authorize that site to conduct drug
related activities in compliance with

Good Manufacturing Practices (GMP)

Guidance on Drug Establishment
Licences can be found in GUI-0002

https://www.canada.ca/en/health-
canada/services/drugs-health-
products/compliance-
enforcement/establishment-
licences/directives-guidance-
documents-policies/quidance-drug-
establishment-licences-drug-
establishment-licensing-fees-
0002/document.html



https://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/establishment-licences/directives-guidance-documents-policies/guidance-drug-establishment-licences-drug-establishment-licensing-fees-0002/document.html
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What category of drugs are governed by a DEL?

» Pharmaceutical drugs (including medical gases)
 Active ingredients

* Vaccines

 Biological drugs (Schedule D of the FDA)

» Radiopharmaceutical drugs (Schedule C of the FDA)

» Drugs controlled under the Controlled Drugs and Substances Act and narcotics as defined in the
Narcotic Control Regulations

» Drugs containing cannabis as defined in subsection 2(1) of the Cannabis Act of Schedule C
(radiopharmaceutical) and Schedule D (biological) drugs



AmerisourceBergen

5  11/24/2021 Confidential  Innomar Strategies

DEL licensable
activities

A drug establishment licence is
required by any person/company
conducting any of the 6 licensable
activities listed with respect to

a drug

01 Fabricate

02 Import

03 Package/Label
04 Distribute

05 Test

06 Wholesale
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Parts of an Importer DEL

Consists of the » Main licence to allow the
following parts: importation and sale of drug
products

* Foreign building annex
(importers only)

* Warehouse annex

* Alternate sample retention
building annex (usually for
importers)

» API foreign building annex
(importers only)




AmerisourceBergen

Innomar Strategies

11/24/2021 Confidential

7

Drug Establishment Licence (DEL)

Health  Santé
l*l C:ﬁada Cgrr:ada

Establishment Licence
Licence No. / No. de la licence
101487-C

Innomar Strategies Inc

8030 Esquesing Line
Unit B
Milton ON LOT 6W3

This licence is issued in accordance with the Food and Drugs Act and Regulations (Division 1A) for the following activities /

Licence d'etablissement

Cette licence est délivrée conformeément a la Loi ef au Réglement sur les aliments ef drogues (titre 1A) pour les activités et les catégones de drogues suivants :

Category / Catégorie Activity / Activité Non-Sterile / Sterile /
Non-Stérile Sterile

Phammaceutical / Pharmaceutique Distribute / Distribuer X
Active Pharmaceuntical Ingredients / Ingrédient actif pharmaceutique Import / Importer X
Biclogical / Biologigque Import / Importer X X
Pharmaceutical / Pharmaceutique Import / Importer X X
Vaccine / Vaccin Import / Importer X X
Biclogical / Biologique Label / Etiqueter X X
Pharmaceutical / Pharmaceutique Label / Etiqueter X X
Vaccine / Vacein Label / Etiqueter X X
Biclogical / Biologigque Package / Emballer X X
Pharmaceutical / Pharmaceutique Package / Emballer X X
Vaccine / Vaccin Package / Emballer X X
Biclogical / Biologique Wholesale / Vendre en gros X X
Prescription Dirug List, Schedule G, Narcetics. and/or Drug containing Wholesale / Vendre en gros X X
Cannabis / Liste des drogues sur ordonnance, 1'Annexe G, Stupéfiants et/on
Drogue contenant du Cannabis
Vaccine / Vaccin Wholesale / Vendre en gros X X




AmerisourceBergen

Innomar Strategies

11/24/2021 Confidential

8

Foreign Building Annex

I*I Health  Santé

Canada Canada

Establishment Licence Licence d'établissement
Licence No. / No. de la licence
101487-C

Foreign Building Annes / Annexe concernant les bitiments étrangers

The following building 1= tobain with the sections (Division 2 - 4) of the Food and Drug Regulations (Te
bitiment suivant est considérd comme étant conforme wws articles applicables (titres 1 - 4) du R cur les alimenss et drogues.

Almac Pharma Services Limited
Seagoe Industrial Estate
Portadown, Craigavon BT63 SUA
United Kingdom

New evidence required by (NERBY)* / La date limite pour présenter les nouvelles preuves de BPFF (NERBY)* :
NA

Category /| Catégorie Activity / Activite Non-Sterile / Sterile /

Non-Stérile Stérile
Pharmaceutical / Pharmaceutique Fabncate / Manufacturer X
Pharmaceutical / Pharmaceutique Label / Etiqueter X
Pharmaceutical / Pharmaceutique Package / Emballer X
Pharmaceutical / Pharmaceutique Test / Analyser X

* - fagplieabe / €y aliea

1 - fapplicalile /o0y aTiea
Bankogicals ncludes Ssgn Tatal in Schoduls D 10 the Act, oiber thin vacines ce whole biood and it aomponcnts | « Biokginue » inclus los drogues viste & Fansess D de b Lo, suire gus bos vascins o e sang 1oasl o i3
[ —

“Raicpharmmceuticale inclales S e in Scheddule C 10 the Act /« Rafpharmaceatigue » el les Sroqust viske i Tansese C de b Loi

2.
Te

e /oy ks
o iy neses s evasnimatines sespeved wieler Division 3 /o Asslyses » confoetmmesest #s ttre 1

Terms and Conditions / Modalités et conditions - Yes / oui

Conditions
With regards to labelling and secondary packaging activities, Almac Pharme Services Limited located at Seazoe Industrial Estate,
Portadown, Craigavon, N/A. BT63 SUA. United Kingdom. i authorized for the following:

1) Affieing a label to the secondary confainer

2) Inserting a leaflet into the secondary container

En ce qui conceme les activités d'é et d’ 1 132 Almac Pharma Services Limited. sifuée au Seagoe
Industrial Estate, Portadown, Craigaven, N/A, BT63 SUA, United Kingdom, est autorisée 3 effectuer ce qui suit ©

1) Apposer une étiquette sur le contenant secondzira

2) Insérer un prospectus dans le confenant secondame

1+l Licence No. / No. de la licence : 101487-C
Canada Issued on / Emuse le : 2021-11-10

Page 6 of / de 159
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Warehouse Annex

I & I Health Santé

Canada Canada

Establishment Licence Licence d'établissement
Licence No. / No. de la licence
101487-C

Warehouse Annex / Annexe des entrepots

Pursuant to C.01A 008(2)(b) of the Food and Drug Regulations. the holder of this establishment licence 1s authonized to store the category(ies) of
drugs, as approved on the first page of this licence, at the following Canadian building(s).

En vertu de l'article C.01A 008(2)(b) du Réglement sur les aliments ef drogues, le détenteur de cette licence est autorisé d'entreposer les catégories de
drogues. tel qu'approuvée a la prenuére page de cette licence, dans les batiments canadiens suivants.

Warehouse Name / Nom d'entrepot Address / Adresse J
Innomar Strategies Inc 101-5898 Trapp Avenue, Bumaby, BC, V3N 5G4

Innomar Strategies Inc 26 Akerly Boulevard, Umit 1, Dartmouth, NS, B3B 0K4

Innomar Strategies Inc 8030 Esquesmng Line, Unit B, Milton, ON, L9T 6W3

Lynden International Logistics Co. 10 Cormrine Court, Vaughan, ON, L4K 4T7

Lynden International Logistics Co. 4441 76th Avenue S E.. West Building, Calgary. AB. T2C 2GS

Lynden International Logistics Co. 7403 Progress Way, Delta, BC, V4G 1E7

McKesson Specialized Distribution Inc. 8449 Lawson Road. Unit 102, Milton. ON, L9T 9L1
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Alternate sample — Retention Building Annex

I* Health  Santé
! Canada Canada

Establishment Licence Licence d'établissement
Licence No. / No. de la licence

101487-C

Alternate Sample Retention Building Annex /
Annexe concernant les bitiments alternatifs pour la rétention d'échantillons

The followmng foreign binlding{s) 1s{are) considered to be m comphanee with the applicable sections (Division 2 - 4) of the Food and Drug
Regulations, and have been deemed aceeptable for retaming the samples listed below.

Les bitiments étrangers suivants sont considérés comme étant conforme aux articles applicables (titres 2 - 4) du Réglement sur les aliments et
drogues, et sont acceptables pour la conservation des échantillons énmmérss ci-aprés.

| Name and Address / Nom et adresse | Product Name / Nom du produit | DIN!

Alternate Sample Retention Site Guidelines (GUI-0014):
https://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/establishment-
licences/forms/alternate-sample-retention-site-guidelines-0014.html



https://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/establishment-licences/forms/alternate-sample-retention-site-guidelines-0014.html
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API Foreign
Building Annex

I*I Health  Sanié
Canada Canada
101487-C
Innomar Strategies Inc

8030 Esguesing Line
Unit B, Milton, ON, L9T 6W3, Canada

Active Pharmaceutical Ingredient Foreign Building Annex /
Amnnexe concernant les batiments étrangers d'ingrédients pharmaceutiques actifs

This is an annex to the Dmg Establishment Licence #101487-C which contains all foreign buildings conducting
regulated activities for active pharmaceutical ingredients (API). The information included in this annex supersedes the
information in any previous API Foreign Building Annex. The buildings listed below are subject to ongoing
assessment of compliance with the Good Manufacturing Practices pursuant to Part C. Division 2 of the Food and
Drug Regulations.

La présente annexe concerne la licence d'établissement de produits pharmaceutiques no 101487-C, et traite de tous les
bitiments étrangers ol on effectue des activités réglementées comportant des ingrédients pharmaceutiques actifs
(IPA). L'information contenue dans cette annexe remplace celle de toute autre annexe sounuse précédemment sur des
batiments éfrangers comportant des [PA_Les batiments de la liste ci-dessous sont sujets a des évaluations continues de
la conformité a I'égard des bonnes pratiques de fabrication en vertu de la partie C, titre 2, du Réglement sur les
aliments ef drogues.

The API category authorized by this annex are / Les classes d'IPA autorisée par la présente annexe sont les
suivanis:

API/IPA
Foreign Building ovinee |
API Name/ Activie?!/ Name?/ Street, City, Postal Code/ | FYOVImCe/State | o)
Nom de I'TPA Activité! Nom du batiment Rue, Ville, Code postal E:al Pays
étranger’
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Overview
of DEL fees

Fees for Examination of an
Application for an Establishment
Licence — Drugs for Human Use

https://www.canada.ca/en/health-
canada/services/publications/drugs-
health-products/fees-drugs-medical-
devices.html

Example:

If on March 31, 2022 you are an
importer and have 20 foreign sites on
your DEL, your Fee will be:

$29,033+20x$918
=$47,393

Fees for Examination of an Application for an Establishment Licence - Drugs for Human Use

Name of Fee

Drug Establishment
Licence

Activity

1

Fabrication — sterile
dosage form

Importation
Fabrication —
nonsterile dosage
form

Distribution
Wholesaling
Packaging/labelling

Testing

Foreign building
(Each)

Fee

Fiscal

Year
Description 2020-21

Application for new licence,
annual review of licence, or
amendment to a licence to
add a new building in
Canada

$41,626

$27,359

$27,000

$12,560
$4,937
$6,061
$2,560

$918

Fee
Fiscal
Year
2021-22

$41,730

$29,033

$28,364

$13,882

$6,171

$6,061

$3,200

$918

Fee
Fiscal
Year
2022-23

$41,834

$30,707

$29,727

$15,205

$7,715

$6,061

$4,001

$918

Fee
Fiscal
Year
2023-24

$41,937

$32,380

$31,091

$16,527

$9,644

$6,061

$5,002

$918

Performance
Standard

250 calendar
days to issue
decision


https://www.canada.ca/en/health-canada/services/publications/drugs-health-products/fees-drugs-medical-devices.html
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Process for obtaining
a hew DEL

* Apply at least 250 days prior to

needing authorization to perform
your activity.

You will have an inspection no
later than day 190 after your
application date. This provides
HC with 30 days to inspect your
site and finalize their report and
also allows 30 days for your site
to respond to any observations.

In reality, the inspection usually
occurs 3-4 months after the DEL
application, but theoretically it can
be scheduled anytime.

N
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Initial inspaction

1. HC inspection of the following:
* Quality System (SOPs)
* Quality Agreements
» Training

» Facility Inspection (if applicable)

2. Receive Inspection Exit Notice
(usually within 20 days of the
inspection)

. The observations will be posted on
the HC website

. Respond to observations within 30
days

5. Receive Close out Letter



AmerisourceBergen

Innomar Strategies

15 11/24/2021 Confidential

Periodic Health
Canada
Inspections

Based on your activity you will be re-
inspected by Health Canada on a
periodic basis or when there is a major
change to the activity on your DEL.

This inspection will include all aspects
of the initial inspection as well as
verification that the quality system is
being followed and is in compliance to
Canadian GMPs.

Items typically reviewed after the initial inspection:

* Quality System (SOPs) » Complaints

* Quality Agreements » Recalls and mock recalls
* Training * Annual requirements

* Facility Inspection (if applicable) * Self-inspection reports

* Release and distribution records * Master documents
 Deviations » Table A GMP evidence

» Change controls
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Inspection
frequency

Table 2.0 Domestic Establishment Inspection Frequency

Activity? Sterile Non-Sterile  Inspection Frequency
(target - years)

Sterile Fabrication

) ] ) v N/A2 2
(includes sterile packaging)

Non-sterile Fabrication N/A? v 3
Primary Packaging/Labelling N/A3 ("4 3
Testing v v 3
Me_dI_C_al Mixed Gases — All Licensable N/A® - 3
Activities

Secondary Packaging/Labelling v v 4
Importation v v 4
Distribution? v v 4
Wholesale? v v 4
Medical Single Gases — All Licensable

eI ; N/AS v 4

Activities

1 If an establishment is conducting multiple activities at the same time, the higher risk activity

may dictate the inspection cycle.

2 Distribution and wholesale are not licensable activities for APIs.

3 Not applicable
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What is required for a DEL application?

e Cover letter

+ FRM-0033 (Application form)

Part A: Company information

Part B: Canadian building information
Section 2: Date of last HC GMP inspection
Section 3.0: Domestic Dosage Form

Section 3.1: Domestic API Information

* GMP evidence (if the foreign site is not
covered by an MRA)

» Table A Excel Spreadsheet (if API suppliers

are being added)

Drug Establishment Licence application form (FRM-0033)

Section 4.0: Domestic FDF

Section 4.1: Domestic API FDF

Section 5.0: FDF foreign building information
Section 5.1: API foreign building information
Part C: Canadian warehouse information

Past D: Alternate sample retention application

https://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/establishment-

licences/forms/drug-establishment-licence-application-0033.html



https://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/establishment-licences/forms/drug-establishment-licence-application-0033.html
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Mutual Recognition Agreements (MRA)

» Health Canada is a partner in several mutual recognition
agreements covering GMP compliance programs for drug
products

» Apply only to foreign buildings located within the MRA partners
jurisdiction for products and categories covered by the MRA

» Due to established equivalency Health Canada will accept
reduced GMP evidence —Certificate of Compliance

Detailed List of all Sites with a signed MRA with Canada:

https://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-
enforcement/international/mutual-recognition-agreements/updates/requlatory-authorities.html



https://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/international/mutual-recognition-agreements/updates/regulatory-authorities.html
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DEL (Importation) —

Foreign Site Amendment

In addition to the application
that is submitted for any
activity an importer must have
any foreign site performing
licensable activities added to
their license.

This is done in the same way
as a Canadian site is added to
a DEL: Health Canada audits
the compliance of the site
against the Canadian GMPs.

If you are filing an NDS, any
site listed as conducting GMP
activities must be considered
GMP compliant.

If the site is a foreign
manufacturer, packager or
tester then that site must either
be on the DEL associated with
the importation of the new drug
product or an amendment to
add that site to the DEL must
have been submitted at least
90 days prior to the NDS.



AmerisourceBergen

20 11/24/2021 Confidential Innomar Strategies

Documentation
requirements to
add a Foreign Site
to a DEL

GMP evidence for a finished
product manufacturing, packager or
release tester:

1. Inspection Report (<3 years old),
Observations and Responses

2. Site Master File (a Quality Manual is
acceptable for a test site)

Note: If a site is in an MRA country then
you do not submit GMP information, you
ask HC to request a CofC for the site.

Inspections:
must be conducted by a member of PIC/S

Foreign Sites:

provide the name and address of each DP and DS

manufacturer, packager, and test site

Description of Finished Product:
must include strengths and dosage form



https://picscheme.org/en/members
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Information requirements to
add a foreign test site to a
DEL

For any site Specify the type of testing as per
conducting drug the following:
product or drug . .
substance a) Biological
b) Chemical

c) In process

d) Microbiological — sterility
e) Microbiological

f) Physicochemical

g) Stability

h) Other (specify)

—

e

-
-
gt
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Documentation requirements to add an API site to Table A

01
02
03
04
05
06

Evidence of GMP compliance (e.g. Inspection report, Certificate of Compliance)
APl Name

API form (solid, liquid or gas)

Activity performed at the site (A: manufacture, B: package, C: label, D: test)
Date of last inspection and by what agency

Has the building been found non-compliant in the last 5 years?
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Submitted the application ? Now what?

Receive Health Canada auto reply to indicate they received your application (immediate)

Receive Acknowledgment of Application Acceptance and App# (usually within 5 days, up to 20
days)

First Clarification Request (Screening)

Receive screening deficiency notices

Respond to deficiency notices

Re-submit your section 5 to make your address match what Health Canada has in their database
DEL Screening Completion Notice

Wait... Wait... Wait... (90 -250 days)

Foreign Building GMP Compliance Notification

Receive signed DEL from Health Canada
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DEL Issuance

* This will occur prior to the 250 days

* You will be invoiced the DEL charge
after the license has been issued

» Once you have the signed licence you
are authorized to perform the activity
on your DEL

Expedited Review

* If you have a drug considered as
medically necessary or if the NDS has
a priority review, then the DEL
approval process can be as fast as
60—-90 days

« COVID-19 DEL sites can be approved
within days.
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DEL Renewal

Prior to April 1st of every year, you must submit a renewal, or your
DEL will be cancelled. (A renewal package will be sent in January)

This is when you confirm that you are still using your DEL and that
you are complying with GMPs. This is also your opportunity to
remove any foreign sites that are no longer needed so that you
avoid being charged for the upcoming year.

Health Canada will issue an invoice for
you DEL activities based on your
renewal

Note: If your initial DEL is issued prior
to April 1st, you will be required to
renew this DEL before April 1st.

The renewal will also be charged the
DEL fee.

Example:

If your DEL is issued March 1st and has
a charge of $30,000, in April you will
renew and be charged an additional
$30,000.

| had an experience with this where the
DEL office contacted me and
suggested they hold off on issuance of
the DEL until April 1st. 1 would not be
using the DEL until later in the year, so
| agreed and avoided the double
charge.
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DEL Renewal

For importers this is the time
where any APl and DP foreign
sites are confirmed as being still in
use and GMP compliant. Each
site is then linked to the specific
DIN that they are performing
activities for.

Sites located in non-MRA countries are assigned a
NERBY (New Evidence Required By) date. This is the
date when the process for adding a foreign site is
repeated so that Health Canada can once again review
the site's status and authorize its use by applying a new
NERBY date or by rejecting the site and having removed
from your DEL.

Note: Currently no sites expire due to COVID
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DEL management

Currently Innomar
manages 10 DELs
(each with their own
quality system),
which include:

2 Innomar DELs

8 Client importer DELs where Innomar
acts as the QA Unit and fully manages
all quality activities on behalf of the
client

Requires management of ~450 foreign
sites

The key to DEL management is a good
tracking system
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Sample portion of

DEL Tracker

DEL management

. Relemse | Teble & | Testing Renew By Dete
MRA Activi GMP e
Foreign Site Name Foreign Site Address Category ) ™ | Teting | Adivity | Cotegorics " [-60 Deys far Submitted Statim pon=e:
Non-MRA ) Expiry Due Date
ETLER TN =-h nonNRA) to HC
hesica Pharmaceuticals | Wi ndmill industrial Extate, ) ) § . §
i Cramimgton, U, NEza s, | TR MRA Nane Ne [aBC.D Mar ch 23, 2021 Jenusry 22,2021 Expired
3™ pr
GCBiclogic 21501 357 Dr.SE Bothel, Nor-MRA [ Mnf, Test Ye Mone | DS:beef June3, 2021 Pending | Februsry 8 2022
WA, 88021, USA
Van@zarnse] B35, D060,
AGCEickogics A Soebarg, Copenhagen MRA Wi, Test Yo Meme | DE:beef June3, 2021 Pending | Februsry § 2022
Denmark
Becthovenstrae 6,500, (g rm e utica MRA Nore Yes None Ds:e 7 Mo Renews! Good
Graz, Austria
I ) S5 Krport Bud BoviEr, - - N 3
agient Tehndogesine. | o= JRF Fharma o utic NorhA [ Mere Ye |ABCD| Ditbes | February 13,2022 | December 152021 | February 12,2021 | Submitted | Dctober 20, 2021
11050 Rose le Street, San
Ajinomote Althea, Inc. | Diega, Gaffornia, 22121 | Pharma = uticl Nor-MRA [ Manufcture | No Nene /A May 23, 2021 March 24, 2021 Mey 13,2021 | Submitted | Enumry 18 2022
LSA |Buitding 3]
11080 Raze e Street, San
Ajnomote Athes, ne. | Diegs, Caffornia, 52121, USA| Pharma e utic Nen-IRA Tast No Nena > December 16,2023 | October 17, 2023 Good
[Building 1)
1471 ¥z amazos B, Soceh
P N N ) y -
Abemarle Corparation e Ten Fharms o uic Nor-hRA [ Meore Y= |4BC Decemberd,2021 | Ocober 52021 Overdue
Avenica Ventalomar, 1-
ALCALIBERS.A.U. Pofigene| ndustrial d Pharms e utic MRA Nane ™ A /A No Renewel Gaod
Toleds, 45007, Toledo, SRin
Bivel Aleksands r Ma kedonsti . i L
Akalcid AD Skogie 12, 1000, Skapie, e public of | Pharma = uticl Nonetra| TR | e Nene Sepember 23,2023 | July 25, 2023 Gaod
Maczdonia
. Teag o Industial Estate,
iz Phan M, Fek, Lbl,
L_:_'_;_ WA | rertadown, Craigavan, BTE | Prarmazutic MRA _ﬂ: ™ Nene /A Mo Renews] Good
i 5UL, United Kingdom
Mpha-PharmaService | Eadstr. 3638, 74072, )
it o e anm, Germamy Fharma o utic MRA Neore Yo Neme | D befs WA [T —— Good
TEarthalomens Walk, Arge
N . Drowe, Cambridg adhire
’;E_F:'x - Business Fark, Ely, Boiogc WRA Test ™ None /n [T —— Good
et Camibri dge shire, CE7 475,
Enstand UK
s Deriea e | Pt 22273, B05hed Area)
Pl GID.C, Vapi, 356 195, Fharma o utic NorhA [ Mere Mo |aEcC Mar ch 30, 2020 Janusry 30, 2020
= Guiarat, India
Ampac Fine Chemicals ::f:": :Z‘;;m ﬂ ys |FrEmR Non-MRA Nore Yes Nome | D5:mf July 9 2021 Pending March 16, 2022
Fizhway 50 and Fe
AmpacFine Chemicals | Avenue, Rancho Cordova, | Pharma = uticl Ner-hRA [  Naone Yes |A.B.C.D| Dibg haly 32021 Pending | March 16,2022
A S5670 LSA
AMRI SO, LLC. ff km:‘"eﬂr;;“ \“:s: Pharma = utic Nen-MRL Nore Ve Nene Novemberd, 223 | Septembers, 2023 Good
inderaon Breconine DBA | Aembly Brive,
o Rockford, ILE110830BL | Pharmamutic Nor-MRA | Pacage/label | No Nene /A October 30,2023 |  Augist3L 203 Gaod
- L5
re— =TE
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DEL management

» The tracker Innomar uses is a simple Excel spreadsheet
with data for approx. 25 information types

» There are built in formulas to warn when sites are expiring
and to estimate Health Canada completion dates

» Choose what works for you based on the complexity of the
sites you need to maintain

Foreign Site name and address

Category of Drug
Dosage Form
Activity at site
Testing categories
GMP expiry date
GMP Renewal date
Submission Date
Tracking #

Status of site

Expected approval date

Actual approval date

etc...
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ISAD interim order
expiry — records

In relation to COVID-19 drugs, an
importer is required to maintain the
following (previously exempt)
records on-site as outlined in
C.02.020 upon expiry of the ISAD
interim order.

ster Batch Records

Finished Pro
specifications

Master Manufactu
Master Packaging
* Analytical Method
* API specifications
Stability Data
Evidence of Validation
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COVID interim measures

Testing - Flexibilities related to identity testing and confirmatory
testing as outlined in DEL bulletin 76 continue to apply.

Apply expanded use of unique identifiers to allow for confirmation of identity
based on physical verification in lieu of chemical ID.

« visual inspection of the labelling on samples of product taken from each batch received
against approved product labelling

* visual comparison of the drug in dosage form against that of previously retained samples
or other comparative information

» application of physical measurements (e.g. dimensions, volume, etc.) of a sample of the
drug in dosage form.

Defer confirmatory testing when required.

Health Canada will accept deferment of confirmatory testing requirements if companies are
not able to conduct such tests. As per GUI-0001 “Good manufacturing practices guide for
drug products” requirements, product may be released for sale before the completion of
confirmatory testing provided all other product release requirements are met.
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COVID interim measures

Inspections

At this time, foreign on-site inspections are limited to regions where safe travel is
ensured, or in cases where an on-site visit is critical for facilitating responses to the
COVID-19 pandemic, or preventing a shortage of a medically necessary drug

Remote assessments are being considered on a case-by-case basis using a risk-
based criteria, including but not limited to:

* The nature of the product
i.e., urgent need for the product, medical necessity of the product

» Compliance history of the foreign building

* Whether other trusted regulatory authorities are planning to inspect the foreign
building

Information regarding Health Canada’s approach to on-site inspections during COVID-19 can
be found in this notice: https://www.canada.ca/en/health-canada/services/drugs-health-
products/covid19-industry/onsite-inspections-notice.html



https://www.canada.ca/en/health-canada/services/drugs-health-products/covid19-industry/onsite-inspections-notice.html
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Questions?
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Contact

Brian Randall
Director, Quality Assurance

brandall@tpireg.com







