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This is Exhibit “F” referred to in
the Affidavit of TODD CAIN
Affirmed before me at the City of
Ottawa, in the Province of Ontario,
this 15™ day of January 2015.

g Em&m&d

A Commissiongifor Taking Affidavits

Shesri Laureen Szabados, & Commissionsr, eto.,
Province of Ontario, for the Gavemment of Canada,
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Expires Decomber 2, 2015
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December 15, 2012

DEPARTMENT OF FISHERIES AND OCEANS
FISHERIES ACT '

Notice of intent with respect to amending the Pacific Aquacnlture
Regulations fo include Aquaciulture Licence Fees

Fisheries and Oceans Canada intends to charge licence fees for
all federally Hcensed aquaculture operations in British Cobumbia,
with the exception of non-commercial production facilities in-
cluding not-for-profit, salmou enhancement, and universities, The
licence fee will be implemented through an amendment fo the
Pacific Aquaculture Regulations, This process is also subject to
the provisions of the User Fees Act, which tequires that the fee
proposal be tabled in Parliament before it is finalized.

A disenssion paper summarizing the proposed fee strctare,
service standards, consultations o date, and the anticipated im-
pacts of the proposal will be posted on the Department’s Web
site. All affected and interested parties are invited to review the
discussion paper, and participate fully during the comment period
of the consulfation process which will begin on December 17,
2012, and conclude on January 16, 2013,

For further information, please consult the Department’s Web -

site at www.dfo-mpo.ge.ca/aquacultare/aguacuiture-eng. htm.

December 15, 2012

AQUACUI.,TURE MANAGEMENT DIRECTORATE

{30-10}

DEPARTMENT OF HEALTH
CONTROLLED DRUGS AND SUBSTANCES ACT

Notice fo interested parties — Proposed improvements fo the
Marihuang Medical Access Program (MMAP) — Research and
development activities

On December 15, 2012, Health Canada is publishing the pro-
posed Marihuana for Medical Purposes Regudations (MMPR)
m the Canada Guazette, Part 1. The proposed Regulations can
be found at www.gazette.ge.caltp-pripl/2012/2012-12-15/heml/
regd-eng htrol. '

The proposed Regulatious would establish the conditions for a
compelitive industry of Heensed producers, which would offer
individuals access fo dried marihuana for medical parposes, pro-
duced under secure and sanitary conditions. A licensed produ-
. cer {L.F) would have to meet regulatory requirements for elements
such as quality control standards and secmrity measures. This
would reduce risks to public health, safety and security resulting
from such production. After the new Regulations come into force,
interested persons would be able to apply for a licence and, if they
qualify, immediately begin producing and distributing dried
marihuana for medical purposes.

Parties who are considering becoming an LP and are interested
in engaging in certain research and development activities such as
festing matihiuana or testing growing conditions on-site may do so
prior to the MMPR coming into force using existing mechanisms

MINISTERE DES PECHES ET DES OCEANS
LOY SUR LES PECHES

Avis d'intention concernant la modification du Réglement du
Pacifique sur 'aquaculiure gfin 4’y giouter les droits de permis
d’aquacuiture

Péches et Octans Canada a I'intention d’imposer des droits de
permis & foutes les activités d’aquaculture réglementées par le
gouvernetnent f&déral en Colombie-Britannique, sauf dans le cas
des instafiations de production non commerciales telles que les
établissernents & but non lucratif, les organismes de mise en va-
leur du saumon et les universités. Les droits de permis seront .
officialisés par Fentremise de la modification du Réglement du
Pacifigue sur Paguaculture. Cette mesure st assujetiie aux dis-
positions de la Loi sur les frais d'utilisation, qui exigent le dépot
au Parlement des droits proposés avani d'&tre finalisée.

Un docurment de travail résnmant fe bardme de droits proposg,
les normes de service, les activités de consultation mendes jus-
qu’a présent et les incidences prévues de la meésure sera égale-
ment affiché sur le site Web du Ministére. On invite toutes les
patties intéressées 2 examiner ie document de iravail et 2
s oxprimer librement pendant la pérode des commentaires du
processus de consultation qui se déroulera du 17 décembre 2012
au 16 janvier 2613,

Pour de plus amples renseignements, veuillez consulter I
site. Web du Ministtre au www.dfo-mpo.ge.calaquaculture/
ageacultere-fra.him.

Le 15 décembre 2012
LA DIRECTION GENERALE DE LA GESTION DE
L’ AQUACULTURE
{50-1-0]
MINISTERE DE LA SANTE

LOI REGLEMENTANT CERTAINES DROGUES ET AUTRES
SUBSTANCES

Avis aux parties intéressées — Améliorations proposées aux
dactivités de recherche et de développement du Programme
d’acces & la marihuana & des fins médicales {PAMFM

le 15 décembre 2012, Santé Canada public le Reéglement sur
Paccés & la mariiuana & des fins médicales (RAMEM) proposé
dang la Parfie { de la Guzette du Conada. Le projet de réglement

'8¢ trouve au www.gazette.go.calrp-prfpl/2012/2012-12-15/tml/

regd-fra.html.

Le projet de réglement é€tablit les conditions pour une industrie
concurrentielle de producteurs autorisés, ce qui permetirait aux
individus d’obtenir de la marihusanz séchée & des fins médicales
produite dans des conditions sanitaires ef sécuritaires. Les produc-

- teurs autorisés . devront. respecter les exigences réglementaives

lies & des &léments comme les normes relatives au centréle de la
qualité et les mesures de sécnrité, Cela réduireit les risques pour
ia santé et la sécurité de 1a population que constitue une tefle pro-
duction. Une fois le nouvean réglement entré en vigueur, les per-
sonmes intéressées pourront présenter une demande de licence et
si elles sont admissibles, commencer immédiatement & produire et
a distribuer de la marihuana séchée 4 des fins médicales.

Les parties qui envisagent devenir producteur autorisé et qui
sont intéressées 4 prendre part & cerdaines activités de recherche
et de développement, comme 'évaluation de ia marihuana ou
I'évaluation des conditions de cultuze sur place, peuvent e faire
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under the Controlled Drugs and Substances Act (CDSA) and the
Narcotic Control Regulations (NCR).

These mechanisms include

1. a licence issued under section 9 of the NCR (fcensed: dealer)
which would enable activities such as possession to test mari-
huana plant material;

2. a licence to cultivate, gather or produce marihuana for scien-

-tific purposes issued in accordance with section 67 of the
NCR; and/or

3. an exemption issued under section 56 of the CDSA for other
activities with marihuana such as testing packaging methads
and materials.

Information and documents that wonld be considered in an ap-
plication include but are not limited to

* 2 statement indicating that these research and development
activities are being conducted with the intent of eventually
applying to become a licensed producer;

e a declaration from the applicant that the wunicipality, local
lew enforcement, and local fire officials where the proposed
activities are to be conducted have been notified of the pro-
posed 1esearch and development activities with marfhuana;

» valid criminal record checks of the person responsible for the
licence or exemption, the person m charge of the research
project, if applicable, and the person in charge of production,
indicating that they have not been convicted, as an adult,
within the preceding 10 years, of a designated drug offence or
a designated criminal offence as these terms are defined in the

s a letter from the owner of the proposed location where the
proposed activities are to be conducted indicating that there is
no objection to s use for marikuana production if the location
is not owned by the applicant; and

# appropriaie security measures, in accordance with the require-
mettts of the Directive on Physical Security Requirements for
Controlled Substarnces found at www ho-se.ge.catho-ps/pubs/
precurs/dealers-distrib/phys_securit_directive/index-eng php
and the guidance document Building and Production Secur-
ity Requirements for Marihuana for Medical Purposes found
at www.he-sc.ge.ca/dhp-mps/marihuana/fisure-avenir/securit-
eng.php.

In deciding whether to issus a licence or exemption, the Minis-
ter would review applications on a case-by-case basis and may
consider other factors such as the risk to public health, safety or
security. This would include the risk of maribuana being diverted
to an illicit market or an illicit use.

T is also worth notng that if the proposed MMPR are pi-omul- o

gated, the issuance of 2 licence or exemption to conduct research
and development activities does not guarantee the issvance of a
licence andes the proposed new Repulations. Producer licences
can only be issued once the new Regulations come into force.

Interested parties wishing to conduct research and development
aclivities may initiate this process by providing Health Can-
ada with a letier expressing their interest and providing the

avant 'entrée en vigueur du RAMFM en se servant des méca-
nismes déja prévus par la Loi réglementant certaines drogues et
autres substances (LRCDAS) et le Réglement sur les stupé-
fianis (RS},

tes mécanismes comprennent :

i, une Jicence délivrée en vertu de ['article © du RS (distributeur
autorisé) qui autoriserait des activités commme [a possession
pour évaluer les plants de marihuana;

2. une Heence pour cultiver, récolter ou produire de 1a marihuana
a des fins sclentifiques délivrée en conformité avec Parti-
cle 67 du RS;

3. une exemiption délivrée en vertn de I*article 56 de Ta LRCDAS
pour d’autres activités lies 2 ta marthuana, comme I’éva-
luation des méthodes et du matériel d’emballage.

Voiel certains renseignements et documents qui seraient prs en
compte dans une demande : ’

» un ¢énoncé indiquant que ces activités de recherche et de déve-
loppement sont menées dane le but éventuel de faire une de-
" mande pour devenir producteur autorisé;

¢ une déclaration du demandeur selon faquelle s municipalité,
les représentants locaux de la loi et des services d'incendie oil
les activités proposées doivent avoir Heu ont &6 avisés des ac-
tivités de recherche of de développeraent proposées avec la
marihuana; oo

¢ les vérifications valides du casier judiciaire de Ja personne
responsable de la licence ou de I’exemption, de Ia personne
chargée du projet de recherche, §'11 v a Hen, et de la personne
chargée ce la production, casier judiciaire ol il est indiqué
‘qu’elie n’a pas été condamnée, comme adulie, an cours des
10 dernidres années, pour wne infraction désignée en matitre
de drogue ou une infraction criminelle désignde, conforms-
ment & la définiion de ces termes dans 1e RS; .

= une letire du propriétaire du lien proposé ol les activités pro-

- posées doivent avoir lieu et dans laguelle il est indiqué qu'il

L’y a aucune objection quant 3 Tutilisation du liew pour la
production de marihoanz si le liew n’est pas la propriété du
demandeur;

& les mesures de sécurité appropriées, en conformité avec les
exigences de la Direcrive sur les exigences en matidre de
sécurité physigue pour les substances désignées se frowvant
& Padresse suivante : www hc-sc.ge.cafhc-ps/pubs/precurs/
dealers-distrib/phys_securit, directivefindex-fra.php et du do- .
cument d"orientation Exigences en mariére de sécurité des bé-
timents et de la production de mavihuana & des fins médicales
se trouvant & U'adresse suivanie : www.he-sc.ge.ca/dhp-mps/
marihuasa/faiure-avenir/securit-fra.php.

Dans le cadre de sa décision d’émettre une licence ou vne
exemption, le ministre examinera les demandes au cas par cas et
pouirrait tenir compte de facteurs comme le tisgue pour la santé ou
la sécurité de la population, y compris le risque que la marihuana
s0it détournée vers un marché illicite ou que cette marihuana soit
utilisée & des fing ilHcites,

gué, 'émission d'une Heence on d’une exemption concernant le
déroulement d’activités de recherche ou de développement ne
garantit pas I'émission d'une licence en verm du nouveau régie-.
ment proposé. Les licences de producteur ne peuvent &e émises
que lorsque la nouvelle réglementation sera en viguenr,

Les parties intéressées désireuses de mener des activités de re-
cherche et de développement penvent arnorcer ce processus en
faisant parvenir & Santd Canada une lettre dans Jaquelle elles

De plus, veuillez prendre fiote 'que si le RAMFM est promul-
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December 13, 2012

information indicated in the first four points listed above, as ap-
plicable, at the following address:

Office of Controlled Substances

Controlied Substances and Tobacco Directorate

Healthy Environments and Consumer Safety Branch

Health Canada, AL: 3503A

Ottawa, Ontario

K1A 1B9

Please note that if interested parties wish to conduct activities
in addition to rescarch and development, such as producing mari-
buana for the pwrposes of sale before the proposed MMPR are in
force, those parties must comply with the applicable requirernents
of the Food and Drugs Act and the Food and Drug Regulations
{e.g. requirements for clinical trials which demonstrate clinical
efficacy and safety).

For those requiring more information regarding the application
process or information regarding the availability of a legal supply
of seeds or marihuana for research and development activities,
please contact the Office of Controfled Substances at OCS.
BSC@hc-sc.ge.ca.

{50-1.0]

PEPARTMENT OF INDUSTRY
OFFICE OF THE REGISTRAR GENERAL

Appointments

Namne and position/Nom ef poste

Dedimus potesiatem

Commissioners 1o administer oaths/Commissaires i 1 assenmentation

Within Canada/a 'intéricur do Canada
Bocock, The Hon /L. hon. Randall 8.
Gagné, The Hon/L'hon. Jocelyne
Gleason, The Hon/L hon. Mary J. L.
Kane, The Hon./L hon. Catherine M.

‘Within Alberta/a Iintérieur de I’ Alberta

Jones, The Hon. /L hon. Craig M,
Millar, The Hon./L hon. Bruce A,

Within British Columbiafil I'intérieur de 1a Colombie-Britannigue

Abrioux, The Hon./AL hon. Patrice
Fitch, The Hon/L’hon. Gregory T.
Jenkins, The Hon./L'hon. Robert W,
Tindale, The Hon/F. hon, Ronald S.
Weatherill, The Hon./L hon. Gordon C.

Within Manifoba/s 1'intériewr du Manitoba
Rempel, The Hon /1. hon. Herbert

Within New Brunswick/a I'intérieur du Nouveau-Brunswick
DeWare, The Hon/L hon. Tracey K. ’

manifestent leor intérét et en communiquant 1"information indi-
quée dans les quatre premiers points énumérés précédemment, s'il
y aliey, & I"adresse suivante

Bureau des substances coutrbiées

Direction des substances conirdlées et de la futte au tabagisms

Direction générale de la santé environnementale et de la

sécurité des consommatesins

Santé Canada, Indice de U"adresse : 3503A

(itawa (Ontario)

KiA 1B9

Veuillez prendre note que si les parties intéressées souhaitent
mener des activités en plus de Ia recherche et du développement,
comme 1a production de marfhiana pour la vente avant Ientrée
en vigueur du RAMFEM, ces parties doivent se conformer aux
exigences applicables de la Loi.sur les aliments et drogues et du
Réglement sur les aliments et drogues (par exemple sux exigen-
ces de mener des essais cliniques sur U'efficacité et Pinnocuité).

Les personnes désireuses d’obtenir de plus amples renseigne-
ments sur {e processus de demande ou de I'information sur la
disporibilité d’un approvisionnement légal en graines ou en
marihuana pour des activités de recherche et de développement
peuvent envoyer un courriel au Bureau des substances contrdlées
4 "adresse suivante : OCS-BSC@he-sc.ge.ca, '

[50-1-0]

MINISTERE DE L’ INDUSTRIE
BUREAU DU REGISTRAIRE GENERAL

Nominations

Order in Council/Décret
2012-1607

‘Within Newfoundiand and Labrador/a U'intérieur de Terre-Neuve-et-Labrador

MecGrath, The Hon /L hon. Rosalie

Within Northwest Territories/a " intérieer des Territoires du Nord-Ouest

Shaner, The Hon./L’hon. Karan M.
Smaliwood, The Hon./L’hon. Shasnon

Within Nova Scotia/a Pintérieur de Ta Nouvelle-Ecosse
Wood, The Hon./L hon. Michael F.
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This is Exhibit “G” referred to in
the Affidavit of TODD CAIN
Affirmed before me at the City of
Ottawa, in the Province of Ontario,
this 15™ day of January 2015.

Shetri Laureer Szabados, a Commissioner, atn,,

Provinca of Ontario for the Govemin
Department of Heaith, et o Ganad,

Expiras December 2, 2015



As of December 9, 2014

Strains and prices offered by Aphria (22 total strains; $8.30 - $10.90)

Currently in stock:

I%hﬁa;nmymffxa&mfmzm; T

Yehtia

SEARCH BY: | Stfalnk

Aherdeen (Agent Orange)
TR 42~ 389 | T80 >005%
830

Seitt i 1 grarm botdes

graps

SEARCHEY: | Straing « i doisbing <+l e o | ceneme

Belle (Purple Kush)’
THC: 8- 13% | €D 005%
$19.90

Soli o1 30 grasm botles

126



As of December 9, 2014

Sy S s e

@dphria

StAREHBY: | Swains

Ganger (8 Ball Kushj
THG 13,5 17.5% ] CEOR>0.05%
3830

Sold i 10 grem bottles

aphﬁamyslmiﬁrmlgmadﬁtﬁ\fgfwbﬂw ”

{phria

R i
SEAHCHRY: | Svales

Great Bear (Exodus Cheese)
i 13 - 16% | CBO: SU05%
$8.30

Sold 34 gram Bowles
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b b GRy Lo,

Teslin {Mango}
THCH 127 -17.1% | OB >0.05%
$8.30

Sold in 10 gram bowjes

srams

aphiaur y&]mifym;igm@ris ;ﬁf@'&: ‘ﬁ?rqs‘azy;mm

@ehria

SEARCH BY: | Sifzins

Tignish (Qrazy Train}
TH §4.8- 16355 | CBDISD.05%

$8.30

Sold n 19 pram botiias

. %

B2




As of December 9, 2014

Not currently in stock:

. 3

“phria

e ! .
SEARCH BY: | Staing lg %SQS!BX *

Athabasca {Peniny Wise)

Sold i 10zmmrbiauies
This prodhict is Cominig Soon?,

Boiton (Haadband)

Sold i Hipram botiles
This produrt s Consing Stenat.
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spfriamyshoplfy-comioradooy el '

E I R
’§ | €BDVTHC.

Chiordhill (Nordle),

Sold in 10 gram booles
This product js Coming Soeril

Apfriasheshopily. cotifpre s enk

“phria

SEARCH BY:

.

sidatobiiny

Hentk {Alien Daws)

Sokd in 3 ram brtles,
This product i Curing Sooni

.

30
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phria

SERREWSY: | Stalnic | doiobiiy

Tpe <l 4Bb/THC

" Huyron {jack Herer)

Soi i 70 grambaties
This prodict is foming Soon!

12 gt yshoplY comsiemelsnauety

SEAREH Y | Stoatis

Avaffablity  +

iroqubls {06 Kush)

B iy 10 grany battles
s produckds Coming Sasat
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i | svatniiy

Kootenay {King Kush)

Sild ¥ 10 grani Botilds
This product i Comning Soond.

mitebiley % | Typm

CBLTHE

Nipissing (White Ksh)

Suld in 1 gram bowdes,
THis productis Coming Seont
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%

Okanagan (AR.47)

Selt i 10 gravbollies
Thig ploduckis Coming Soen

: 5 Sieierr ok

HERRCH BY: Saslns.

Sortsy "

Panache (Strawberry Cough).

5l fn 10 gram bottdes
This profuctls Coming Soont

{
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i qpﬁﬁmw&oﬁfyﬁéﬁmﬁzm&k&#ﬂa@@é

| CRpITHE

SEARLH BY: % Strams + - Soit gy -*%

! Avaiabilie

Sherbrooke {Super Lemon Haze]

Suld i prarborles
‘This prodyct Is Caming Snon

o pﬂvcmn;wmmiﬁmﬁe e

@ehria

. , H ] ; i
EEARCH BYL. | Straisis *) | Avallebilny

Simcoe (Jiily Bean)

Seid i 10 geamm bottles:
This praduct i Lomsing Soon?

A

L

4



As of Becember 9, 2014

aplia ryshopify.comie

SEAREHBY: | Sirsing -
Tamaradouta (Girl Scout Cookies)
Sofd i 30 gram boefles
This priocuct s Eomsings Soohl.
zpheiz myshapily.comprodeiis o
fphria
Aalibiiey v e N

Temagami (Cheese Quake)

Sci 1B gram botes
T ptduct s Comirig Sodnl

V.. N

N
{3
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SEARCH B | Swalns

Topsail (LA, Confidentialy

Sold in 15 grarm hotdes
This praducs is Coming Soont’

e

b

Tl tonfas

R

SEARCH BY: % Suwains

i

| Sor By

-

THiS grodutt is Coming Suoni




As of December 9, 2014

Strains and prices offered by Bedracan Canada inc. (5 total strains; $7.50)

Currently in stock:

H .Backfwﬁnﬂ?ﬁil‘pﬁéﬁu o

Bedrdcan
. :;,zgs:ifrﬁ(:, CEwabi

Aot Badosgah®

el o detwlopnt i the

« Badk SESWEH MRy
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As of December 9, 2014

Strains and prices offered by Broken Coast Cannabis Ltd. {9 total strains; $7.00 - $9.00)

Currently in stock:

BROKEN COAST

e (REBRATYS s

PURBLE Ksit

ProduciCotte: $15I8RH 14

Puspis Kol s o e indlcs s Gusom stiain

T et i T $0% baating By g

[



As of December 9, 2014

Not currently in stock:

e v Brokeneoast catshopiuinickaings

%,;g.\l ’ﬁ{y%
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. xﬁg e
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As of December 9, 2014
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As of December 9, 2014

Strains and prices offered by Canna Farms Ltd. (62 total strains; $1.75 - $11.00)

connafarms.ca’




As of December 9, 2014

Full list {(“Version 1"} as presented on website:

AMPANE COOKIES {BC Bud)

ATOMIC SHIVA {Dr. Momic)

BANGEHE HAZE {ACE)

BC ROCKSTAR {HA)

BLUE CHEESE {iordan of the mlands)
BLUE DREAM {Humbolf)

BLUE WIDOW {Jordan of the klands)
BLUEBESRY {londan of the Islands)
BLUEBERRY mﬁé {Dr. #amic)

ELIBBA ELISH {Humbols)

BLUIRMESE KLISH {TH Seeds)
CAMMATOMIC [Resin Seeds)

CBD KUSH {Dutch Passion}

CBD SKUHNEHAZE {Duich Passion)
CHEESE QUAKE {TGA Subcool)
CHEMODAWE {Humholt)

LCHEMG {orden of the mlands)
CHERNOBYL {TEA Subrool)

TRHMEA BLUE {Bamey's Farm)
CRITICAL MASS {CBD Crew)

LEETICAL SUPER SHVER HAZE {Delicious)

DREKERESBURE GULD {Malaw: Seeds]
DURBAMN POHSON {Dulch Passton}

FL D Shodd)

GIRL 5COUT COORIES {8C Burd)

GUEFS LEMON SKUNE {fordan of the lends)
GREEMN CRACK (A}

HEADBAND {Loud)

JACK HEREH {Senst Seeda)

KALE MIST {Serious)

KOOTENAY STAR {NA)

KOSHER KUSH (DA Genetics)

LA CONFIDENTIAL {DMA Genetics)
LEMON SKUINE Hordar of the blands)
MANGO {BC Bud)

MASTER ELISH {N&)

M LETRA {TH Seads)

MOTIATHION {BL Bud)

NORTHERM LIGHTS x HAZE {Paradiss)
NYC DIESEL {MAY

PINK ELISH {PA)

PURE KEiSH [Greenhouse Sseds Co)
PUAPE Dorden of the Elands)

BECON (DMA Genstics

RED CHERRY BERRY {Hamey"s Farm)
ROUESTAR{BC Bud)

#

46
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SEAWARP x POLECAT {Heelerman)
SEMSESTAR (Peradiss)

SHAMAN {Dutch Passion])

SHIATSE KUSH {BC Bud)

SKUNE #1 {Sensi

SLEESTALK [DNA Senstics)

SOUR DIESEL {Feserva Privada)
SPACE BLE {ThA Suboool)
STRAWBERHY COUGH {Dulrh Passion)
SUPERBUD [Green Mouse Sesds o)
SWEET TDUTH {BC Bud}
TARGERINE DREAM {Barmey's Farm]
THE DG £18 {Reserva Prvsda)

THE UETIMETE {Dutch Passion}
WEITE RHND {Green Hose)
WHITE WISUW Seadsmand



As of December 9, 2014

Strains and prices offered by CanniMed Ltd. (7 total strains; $7.00 - $13.50)

ety
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As of December 11, 2014
152
Strains and prices offered by Delta 9 Bio-Tech Inc. (Note: Unable to obtain this information from Delta

9 Bio-Tech’s website. The below screenshots are taken from the hitp://www.can.md/ website. {28
total strains; $6.00 - $9.00})
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As of December 11, 2014

Strains and prices offered by In The Zone Produce Ltd. [Note: In The Zone's website does not include

.
!
(N

this information. The below screenshot is taken from the http://www.can.md/ website, [5 total

strains; price range unknown])

Strains Sold by In The Zone
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As of December 10, 2014

Strains and prices offered by Mettrum Ltd. {15 totaf strains; $3.60 - $9.60}
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As of January 12, 2015

Strains and prices offered by MariCann Inc. (8 total strains; $7.00) i

Currently in stock:

P TR, g

iCann Ultra Forte No. 1
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THE: 1660 £ OB 0. TS
Frivs GEO0

Not currently in stock:
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As of December 10, 2014

Strains and prices offered by MedReleaf Corp. (16 total strains; $2.50 - $15.00)

Currently in stock:

Mﬁ&%ﬁiﬁ&? AENP WUENTS  BIGIOMNS. DNOVAGODN, WRF e rowmeres B

TRE MAGEAL SRaE STANDAUD

Sodveris

A pHérritim band of oy wirmiags.

fransitha

ME&%%%&Q%%% ROUY  PTENTS O PHYMCIANS  RMOWATEW  Seoe dAG fowemris

THE ERDIGAL GEAER SIANBARDS

Cognitiva

AL Favorite renswried for it distingd cheese Bagrance,
G Range I2-T4 U0 Xange: 0%

INICA: 408 SPTIVA; 5%

Beubtils, Hendadhes, iMEnaTGn, WOHGHITE 96, PHsT-trimaTiy sirasy
i FT! s, h .
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72 iasdtroleat cantfshnplpotas
R PR N AR RRT

Mﬁﬁ%{gﬁ%ﬁﬁ%g AT SENT. GRMCGRS  nRDGTRN  SIOT A0 COETS i

RHE MEQIRRL GREGE $YARDETRY

Poltitia

& weodd-renowied, Best-silling Kush variety,

TR Saier T-32% ERD-Ranyl: 0%

INDIGA TSR SATING: 3%

A0, areieits, TR BOpUind,

g,

bt imedeie somsbnhy

Mﬁﬁf@%m? wbY  TATRITS  BHSSGNE  wweinos  mae me omerds

ERE WEDIC A SRADE FIARUARES

Franguillum

A combo of two of the world's premium vasielies.
THE RBange: HE-33% CRE Briigos (¥

SETTOR 25T

Aty wientton ik Ssonter GO, cnver et spmpems;
sty liestack

A tachuf apipatig,
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Moluntas

# sarive viattty keowi for its sweet Tavol.
THC Ranige: 16275 Y Hanger 0%,

!Nﬁﬂ(ﬁa* "Fﬂ?i

shropicbaiily, SSvdmigia,
5 i S,

Mﬁﬁﬁ% iiﬁﬁ&g 4 EORT  RRUGMS  ANIIORNS. oMM meR ma towtegres |
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Cirehr

A High BHC ndwa keiwand Tor s gotency.
T aRgR: E-2RK CHE Rangs: 0%

HNDICA; g0% AT Z0%.
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MEDREEAS e

FROEHTR O PUYIKMNL  NNNDVATIN  SHDP

R CERESTTUS B
FRE-thEbinAe BhAT Sikgbande

Sedamen

A particulirly sfiofiy seditive Xush variely.

by, wihiRly, Lanterireaient sEaptoms, Lok Srihn's disate,
. g, enily 3 Sf ok ﬂ

Loyl Bfnchnde JIES), St Rkl npdiite, soveve g, Totn ey,

MEDEELEAR -

AT AAEIANG  BODVEROR  SWE TR OMESW |
THE MEMDRL SRADESTRNDAFD™
laritas.

Avleid with a maderaie and welk halanced effear,

TR Rauge TH-18% GRIRanE: #i:
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v MERIShE GRSl SEAHTAGYY

Afticumy
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Not currently in stock:

B i

Hmedeeleal comys)

MEB%% %I:*;‘%; RO RRTDNIE O PATHCRNS  BMOMITOR  SHOF e TORTRETOS  §

T HEBINAL FHEST SIABRARR"

Alusks

Thiz Wehest seconded T setive varisly.
THE Range 19-23%. CHED Rpnge: 45

WDICA: B SHTIVR. TO%

Mﬁﬁgﬁ EEAE COMCUY  TATGNIS  PHYRCIAS  NHDVATION SR RAR  COWDAOTYS §

FHE MEEIEAT SRATE FARSANDT
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THEC Renges B4 205 ERIERange (%
INDHER, O SATEEL O

dniesy, chiiver woatloind syRipiat; Qeprasion, fue préssure, .
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Maﬁ@? ?;ﬁ%? SERR PATEHIS  RSVRIONNY  NMDVATION  SHOF  BRY COMPRCTUS !

FEG HEMGAL BRESY RIANDRBGN

Middnight e

Asinlgue vaiiety with 2 azarly 1.7 vetie of LBOTHE.
THE HangE B A RanGE: -14%

TRERTA 0%

aizbelmier’s isaabe, &Sﬁi‘ﬂ;‘. arshieis, LORCRI THATMERT synspTamis,
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Mgﬁ&%igﬁg RO ANEHTS mRNORNS  WNGEOIDH S0P sid  dmmesris B

IZ AEBIOAL GRARERRARRARRS

Avitieked &

The warld-reapwned, bigh CBD, low THE variaty.
R Renges 317

TRLHCA] RO SA’IW}%’ 4.@)?&'

‘aleRdier Sinense, wrrhrifs, canhear Sreainen BEOROTL,; Crohi's
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As of December 10, 2014

Strains and prices offered by OrganiGram Inc. (15 total strains; $6,00 - $9.00}

FasulEh
SECAL MARNUARA
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As of December 10, 2014

Strains and prices offered by The Peace Naturals Project Inc. (19 total strains; $2.00 - $6.00)

Currently in stock:

2 Hire:ipeacenaturab comjprohicisl

Daisy
Omizy ie 3 mild variety that provides wonderhd “during the-day” medication with % THE and <5.05
CBIY, Avaiizhizs for 3 fimited thne oy,

CBD lavel: « B.85% THC fevel: 5%

Brice per grem: §3.00
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Not currently in stock:

171

i ht;‘.g}s.{,{ggapangturats.m;ﬁf;'zra&amf

Chrome

The Chreme varinty is 2 coosi of one of the most popular varisties in Califorsa, This Caanabiy has been
reperted to heve & very strong ' Site had paio relieving effect, Chroms has been repared to be loag
fasting with = jathargic perfod Brat iz foll by appatite st Tors 3 seaph

€30 fevel: « 0.1% THC lpvel; 200

Price par graom: $6.00 {Seid Guy

Nyce N* EZ — A Milled Variety by Request

At the request of some of our valued diznts we are pleaned & offer our first Nyce N EZ 1o use, cturse around
edisingd Cannabis, Our first, pre-milist offasing i & quick and easy soklion for your medidnal Cabnabis
consumptisr, Myce W EZ ie 2 blend’ of some of our best madical varieties. Nyea N° 52 is 2 mid blend, with 2
mid-range THC feval that dients have nated te provide an anereetic and wilting fecling, generally hest for day
{ime use. This bisnd Koz baea su far osa Fopah and helping o settle nausas Myce W
£2 appears light and ric green with hiots of purpfe.

B0 favil: < G.05% TEC lavel: 30.9%

Frice por gram: $4.5C {Soid Oul)
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172

Myce N’ Evening - A Milled Variety by Reguest
Wit the Increpsing demand for aar ground product Nyce W B2 we are pleased 3o affer our fivst Nyce 10 Evening
to aur exziusive Pente Haturals Chenele, This courss ground mediingl Cannakis is now our 2vd prerlisd
offering is 2 quidt and saey ealution for your mediinal Cannabis consumption, Myce 3" Evening i = ‘bierd” of
soire of our best madical variaties that provide the medicingt effacts tat many of our danks heve reguested
for sauening use. Nyea X Eeering s A rich bland, with w mid-range 1HC lovel that dients hava netad o provida s
sianpy and tired taafing, generally best for night time use, This blendhas been sugpested for uss in pan
Inager il ang helping bo setiie nausea, Myse i Svening appears Fght =nd rich grean
with binils of srswgs and purple.

8D laval: < J05% THE fevel: 15.7%

Price per grank $4.50 {Solf Gat)

Spirit

Spiat is 3 pew varisty of meditinal Cannabiy «eated by Paace Matorads b an offoit te huve hedivne that worke
o aifectivaly W your spiits. This higher THC waristy that is an Iadica/Satva bland 535 baen reported to iave
gentls, mood erhandng, pain reheving =ffsd. Please snjoy is moderation ax this is statistically ane of sur
grestsr sreagth varietiae,

B favel: 0.05% THE leval: 23%

Price per gram: $6.00 Sold Cut)
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As of December 10, 2014

Nyce N' CBD - A Milled Voriely by Requast

Hyoe W' CAD fe anether blend’ of sur bast stedics] verietias that provide the medidnal effeds fat many of e

ents have fequested for pain refief with mild euphoric =fect, Nyce W CBD is a smeoth Slend with & nidrewge
T2 feved that dients hove supgested for use in pan manzgement, hungesr managamant and halping to setds

FIDUSES,

CBE fovek: < ©.1% TRC level: 8.4%

Frice per grany $5.00 (Soid Ouby

Daisy
Daizy i5 a miki variety that provides wonderfud “during-the: day” medicabion with €% B4C and <B.05
TBD. flabli for & imited tine only.

B evel: < 0.05% THC level 8%

Price per gram: $2.60
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As of Decamber 10, 2014

Rio

Our [ variety e bred for disnts who dasire the fitghest THC from Higlr mediding Cannabia. Ria s one of our
higher T variaties thevefore & con be calied ene of our mest potent. The effedts of Rio are long lasting, Reavy
bt ok sheapy. Some have exprarienced pain raliaving banefits destribed i be most effertive in e fmbs,
uppes neck and inwer facal raniens. Rin's driet Bowers are generafly small and danse,

<8O leval: « 0.4% FHE lavel: 15%

Price per gram: $5.00 [Sold Ot

BEine

ina fras baen reported to provide substantist paii refiel with iitle to ap noticsable suphets. Cllents desaibe
Wiz 25 plezsant and uplifing with Rtk to to letharclo Tssponse, Our Ning variety is best suited for thess
cliznts wha may reguire Canrrebia throtghaut tie day,

CED fevelr 7.6% THL tavek 9.7%
Price per grase: $5.00 {00 Out}
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Ienni

Jerni iz predominantly @ Sativa varely with meredibie size 2nd vigor. Jenrs is 3 good thoice for dayime use as
Tt is & midHavel THC coumt. Jenni provides 3 ligby: senwation that hee been destyibad a5 both stimulating and
musdesioint pain refieving. A5 & Sative, the ded e fovers are wiven Jonger in shape and not as Hgitly
COmPEC 33 some Other variaties.

LB Jevel: < 0.2% THC Sevel: 10%

Price per gram $5.00 {5k Out)

Happy Feet

Happy Feat has bean destibed as a fight and anergetic peuropathic pain relieving Canmaids. This uiguely
uplifting variety is a cant. Favousite fv daytime use. Client feadbadk. desuibes Hapoy Faal to provids a
pleasant body cenvation, moreass in motivatian and #n intreass in producivity.

B favel: < 0.3% THC level: 13%

Prive par gvam: $€.00 {Sold Ot}
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Cupid

Supid fras been desoribed by clents to provide a tomples midiure of pain rafief witheut the extandug effecs of
igghargy. Clients chose Cupid for ity smuoth favowr and firish. Unigue to any variety we have, Copid is &
shorter term pain reflsving Cennabis,

CBD fevel: < 2.5% THO lewvet: 15%

Prica per gragn: £6.00 (Sold Ot}

M.B.

#.5.'s high THC contant makes it ehe of the srongest Sativas. This strai is dnowe for 35 power and for s
aersbrat stimidation, 5 mostly Sativa glant that defvers grest medical relinf. Tais skrsin s Fevourad Moy its short
fiowering period, mold reaictance and high vield, The fme grean fowers daliver an earthy and amecth
corsirmption maldng & a chioite s&ia for new patents.

B0 favel: « 6.05% THE lewel: 12.2%

Price per grans $6.00 [Sold Dot}
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Baory White

%s i's name sugpests, our Barcy White variaty 1 wary smoath: and relaxing, Borry White's infricized genelics
after complex medical efedts induding a typical euphoric fesling a8 experience with most Sativa dominant
variates at fow doses and siendficant body ralakation st lerper doses, Current feedback suggest Mat Barry
White provides an wifiting feeling that is Derfect for davtime use and guod for refieving arvisty and musde

spasius 2t fow doses.
:
: CBE el < 0,4% THE fevel: 179 '

% Prce par gram: $56.80 (Soid Oty
t

Avi

A i3 ur twio-t0-oue CHD to THC varlety shat 1 a 5B / 56 Indica and Sathza hvbrd. It hiss 3 very distincive,
pungent smed at doss oot carry though the smooth orzf sensation when smoked or aaten. Clents hove
commented on the fast ading pate relisf properties sosodated with AW, 25 well s relaxing and caiing eifacts.

CBI level 9.5% THC lovel: 5.3%

Price per gram: §6.90 (Sold Out}
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1

/78

& nitps:ifpeacenatysal

Marcela }

This squally Setiva and Indica varfety hes been reported Lo be 2 saord sodal and enjovable sRemoon / evering
vatisty of Cannabip. et feadback indivakas Marsela can provide pain refieving diferts throughout the bady,
#arcela is 3 wid THG and lswer £80 ombination,

CHO Tevals « 0.05% THC level: 18.5%

Price por gram: $6.00 (Sold Smd

Happy Face

Happy Farehas been deyoribad reramtdy by clients a5 ¥ delighifully volfing head and uppar body pain relicver.
Descriptions Nave s ickiled adiectives fia Eupbornic and Joyiol, OU Hiapoy Pave viely has boen used by
dients in sorisl zettings and dayiime Bse.

TBD leyalr < 0.3% FHC lovel 6%

Price per gram: $6.00 {Safd Ot}
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%aiéﬁs:ffpéécm&ﬁéis.com;;;mzﬁsi;f

Dank 1

p
Ruphact iv 3 very petent and strong THC variety of madicnal Cannabis. Reported dient effects stz powertsl
headache relief and sfrong appetite sncouragement, Ranhael is named after tha gudfsther of Cannabis, Brof.
Raphaet Mechonkim, and 25 2 polent vatsly s th not for the k tenced madicinel Cennablis
CDOELIHEY.

€80 fevall < 0.05% THE level: 29.3%

Brice per gran: $6.66 (Sokd st

The Grail

The Geail is knava to pask the interests of the user’s mood. Fram motivational o zaneervativaly extentric, the
3l has the potasdal to provide 5 wida range of madichest berefits foom paih rafie? to appelite stimulstion.

This high YHC Carmabis variefy is the bast in dass. The Grall varisty, predaminantly Indica, graws bulky rether

a0 tail and the died flowsr is a tith dask green colour, Temainiss small and taidy dense.

CBIS level: < 0.3% THE fevel: 17%

Prica pay grams 36,00 (Sokf i)
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As of December 10, 2014

Strains offered by Tilray {Note: Tilray's website anly provides a “sampling” of their strains and does not list the individual prices

£ bitns: T Biray cafer/HomeBrodudss

2, E ﬁ
&‘ iﬁm SORINGW  HOWITRDRES  SHOP  SCRSOACECDRIEE ARRDYY AR

Typw inding

Barbara Buad

G R RS BOEY BB GER ®

Bubibs Kush

BB G DORG G B S

Hiamond 06
e

BO% DY GBS & WRE LR G

Puiple Hush

B A da G BE 4 GRE B

Rockstar

GF GB HBD & ME BE G BE SU

g Helyid

Equinox
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Strains and prices offered by Tweed Inc. (25 total strains; $5.00 - $12.00)

Currently in stock:

Available
4 f }
ARGYLE BUDDY FOX HUNT

{Mordls} 7 {LA Confidenticl} : {3}
%6 . %5 $7
o
,x:_ié’

HERRINGBONE
{7}

5
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Not currently in stock
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Strains and prices offered by Whistler Medical Marijuana Co. {18 total strains; $12.00)

Currently in stock:

CRDSHARE

2
Lpraey e shipping

CRGAMICALLY GROWN

CBD A8% - 5.7% fuawod fevel ax tested)

GEMETICS: Shack Shock x {unknown high CBDrvariend
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Not currently in stock:

G SC0UT COOKES

&0

.

WHITE WiIDOW

St sne. shipping

Speme fnc shipgaing

Zgrams ine shippley

CREANICALLY GROWN

B0 fmnisng resting

ORGAMNICALLY GROAWH

£BE fmwoiting tesing}

GEMNETICS: Skunk #1 x Mazer

CORGANICALLY ZROWH

LB < £.006% feoual fevel oo rexzed]

GEWETICS: the geretics of this strain sre unknown:

Zgrenm e shippiog

OREARICALLY GROWEN

2D (wroiting testing!

CERFRCS OG Kush » Slueberry

Agieres fisk. shilppivng

CRGANICALLY EROWN

GEMETICS: Fire 08 » Girl Seout
Laokies

BRLUE BLOODD AMEMAL COCKIES HREOG TANNMATONIC BLUEBRERRY
LABSESEREATY
Fyram dnc, siipgizy g fuwv, shipming ety inds sheigping

ORGANICALLY GROWN
CBD fmwathing westing!

GEMETICE: GG Kush x FZ Hybrid
{San Farpands Valiey OG Kushx

DRGARICALLY GRIOWN ORGAMICALLY GROWR

CBO faveoiting testing CBD fwwoiting testing)

GEMENICS Jamaican Larbsbread

GENETICS: MK Yire 2 G-18 Heze
x Binebarry
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Full list of strains as presented on website:

LL WMMC PRODUCT LIST

PR Y A

- Afghand Buliider-

- Sivial Codkiss

- Siresistlaze

- Blashroany
Eanshok Hare
CEOShare
Pruirinn Magic”

- BRI

Driginal Sirawberty Cought

ik Kush '
Pitufloge -
itieapple Ciark
Purple Bubhs Kush
Soar Bigsel

- Tengering Graarn

Wiarbe

OB O®R OB OX g ¥ B oS o3 ¥ R B 8
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Mettrum Ltd. - Compassionate Pricing

30/30 Metlrum Assistad Pricing Program

Melirun ks offaring an assisted pricing program io help our clants sbiain the medicine they meet. For approved clenis, Metirur will provide 2 30% Sscowt on the
first M gearns ordered each monkh for BMetirum: products that are 30/30 eligiie”. Yo patticipale, please conpieta his form and send to Melirum along with proot that
youh &g o reciplent of a Fedarat or Provincial income assistanee program, o the you bave an ammusd ncoms of 330000 o lnss. Please cantect Motburn Gustoraes
Senice tor detalls on qualiying Fedaral or Provincial govesrenent psogranms. Eligibilty will be approved by ihe Metirom Custorser Servics Team during e clies
registraton process of af any e bilowing e seoeipl of yourr Meltrom Cliens Number. Once approved, e discourt wilt he applied fo your newd order,

FUE dechuation o
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The Peace Naturals Project Inc. - Compassionate Pricing

Does Peace Naturals Project Inc. have an Accessible Customer Service Plan?

We do. Cur Accesaible Customer Service Plan is available upen request, Please emal fasy
phyesicat copy B be mailled to you.

srabiasdncon T vaceive 2 digial copy of te request far a
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Delta 9 Bio-Tech inc. - Compassionate Pricing

REGULAR PRICE:

This is the price per gram of a produd with no guanily or compassionate pricing diseounts. This price
apples to it orders under 30 grams.

&g WJohn's medical document alfows him topurchase 1 grami day £30 gramiatmonts and John would
fike to order 10 grams ofProdud A and 10 grams of Proouct B {20 orams in total), his order will be reqular
ice.

QUANTITY BISCOUNT PRICE:

This is the price per gram of a produd when a nyintnaum order of 30 orams i being fufilted. This discount
amoiris o $1 off every oram that is purchased,

&g if John's medical docarent aliows Bim o purdhese 1 grany day {30 grams/ wrthl and John woeld
s o order 10 grams of Product & 10 grams of Produd B, and 10 grams of ProductC (30 grams infotafy,
infs arder will be assessed the quanilly discound price. John will save 5730 on His ordert

COMPASSIONATE PRICING PROGRAM:

At Della ¢ providing compasginnale care and service to Canadians For i watks oflife is o top peorily,
Dur cormpassionate prideg program helps by providing patents o Iow income and disability 3 subsidy on
it medidne of 50% off the reguiar price of any Sivain in our product DorfoRo.

Hers's how it works:

Anyong can Qually for some form of inandsl assistance! We dont set arbirary limits on fow incoms
because weundersiand that everyone's croumsiances are different. The more information you £an give us
i whal you need, the belier the subsidy and the befter servios we can provide. in order o Ay foroar
Corpassionaie Pricing Prograrm: simply send us proof of your low Income of disabifty, This can beinthe
formn ofproof of fedarat of provinciat finandial assistance of a copy ofyour Motios of Assessment from
Canadz Reverue Agenicy or ofher tax document thal may be able fo give us an ides ofyour individus!
situating.

Afer your informafion has been recelved eur Compassionsts Pricing Cornmittes will mest o determine
now we £an help. The comenitles’s decisions ame based on, Buf not imited to, the Pollowing faclors;

« The Pationt’s needs come first If pou qualify and need a subaidy we will provide onse.

» Qurcompany's capacity to subsidise our casnatis meditines. We're s slar-up business ang
subsidisiig fre onst of thedicine can be an sxpeasive underlaking, We will provide overvons on our
Corapassionats Prcing Program wilh 28 19rge 2 subsidy as is possible based om our ablily As owr
company grows so foo will o abilly o provide larger subsidies.

.. = #he overst gosl of cur Compassinste Pricg Progrem is to do 25 mech good for as meny pationts
@3 possible. BubsidiZng a patients enfire moscription {especially veryiarge onestis diffcul and doing
¢ would mean thal we cannot help 3 number of ofhior patients.

We understand how imporiant your personat privacy IS, B0 ones your iﬁfﬂﬁéaﬂ&ﬂ fias been considersd by
e commiifes it will be propeny destroved and notkent on fie_ Due to the nahre of this pogra, Delta @
may request infornTalion on a1t enmad basis to conlinue 1o provide the best sendce. More Information on
aur Privacy Policy can be found at bitp:Puwes deltal cabyivacy police bimi.
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OrganiGram Inc, - Compassionate Pricing
% Do you offsr any vype of discount to qualified redipients of sorial assistanes o goverpment disabifity wograms?

Yes, we offer a 25% discourd for 38 orders placed by quakified natients, Qualifying is simple. We Just read a ropy of your most currant statement from the
program you are involved with and we will take fare of the rest
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Bedrocan Canada Inc. - Compassionate Pricing

potatathinioen e, P

F%E" %%ﬁéﬁﬁtzé@ﬁ_fs? : G Frograny

O’var:s h

Déwiments

* Dpwnlead Bitient Assistanve Pr
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MedReleaf Corp. - Compassionate Pricing

In-order-to.qualify, patients must apply to the program with a separate application.
Once com ?ﬁﬁm&ﬁ, our team will evaluate each individual patient on a case-by-rase
basis foreligibility and patients will be netified accordingly. Please see the list below
to review qualifying Federal and Provincial programs.

e

WO

(]
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MariCann Inc. - Compassionate Pricing % ¢

WY
oo

Compassionate Fricing Program

At MarCann we take our compassionate use program seriously. As always the patient's needs come first g0 please
speak 1o our Client Service Representatives shout how wa can help you. To sxpedite the discussion please have proof
of Feders! or Provincial Social Assistance Program participetion of Proot of Disability.

We will provide qualifying patients with a 30% discount off list price.

i order for us 1 be Tair to alf our potential customers we may have  limit some Gram per day ficensees to enaure
product ezailahility for as many 25 possibis
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The Office of Controlled Substances ensures that precursors and controlled substances
are handled effectively and remain in legal distribution channels. This involves
developing legislation, regulations, policies and implementing operations that support
the control of illicit drugs and other substances.

The regional Controlled Substances Program is the compliance and enforcement arm of
the Office of Controlled Substances, who conducts compliance and monitoring activities
to enforce the Controlled Drugs and Substances Act (CDSA) and its associated regulations
including but not limited to the Precursor Control Regulations, the Narcotic Control
Regulations, and the Marihuana for Medical Purposes Regulations (MMPRY).

Inspectors conduct on-site inspections of regulated parties who perform activities such
as importation, production and distribution of narcotics, targeted substances, restricted

drugs, marihuana for medical purposes, industrial hemp, controlled drugs and
precursors.

Health Canada staff work closely with both our internal partners within Health Canada
and external partners including the RCMP, local law enforcement, the Canada Border

Services Agency and provincial licensing bodies through joint training initiatives and
other collaborative efforts.
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FOREWORD

Standard Operating Procedure {SOP) documents are meant to provide guidance to
Health Canada employees on how to perform specific tasks to ensure that the
requirements of all governing legislation and regulations are met. They also serve to
familiarize employees with the applicable tools and record keeping methods and
requirements for a specific task. SOP documents provide assistance to staff on how
Health Canada mandates and objectives should be implemented in a manner that is fair,
consistent, and effective.

SOP documents are administrative instruments not having force of law and, as such,
allow for flexibility in approach. Alternate approaches to the principles and practices
described in this document may be acceptable if they are supported by adequate
justification and applicable legislative or regulatory requirements have been met.
Alternate approaches should be discussed in advance with the relevant program area,

This document is dynamic in nature, and is offered without prejudice to future
measures, which Health Canada might take in this area.
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1. PURPOSE

The purpose of this SOP is to establish a pre-defined procedure. SOPs are written
instructions that are necessary to achieve and maintain a consistent approach to a
process. This SOP also provides a platform for training and assessing quality.

This document aims to provide direction to Regional Managers (RM), Section Heads
(SH), and Inspectors on how to conduct a Pre-Licence Inspection of a licensed
producer applicant.

Inspections are conducted to monitor and verify compliance with the requirements
of the Controlled Drugs and Substances Act {CDSA) and the Marihuana for Medical
Purposes Regulations (MMPR). The procedures described herein are intended to
ensure uniformity of action within the CSP.

This document will evolve, guided by information collected through compliance and
enforcement activities conducted under the new MMPR,

2. SCOPE

This procedure applies to the inspection of applicants seeking a Marihuana for
Medical Purposes Production Licence.

3. DEFINITIONS and ACRONYMS

3.1  Acronyms

A/RPIC Alternate Responsible Person in Charge
CDSA _ Controlled Drugs and Substances Act
CSP Controlled Substances Program

FDA Food and Drugs Act
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FDR
IUMMP

LPD
MMPR
NCED

NCPR
NCR
PCPA
PPE
RPIC

RM

SOP
Senior PIC
THC

Food and Drug Regulations
Information on the Use of Marihuana for Medical Purposes:
Consumer Information Sheet

Licences and Permits Division

Marihuana for Medical Purposes Regulations
National Compliance and Exemption Division

New Classes of Practitioners Regulations
Narcotic Control Regulations

Pest Control Products Act

Personal Protective Equipment
Responsible Person in Charge

Regional Manager
Standard Operating Procedure
Senior Person in Charge

Delta-9-tetrahydrocannabinol

3.2 Definitions

APPLICANT

AUTHORIZED
PARTY

DESIGNATED
PERSONNEL

IMMEDIATE
CONTAINER

INSPECTOR

LICENSED
PRODUCER

An individual or a corporation that has submitted an

application to become a licensed producer under the
MMPR

Individuals authorized under subsection 12.(4) of the
MMPR to purchase or receive dried marihuana from a
licensed producer

Includes any of the following individuals: the Senior
Person in Charge, the Responsible Person in Charge, or the
Alternate Responsible Person(s) in Charge

The container in direct contact with the dried marihuana

Any person designated as an Inspector under section 30 of
the CDSA

The holder of a licence issued under the MMPR
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PRE-LICENCE
INSPECTION

REGULATED
PARTY

SECURITY
DIRECTIVE

SECURITY
GUIDE

TARGETED
INSPECTION

TECHNICAL
GUIDE

Pre-licence inspections will be conducted after an
application has been received and a review completed.
The purpose of a pre-licence inspection is to verify that
the information submitted in the application is congruent
with the information collected and observed on-site

Individuals authorized under subsection 12.[2] of the
MMPR to purchase or receive marihuana; and cannabis,
other than marihuana, that was obtained or produced
solely for the purpose of conducting in vitro testing that is
necessary to determine the percentage of cannabinoids in
dried marihuana from a licensed producer

Directive on Physical Security Requirements for
Controlled Substances (Security Requirements for
Licensed Dealers for the storage of Controlled Substances)

Guidance Document: Building and Production Security
Requirements for Marihuana for Medical Purposes

an in-depth inspection which is not intended to assess the
compliance with all of the requirements of the MMPR but
focuses on identified criteria

Guidance Document: Technical Specifications for Testing
Dried Marihuana for Medical Purposes
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4. ROLES AND RESPONSIBILTIES

The planning of the inspection is a shared responsibility between the Inspector(s)
and the Regional Manager (RM). The Licences and Permits Division (LPD} and the
National Compliance and Exemption Division (NCED) may also provide input
regarding the scheduling of inspections.

The RM is responsible for assigning an inspection team to conduct inspections and
will identify a Lead Inspector. To the extent possible, Inspectors will be rotated
through the inspection schedule and inspect a variety of companies. RM's are
responsible for ensuring inspectors follow these procedures.

Inspectors are responsible for observing and applying procedures.

The Lead Inspector is responsible for ensuring that all aspects of the inspection are
addressed.

The Lead Inspector is responsible for the overall inspection, including:

¢ ensuring that all information with regards to the file has been received and is
available for the inspection;

developing an inspection plan;
coordinating all aspects of the inspection;
assigning tasks and responsibilities amongst the team, as required;

ensuring that inspection notes are taken by each team member accordlng to.
shared responsibilities;

acting as the spokesperson for the team;

coordinating the writing of the report;

organizing the exit interview;

recommending follow-up actions; and

signing the inspection report and submitting it to the RM.

e & o @

s @& & © @

Within the context of an administrative inspection and the normal execution of their
duties, Inspectors may review files that contain personal information. For example,
inspections of licensed producer applicants and licensed producers will require
Inspectors to access to records to verify that client registration and record keeping
systems meet the requirements of the MMPR. There may be circumstances where in
order to perform their duties (i.e, to document potential diversion of controlled
substances, suspected fraudulent activities) the Inspector may need to reproduce or
make note of client information, of an individual applying to be a client, or a health
care professional. Under these circumstances, Inspectors should contact their
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Section Head or Regional Manager to discuss, taking into consideration an
individual’s right to privacy, the appropriate approach to collecting this information
for compliance management purposes.

Inspectors will only collect information as required when exercising their duties as
an Inspector. Inspectors must ensure that all information is safeguarded and
protected in accordance with the Privacy Act. Generally, Inspectors should not
reproduce or make note of client information including the client’s unique identifier,
of an individual applying to be a client, or a health care professional. An inspection
report, with the exception of an inspection report related to suspected diversion of
controlled substances, fraudulent activities, serious contraventions of the
regulations, must not include any information pertaining to clients, individuals
applying to be clients, health care professionals or any information that could
potentially identify these individuals.

BACKGROUND

The MMPR provides a regulatory framework whereby Canadians who are deemed to
benefit from access to marihuana for medical purposes can have access to it. The
MMPR replace the Marihuana Medical Access Regulations which will be repealed on
March 31, 2014.

Health Canada plays a role in protecting the health of Canadians who are prescribed
marihuana for medical purposes, by ensuring they receive the medication deemed
necessary. A second objective is to ensure the supply of marihuana for these
Canadians meets their prescribed requirements. Health Canada is a regulatory
department, and C&E activities are essential to the success of regulatory activities.

The operational framework and strategic direction for C&E activities to be
conducted under the MMPR are set out in CS-OF-001 Operational Framework for
Compliance and Enforcement Activities for the Marihuana for Medical Purposes
Regulations (MMPR), CS-POL-001 CDSA Compliance and Enforcement Policy, and CS-
GD-010 MMPR Compliance Management and Endpoints.

The role of Inspectors includes performing site inspections, providing compliance
promotion, communicating with LPs and LP applicants, and conducting monitoring
and enforcement activities.

Section 30 of the CDSA covers the designation of Inspectors and their duty to
identify themselves when entering a place under the authority of this Act.
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Section 31 of the CDSA describes the places an Inspector may enter, the powers
granted to them, and the use of computers and copying equipment in carrying out an
inspection. Subsection 31.(2) of the CDSA covers the entry into a dwelling-place and
the conditions attached to that activity.

Section 9 of the MMPR authorizes inspections to be conducted to confirm

information submitted in support of an application, amendment or renewal of a
licence.

5.1 Resources and Equipment

During an inspection, each Inspector must carry their badge and inspector

identification card, and must use PPE as required. In addition the following materials
may be useful:

« Inspection plan + MMPR

* Notebook and pens + JUMMP

» Cellular phone ' * NCRand NCPR

* Measuring tape + CDSA and FDA Schedule B

+ Business cards * Security Directive

« CSP/ OCS telephone contact list * Security Guide

« MMPR PLI Questionnaire + Technical Guide

* Sample Medical Document for the * Industrial Hemp Technical Manual -

MMPR Standard Operating Procedures for

Sampling, Testing and Processing
Methodology

6. PROCEDURE

A Pre-Licence Inspection is an inspection to verify that the information submitted to
Health Canada is accurate and to assess compliance with the applicable sections of
the MMPR prior to licence approval.

Unlike other inspections, pre-licence inspections are announced. The inspection should
be announced a few days in advance. As a courtesy, arrangements will be made with
the proposed Senior PIC to make sure that they and the proposed RPIC are available
and, if possible, the proposed A/RPIC{s). It is preferable that both the proposed
Senior PIC and RPIC be present during the inspection.
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The on-site portion of a pre-licence inspection should be completed within one (1)
day. The number of Inspectors assigned to complete a pre-licence inspection will be
determined by the RM.

6.1 Preparation and Planning

This phase of the inspection consists of three main tasks: gathering information,
reviewing documentation, and creating the inspection plan.

The nspector should contact the applicant and confirm whether there are any plants
currently on the site. If there are plants, the Inspector should verify the number of
plants on site and under which licence(s) number(s) they are authorized. The
Inspector should identify the presence of plants on the site to the RM.

Also, the Inspector should discuss with the applicant what PPE they require at the
site and, if applicable, any procedures they have in place to protect the health and
safety of their employees. It is the responsibility of each Inspector to have the
appropriate PPE with them prior to arriving at the site,

6.1.1 Pre-Inspection Information Gathering

The RM will determine whether a detailed assessment of risks to personal safety is
required. This determination will include the following factors:

e whether the applicant has successfully completed the required criminal record
checks, and whether those checks reveal offences that give rise to personal
safety concerns;

e whether the applicant has successfully obtained the required security
clearances, and whether the required security clearances are substantially
delayed; '
the compliance history of the applicant, if applicable; and

- information previously received from law enforcement regarding the applicant.

It is the RM’s responsibility to conduct and document a risk assessment where one is
required. When a PLI is requested by OCS, the applicant will either have all the
security clearances in place or OCS will have contacted and had the inspection
approved by DSO, therefore no additional information can be provided by 0CS. If
deemed necessary, the RM may contact the appropriate RCMP regional coordinator
notified of the application by the applicant, to ask whether they believe there would

Canada
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be an occupational health and safety risk to the inspection team upon attending the
site. The information that the RM may share with the RCMP, or any local police or
local enforcement, is limited to the site address and the name of the Senior PIC. The
RM will allow at least 48 hours for a response.

If concerns relating to personnel safety are identified in the course of the risk
assessment, the RM will determine, in consultation with the Departmental Security
Officer and the inspection team, what measures should be taken to mitigate the
risks. Please refer to CS-SOP-016 Safety and Security of Inspectors.

6.1.2 Pre-inspection Document Review

The Inspectors will examine the company file and any other pertinent information,
including the following information:

licensed producer application;
list of proposed designated personnel;

o description of the proposed security measures and internal controls
(i.e. record keeping, good production practices, quality assurance);
any pertinent correspondence; and

any inspection reports or correspondence if previously licensed or if other
sites of the same company were licensed.

After reviewing the file, the Inspector will identify any safety concerns. If serious
concerns are noted, police accompaniment should be discussed with the RM.

6.1.3 Preparing the Inspection Plan
The MMPR Pre-Licence Inspection Questionnaire (MMPR PLI Questionnaire) should

be used as a reference tool to structure and plan the inspection. Modification to the
inspection plan may be required once the Inspector is on the premises.

The inspection plan should identify:

the purpose of the inspection;

the securify meastres and internal controls to be verified;

the designated personnel information;

the activities and documents to be verified;

PPE required; and

in cases involving an inspection team, the role of each inspector.

2 ¢ & & ¢ ©
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6.2. Introductory Meeting

Upon arriving at the proposed licensed site, the Inspectors will introduce themselves
and present their identification cards. The Inspectors will not allow anyone to
handle their identification cards.

The Inspectors will confirm the site is not a2 dwelling-place and whether there is more than
one building at the site. If the site is a dwelling-place the Inspectors should contact the
RM immediately.

The Inspectors will then present their business cards and request to speak with one
of the proposed designated personnel.

The Inspectors will identify themselves to the proposed designated personnel as
above.

The Inspectors will hold a brief meeting with the available proposed designated
personnel to explain the purpose of the inspection and under what statute and
regulations it is being conducted. The names and titles of all individuals attending
the meeting will be documented. CS-FRM-XXX may be used to record attendance.

The following should be accomplished during the introductory meeting:

» General information on how the inspection will be conducted should be provided
to company personnel.

e The list of the proposed designated personnel and other personnel should be
verified including their names, titles, contact information, and hours of work.

° The civic address of the site should be verified. Confirm the site is not a dwelling-
place and if there is more than one building at the site. If the site is a dwelling-
place the Inspector should contact the RM immediately.

e Confirm if there are any co-existing entities that operate within the site.

o The overall hours of operation of the facility {including office area, production
area, storage area, shipping/receiving area, etc.} should be verified.

¢ The information (proposed activities and substances) on the applicant’s licensed
producer application should be confirmed.

¢ The geographical area that the apphcant intends to prowde service to should be
confirmed.

e The expected clientele should be confirmed.

A site/floor plan should be requested, if not included in the file.

© Re-confirm whether plants are present on the site and identify their storage

location(s) on the site/floor plan.
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¢ If the applicant is in apparent violation of their Marihuana Medical Access
Regulations licence(s), the Inspector should note all compliance related issues in
their note book and advise the RM when convenient.

e if the applicant had originally identified there would be no plants present at the
site and upon arriving at the site the Inspector becomes aware of plants being
present, they should contact the RM immediately.

e Asample of an inventory report should be requested.

e Discuss potential personal health and safety concerns found at the site and re-
confirm with the applicant the PPE required at the site and, if applicable, any
health and safety procedures that must be followed.

e Confirm the last time that pesticides were applied or when a treatment was

applied to deal with any pests at the facility {pest control within the faczhty
and/or for the plants).

6.3 Verification of Regulatory Requirements

Inspectors will perform the following actions and note any discrepancies between
observed practices and records, and the applicant’s submission to OCS. In addition,
the Inspectors will document any opportunities for diversion and assess the security
measures for effectiveness and sufficiency.

If records are not available because no production for any type of product is taking
place, request to see the proposed record keeping system the applicant intends to
put in place.

6.3.1 Security

¢ Visually inspect and confirm the accuracy of the floor plan submitted with the

application or provided at the time of the inspection and record the location of

' the areas within the site where cannabis is present, the ventilation, and the flow
of material through the site.
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6.3.1.1  Site Perimeter

Review with the applicant how the design of the perimeter of the site prevents
unauthorized access.
Confirm that an appropriate system will be in place to control the distribution
of the codes, keys, and other elements of the security system.
Confirm if the perimeter of the building has any physical barriers or signage
posted at the perimeter and entrances to prevent unauthorized access.
Confirm the number of entranceways to the site.
Confirm how the entranceway(s) are secured to prevent unauthorized access.
Confirm if openings, ducts, and pass-throughs are covered with security
screens, steel bars, or equivalent material, welded to steel frames to assist in
preventing unauthorized access.
Confirm the construction of the walls at the site.
Assess the perimeter of the site to ensure that there are sufficient visual
recording devices to visually monitor it at all times in order to detect
attempted or actual unauthorized access.
Assess whether the visual recording devices, in the conditions under which
they are used, are capable of recording in a visible manner any attempted or
actual unauthorized access.
Confirm the visual recordings from the perimeter of the site will be maintained
for two years.
Confirm that the intrusion detection system w111 operate and be monitored at
all times.
Assess/test the intrusion detection system that will be used to detect:

o attempted or actual unauthorized access to, or

o movement around the perimeter, or

o  tampering with the system.
Review with the applicant the steps to be taken by the momtormg personnel in
response to any detected activity that is unauthorized.
Confirm that the monitoring personnel will record the required information if
any unauthorized activity is detected.
Confirm records created by the monitoring personnel for any detected
unauthorized activity from the perimeter of the site will be maintained for two
years.

6.3.1.2  Area(s) within the Site where Cannabis is Present

Confirm how access to area(s) within the site where cannabis is present
(referred to.in this section (6.6.1.2) as “those area(s)”) will be restricted to




Health ‘
Canada Canada

Santé

persons whose presence in those area(s) is required by their work
responsibilities.

Confirm that the RPIC or A/RPIC, if applicable, will be physwally present while
other persons are in those area(s).

Confirm that an appropriate system will be in place to control the distribution
of the codes, keys, and other elements of the security system.

Review the process and/or system that the applicant intends to use to capture
the name of every person entering or exiting those area(s).

Confirm if those area(s) have any physical barriers or signage posted to
prevent unauthorized access.

Confirm the number of entranceways to those area(s).

Confirm how the entranceway(s) are secured to prevent unauthorized access.
Confirm if openings, ducts, and pass-throughs are covered with security
screens, stee] bars, or equivalent material, welded to steel frames to assist in
preventing unauthorized access to the area(s).

Confirm the construction of the walls in the area(s).

Confirm if glazed panels will be used in any of the area(s).

If glazed panels are used, confirm that appropriate electronic equipment is
being used to monitor the glazing elements, including sensors that can detect
breakage of glazing panels.

Assess if there are sufficient visual recording devices to visually monitor the
area(s) at all times to detect illicit conduct.

Assess whether the visual recording devices, in the conditions under which
they are used, are capable of recording in a visible manner illicit conduct.
Confirm the visual recordings from the area{s) within the site where cannabis
is present will be maintained for two years.

Assess/test the intrusion detection system that will be used to detect:

o attempted or actual unauthorized access to, or

o movement in the area(s}, or

o tampering with the system.

Confirm that the intrusion detection system will operate and be monitored at
all times.

Review with the applicant the steps to be taken by the monitoring personnel in
response to any detected activity that is unauthorized.

Confirm that the monitoring personnel will record the required information if
any unauthorized activity is detected.

Confirm records created by the monitoring personnel for any detected
unauthorized activity from the area(s) within the site where cannabis is
present will be maintained for two years.

Confirm those area{s) have a system in place that will filter air to prevent the
escape of odour and, if present, pollen.

A
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6.3.1.3 Storage

Review with the applicant how the design of the storage location(s) prevent(s)
unauthorized access.

Confirm that only persons whose presence is required by their work
responsibilities have access to the vault/safe or cage.

Confirm that an appropriate system will be in place to control the distribution
of the codes, keys, combination, and other elements of the security system.
Verify that the applicant will calculate the illicit value of cannabis in their
possession on a regular basis to ensure that they do not exceed the approved
security level as indicated on their licence.

Verify that only controlled substances will be kept in these areas.

Confirm the in-house laboratory, if applicable, will keep the reference
standards and samples stored as required by the Security Directive,

Confirm that the RPIC or A/RPIC, if applicable, will be physically present while
other persons are handling controlled substances.

Confirm that only the qualified person in charge (i.e., RPIC, A/RPIC) should
have the authorization to disarm a vault/safe or cage.

Confirm that only the qualified person in charge (i.e., the RPIC, A/RPIC) will
have the key to the cage and the combination for the safe/vault,

Verify the storage conditions (vault or safe and cage, if applicable) against the
measures submitted and the Security Directive.

Verify that the combination will be changed at regular intervals (at 1east once a
year) and/or when a person having the combination is no longer a designated
RPIC or A/RPIC,

Conduct an alarm test of the intrusion detection devices and system required
by the Security Directive.

If an expiry date will be assigned to a product confirm that the product will be
stored under the recommended storage condition for that expiry date.

[
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6.3.2 Records

e Confirm that the record keeping system permits an audit to take place in a
timely manner. :

® Assess whether the record keeping system permits the reconciliation of
receipts, production, orders, shipments, and cannabis inventory.

o Confirm that the required records will be available at the site.

6.3.3 Good Production Practices

° Confirm the SOP(s) that will be implemented at the site regarding the
production, packaging, labelling, and storage of the dried marihuana.

° Confirm that the SOP(s) are designed to ensure that the above activities are
conducted in accordance with the Good Production Practices of the MMPR.

e Confirm - how the applicant intends to obtain uniformity of THC and
cannabidiol content in the material provided to its clients.

° Confirm the applicant has developed a sampling plan to confirm uniformity of
THC and cannabidiol content of the finished products.

° Confirm how the applicant intends to control microbial and chemical
confaminants.

6.3.3.1 Laboratory Tests

J Establish whether all laboratory tests will be conducted in house or through an
external laboratory. _

e Confirm that the applicant will establish its acceptable tolerance limits for
herbal medicines for human consumption (referred to in Schedule B to the
FDA) for microbial and chemical contaminants of the dried marihuana.

° Confirm a validated methodology will be established to determine the
microbial and chemical contaminants.

® Confirm a validated methodology will be established to determine the THC and
cannabidiol content of the cannabis (including dried marihuana).
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o Confirm that the applicant will establish its acceptable tolerance limits for THC

_ and cannabidiol.

® Confirm that marihuana will not be treated - before, during, or after the drying
process - with a pest control product that has not been registered under the
PCPA for use on marihuana for medical purposes. :

® Confirm that the applicant will determine its maximum residue limit(s)
specified for its pesticide control product(s).

U Confirm a validated methodology will be established to determine the
pesticide control product residues.

o Confirm that if an expiry date is assigned to a product how the applicant
intends to ensure that the dried marihuana maintains not less than 80% and
not more than 120% of the percentage of THC weight per weight and
cannabidiol weight per weight as indicated on the label.

° Confirm that if an expiry date is assigned to a product, how the applicant will
ensure that the microbial and chemical content of the dried marihuana
remains within the acceptable limits.

6.3.3.2 Premises for Production, Packaging, Labelling, and Storing of Dried
Marihuana

° Confirm the following:
' o areas permit those activities to be conducted under sanitary conditions.

o  areas are clean and orderly

o design of the areas enables the effective cleaning of all surfaces in the
premises

o dried marihuana is stored and processed appropriately

o area prevents the contamination of the dried maribuana

o area prevents the addition of an extraneous substance to the dried
marihuana

o  storage conditions of the dried marihuana maintain the product’s
quality

6.3.3.3  Equipment to Produce, Package, Label, and Store Dried Marihuana

J Confirm the equipment is designed, constructed, maintained, operated and
arranged in a manner that: ' '
o  permits the effective cleaning of its surfaces
©  permits it to function in accordance with its use
0 prevents it from contaminating the dried marihuana
o  prevents it from adding extraneous substance to the dried marihuana

B
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6.3.3.4  Sanitation Program (Areas where the Dried Marihuana is Produced,
Packaged, Labelled, and Stored)

° Review and confirm that a sanitation program will be implemented for the
areas used to produce, package, label and store the dried marihuana.

. Confirm the following;

e The program will ensure that the premises in which the above activities are
conducted will be effectively cleaned.

. The program will ensure that the equipment used in the above activities will
be effectively cleaned.

° The program will ensure that the handling of the dried marihuana is conducted
in sanitary conditions.

o The program will ensure that all requirements in regards to health are met (i.e.
hygienic behaviour of the personnel who are involved in the above activities
and the cleanliness of their clothing, etc.) to ensure that the above activities are
conducted in sanitary conditions.

o There is a pest control program in place, delivered by an external contractor
licensed to perform that function and that written reports are being provided
by the contractor.

6.3.3.5 Material Control

° Confirm that the applicant will set up and follow written procedures for the
transportation, receipt, identification, examination, handling, sampling, testing
and approval or rejection of raw and/or packaging materials.

) Confirm each lot of raw and/or packaging materials will be assxgned a
distinctive lot number.

o Confirm that containers of raw and/or packaging materials will be inspected
upon receipt for closure and physical integrity.
. Confirm each lot of raw and/or packaging materials will be assessed against

specifications, such as plant identity, detectable foreign matter and the
integrity (appropriate characteristics) and quality of plant material.

) Confirm raw and/or packaging materials will be retested after any exposure to
conditions likely to adversely affect their purity, quality or composition,

. Confirm each lot of raw and/or packaging materials will be identified and
controlled according to its quality status (i.e. quarantined, approved or
rejected).

° Confirm that raw materials, in-process materials and reprocessed materials
will be stored in appropriate conditions, including temperature and humidity,
to protect against quality deterioration and contamination.
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. Confirm that time limits will be established beyond which raw materials that
are subject to deterioration may not be used without additional testing.

Confirm outdated or obsolete printed packaging materials will be destroyed
and a record of the disposal will be made.

o Confirm that appropriate systems and controls will be established to ensure
water used to produce products is of potable quality and meets the WHO
guidelines for Drinking Water Quality or other standards, as well as the
Guidelines for Canadian Drinking Water Quality [see hitp://www.he-
se.geca/ewh-semt/water-eau/drink-potab/ouide/index e htmi]

6.3.3.6  Process Control

) Confirm the growth of the cannabis will ensure that it adheres to regulatory
requirements.

) Confirm a master production document will be prepared for the production of
each product, and that the quality assurance person will review and approve
the document, '

. Confirm that batch records for each batch of product will be prepared and
followed.

. Confirm each batch of product produced will be allocated an individual control
nuimber that can be tracked.

. Confirm any deviations from written and approved production processes,
standards and test methods, will be recorded and evaluated with the final
approval given by the person in charge of production as well as the quality
assurance person.

. Confirm that the production, packaging and storage operations will be
conducted according to written procedures and appropriate sanitation
principles, in a manner that protects against adulteration and in conditions
that minimize the potential for contamination.

° Confirm that all materials, products, samples, containers, processing lines and
major equipment will be identified at all times to indicate their contents
and/or status.

o Confirm procedures will be in place to prevent extraneous materials from
being included in the products and finished package.

e Confirm procedures will be in place to identify, store and dispose of rejected or

_ contaminated/adulterated products.

. Confirm written procedures will be established for reprocessing batches that
do not conform to finished product specifications.

o Confirm labels are securely stored to prevent mix-ups {ie. stored and
withdrawn against a packaging order).
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e Confirm cross-contamination and mislabelling will be prevented by
establishing procedures for removing all raw and/or packaging materials and
finished products from previous runs {i.e. written line clearance procedures).

° Confirm written procedures will be set up and followed to ensure the correct
labels and packaging materials are issued and used.

o Confirm each package will be identified with a lot number and expiry date, if
applicable.

. Confirm written procedures will be set up and followed for preparing samples
of raw material, in-process materials and finished products, including the
conditions of their storage and the duration of such storage.

° Confirm that on completion of each stage of processing, the equipment and
containers used during critical in-process stages will be labelled (i.e. unique
reference number, name, batch or lot number, batch or lot size, storage
conditions, date of preparation, person responsible for the processing).

6.3.3.7 Records

. Confirm that a copy of the SOP(s) in use at the site will be maintained on site.

o Confirm training records will be maintained for staff which will include the
training content covered and completion dates.

. Confirm the records that will be created will demonstrate that each batch has
been produced, packaged and labelled according to the procedures described-
in the master production document.

° Confirm the applicant will maintain a list of all brand names of the dried
marihuana they produce.

6.3.4 Quality Assurance

o Confirm who will be the quality assurance person on site.

. Review the description of the qualifications of the quality assurance person.

° Confirm that all personnel will have the appropriate education (including
ongoing Good Production Practices (GPP) or other continuing training) and/or
have the practical experience necessary to perform their assigned duties.

e Confirm written specifications for all finished products will be developed and
will be implemented.
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Confirm the specifications will be maintained and every change will be
approved by the quality assurance person prior to use,

Confirm written procedures will be developed and will be followed that
describe the tests to be conducted and that all test methods will provide
accurate and consistent results.

Confirm the applicant and any external laboratory will have a technical
agreement covering the arranged tests they will perform on behalf of the
applicant.

Confirm written procedures will be established and followed to ensure that the
products will conform to the specifications and regulatory requirements.
Confirm written procedures will be established and followed for sampling,
inspecting, and testing raw materials, in-process, and finished products.
Confirm that the quality assurance person will approve and release or reject all
raw materials, packaging materials and finished products, based upon
conformance/non-conformance to respective specifications prior to its use.
Confirm that the quality assurance person will approve or reject all
procedures, specifications, test methods, controls and results that affect the
purity, quality and composition of the product.

Confirm that the quality assurance person will review and maintain completed
batch records.

Confirm that the quality assurance person will ensure that laboratories (in-
house and/or contract) are capable of performing all of the tasks and
responsibilities assigned to them.

Confirm that every lot or batch of dried marihuana will be tested for microbial
and chemical contaminants as required by the Pharmacopeia selected from
Schedule B to the FDA, as well as, for the THC and cannabidio! levels, and any
pesticide residues, if applicable.

Confirm a visual inspection of the dried marihuana will take place to confirm
the absence of pests or extraneous substances (i.e. any material or substance
other than dried marihuana).

Confirm that every lot or batch of dried marihuana will be approved by the
quality assurance person prior to its sale based on its completed batch records
and test results.

Confirm written procedures will be established and followed to approve or
reject product quality deviations and product reprocessing.

Confirm a process will be developed to record every complaint received
regarding the quality of the dried marihuana and whether any further
investigations and/or corrective action will be required.

Confirm dried marihuana returned from authorized parties will not be resold
or provided again.

Confirm written procedures have been estabhshed and will be followed to
handle the destruction of returned products.
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. Confirm written procedures will be reviewed regularly and will be kept up-to-
date.
° Confirm there will be a system for revising the procedures and the reason for
'~ any revisions will be documented.
J Confirm the system will ensure that only current procedures are in use.

6.3.4.1  Expiry Date

. Confirm if the applicant intends to provide an expiry date for their products.

. Confirm if accelerated or real-time stability studies will be used to make an
initial determination of the expiry date.

. Confirm the data and rationale will be provided to the OCS to reasonably
ensure that the expiry date is appropriate.

. Confirm the expiry date will be adjusted, when required, on the basis of real-
time studies on product stored in the conditions noted on the label, for the
period of time indicated by the expiry date.

. Confirm the product shelf-life will be re-evaluated when significant changes
are made to the process or package that may affect the product’s stability.

6.3.4.2 Samples

® Confirm that samples of each batch or lot will be maintained for at least one
year after the date of the last sale or provision of any portion of the lot or batch
of dried marihuana.

) Confirm that the retention samples will be in sufficient quantities that would
enable the Minister to make a determination of whether the lot or batch of
dried marihuana meets the requirements of the laboratory tests.

o Confirm the retained samples will be maintained in their final trade packages
or in containers of the same material and construction.

° Confirm the retained samples will be stored in the environmental conditions
listed on the label.

6.3.4.3 Records

. Review the documentation, if available, that will be used to capture the
approval of the dried marihuana by the quality assurance person prior to its -
sale.

. Confirm the quality assurance person will maintain all laboratory records of
tests and investigations.

o Confirm that all written procedures will have evidence of their approval for
use by the quality assurance person. '
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° Confirm the quality assurance person will maintain all records of complaints
with the following information: the name and description of the product, the
lot number, the source and nature of the complaint, and any response. When
an investigation is conducted, confirm that the quality assurance person will
include in the written record the findings and any follow-up action taken.

) Confirm that records with respect to returned products will be maintained and
will include the name and description of the product, lot number, reason for
return, quantity returned and date and means of final disposition. Please refer
to the sections 20, 145, and 148 of the MMPR for the complete description of
the requirements that must be met and records that must be made to destroy
cannabis.

» Confirm that the applicant will have a means of recording the retention
samples that will be maintained at the site.

. Confirm authorized written procedures for all sections of these requirements
will be retained for reference and inspection.

6.3.5 Inventory

. Confirm that a record of the net weight of the following material identified in

section 146 of the MMPR will be made at the end of each guarter of the
calendar year:

o Marihuana seeds;

o Harvested marihuana in respect of which the drying process has not been
completed, other that marihuana that is destined for destruction or
packages;

o Harvested marihuana in respect of which the drying process has been
completed, other than marihuana is destined for destruction or packages;

o Marihuana that is destined for destruction:

Packaged marihuana; and

o Cannabis other than marihuana, specifying the name and net weight of each
of the substances in questions,

o]

6.3.6 Registration

6.3.6.1 New Applications/Amendment Applications

J Confirm the applicant will have a process and/or system in place to register its
clients.

J Ensure that all of the required information is being collected as per section
108, subsections 109.{1) and (4), and section 115 of the MMPR.

adiﬁf
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Confirm the applicant will have a process and/or system in place to ensure
that all of the elements in section 110 of the MMPR are met prior to registering
a client.

Confirm the applicant will have a process and/or system in place to notify
clients in writing when they have been registered. Ensure that all of the
information required under subsection 111.(2) and section 116 of the MMPR is
captured.

Confirm each client will receive a unique identifier.

Confirm each registration will be assigned an expiry date.

Confirm that the process and/or system will have a means of preventing a
client from placing an order and receiving an order of dried marzhuana after
their registration has expired.

6.3.6.2 Refusals

Confirm the applicant will have a process and/or system in place to assess
applications and determine if they should refuse to amend a registration of an
existing client or to register the potential client,

Confirm the applicant will have a process and/or system in place to notify
clients or potential clients in writing that the applicant is proposing to refuse
to register them as a client.

Confirm the applicant will have a process and/or system in place to assess the
response provided by the client or potential client and the reason(s) why the
applicant’s decision to refuse to register them is unfounded.

Confirm the applicant will have a process and/or system in place to return the
medical document without delay to the clients or potential clients they refuse
to register,

6.3.6.3 Cancellation

Confirm the applicant will have a process and/or system in place to assess the
situation and determine if a registration should be cancelled.

Confirm the applicant will have a process and/or system in place to notify
clients in writing that their registration has been cancelled.

Confirm the applicant will have a process and/or system in place to assess the
response provided by the client and the reason(s) why the applicant’s decision
to-cancel their registration is unfounded.

Confirm that the applicant will not return any medical document to a client
whose registration has been cancelled.
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6.3.7 Packaging

Confirm the packaging that the applicant intends to use.

Confirm the immediate container has a security feature that provides
reasonable assurance to the consumers that the container has not been opened
prior to receipt.

Confirm that the immediate container is a child resistant package that meets
the requirements of subsections C.01.001.(2) to (4) of the FDR.

Confirm the process and/or system the applicant intends to implement will
ensure that no more than 30g of dried marihuana is in the immediate
container. _

Confirm the process and/or system the applicant will have in place to ensure
that the immediate container does not contain less than 95% and not more
than 1019% of the net weight as specified on the label.

Confirm the applicant will maintain a list of all brand names of the dried
marihuana they package. '
Confirm that the product will be kept dry and free from contamination until
the expiry date {i.e. deterioration of packaging material and labelling), if
applicable.

Confirm if the immediate container will be washed and dried before use.

6.3.7.1 Labelling -

Review the proposed immediate container label(s) to ensure that it meets all of
the requirements laid out in sections 66, 67, 68, and 70 of the MMPR.

If a combined label is used, confirm that criteria set out in s. 66 and paragraph
67(a) of the MMPR will be met.

Confirm with the applicant if they intend to include an expiry date on the
immediate container label. Verify that if an expiry date will be included that
the LP plans to submit data to the Minister that establishes the stability period
as required by the regulations.

Confirm the applicant will maintain a list of all brand names of the dried
marihuana they label.

6.3.7.2 Records

Confirm the applicant will maintain evidence or records of packaging material
testing that was conducted with respect to the material used to package the
finished product dried marihuana.
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6.3.8 Ordering
6.3.8.1 Clients

® Confirm that each order (written or verbal) will contain all of the required
- information as per subsection 121.{2) and section 137 of the MMPR.

o Confirm that the applicant will make a record of the information required
under subsection 138.{1) of the MMPR for each order received.

) Confirm the applicant will have a process and/or system in place to assess
orders and determine if an order should be refused to be filled.

o Confirm the applicant will have a process and/or system in place to notify
clients in writing that the applicant is refusing to fill an order.

] Confirm the applicant will have a process and/or system in place to prevent a
client or the individual responsible for that client from being sold or provided
with a total quantity of dried marihuana that exceeds 30 times their daily
quantity in any 30-day period.

6.3.8.2 A Person other than a Client

. Confirm that before filling any written order the applicant will verify that it
contains all of the required information as per subsection 131.(3) of the MMPR.

° Confirm the applicant will have a process and/or system in place to assess the
orders and determine if an order should be refused to be filled.
. Confirm that the applicant will make a record of the information required

under subsection 140.(1) for any order filled.
o Confirm the applicant will have a process and/or system in place to notify the

person placing the order in writing that the applicant is refusing to fill an
order.

6.3.9 Shipping

e Confirm how the applicant intends to ensure the safe keeping of the cannabis
(including dried marihuana) during its shipping, delivery, or transportation.

Review the shipping process and/or system the applicant intends to
implement.
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e  Confirm that each shipment of dried marihuana to a client or an individual who
is responsible for that client will contain the following document in English and
French:

o A separate document that will include the same information captured
under subsection 67.(a) of the MMPR.

o Confirm that each shipment of dried marihuana to an authorized party will
contain the following document in English and French:

o The document entitled “Information on the Use of Marihuana for Medical
Purposes”.

e Confirm that the applicant has a process and/or system in place that ensures an
authorized party, another licensed producer, a licensed dealer, the Minister, or a
holder of a section 56 exemption is shipped marihuana in only one shipment per
order.

» Confirm that the applicant will be using a shipping method that will allow the
package {cannabis including dried marihuana) to be tracked during transit and
will ensure its safekeeping during transit.

» Confirm that any package of dried marihuana shipping to an authorized party,
another licensed producer, a licensed dealer, the Minister, or a holder of a
section 56 exemption:

o Will not open or permit the escape of its contents during handling and
transportation.

o Itis sealed so that it cannot be opened without breaking the seal.

o It prevents the escape of marihuana odour.

o Itprevents the contents from being identified without it being opened.

»  Confirm that an order for cannabis from another licensed producer, a licensed
dealer, the Minister, or a holder of a section 56 exemption is only shipped to the
address found on the written order {section 131 of the MMPR).

6.3.9.1 Laboratory Analysis

. Review the shipping process and/or system the applicant intends to
implement with regards sending samples of cannabis for analysis to an
external laboratory, if applicable.

e Confirm that the external laboratory will have a controlied substance licence to
conduct activities with cannabis.

6.3.9.2  Destruction

o Review the shipping process and/or system the applicant intends to

implement with regards to destruction at a location other than the licensed
site.
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6.3.10 Returns

. Confirm if the applicant will accept returns.

. If the applicant will accept returns, confirm that they will have a process
and/or system in place to handle returns of dried marihuana.

* Confirm that applicant will make a record of the information required under
section 139 of the MMPR for any dried marihuana returned to the applicant.

. Review the shipping process and/or system the applicant intends to
implement with regards to returns from their clientele.

6.3.11 Receiving

] Confirm the applicant will have a process and/or system in place to receive
cannabis from a licensed producer or a licensed dealer.
. Confirm the applicant will have a process and/or system in place to receive

dried marihuana from a client or the individual responsible for that client, if
returns are accepted. :

° Confirm the applicant will make a record of the information required under
section 134 of the MMPR for any cannabis received by the applicant.

6.3.12 Import

° Confirm whether the applicant intends to import marihuana.
. If the applicant intends to import marihuana, confirm that the applicant is
aware of their responsibilities as a licensed producer to:
o apply for and obtain an import permit to be able to import marihuana into
Canada
o provide the customs office, sufferance warehouse or bonded warehouse a
copy of the permit at the port of entry into Canada at the time of
importation, upon request of the customs officer
c ensure that, after the imported marihuana clears customs, it is
transported directly to the proposed site
o provide the Minister with a declaration confirming the importation within
15 days after the day of release from customs. The information that must
be included in the declaration is under section 78 of the MMPR
o that they may not import marihuana for the purpose of re-exporting it
. If the applicant intends to import marihuana, confirm that the applicant is
aware that they are prohibited from re-exporting the imported product.
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6.3.13 Export

o  Confirm whether the applicant intends to export marihuana.
¢ Ifthe applicant intends to export marihuana, confirm that the applicant aware of
their responsibilities as a licensed producer to:
o apply for and obtain an export permit to be able to export marihuana
- from Canada
o provide the customs office, sufferance warehouse or bonded warehouse a
copy of the permit at the port of exit from Canada at the time of
exportation, upon request of the customs officer
o provide the Minister with a declaration confirming the exportation as per
section 86 of the MMPR, within 15 days after the day on which the
shipment is exported

6.3.14 Theft
6.3.14.1 At the Site

* Review with the applicant the process or verification steps that will be in place
to indicate/identify a theft of cannabis (including dried marihuana) or an
unusual waste or disappearance of cannabis that cannot be explained on the
basis of normal accepted business activities.

» Confirm with the applicant the quantity of material they could consider as an
unusual waste or disappearance.

¢ Determine whether the applicant will have an SOP in place to describe the
process that must be followed to confirm an unusual waste or disappearance.

o -Confirm the identification of the person, within the organization, who will be
responsibie for investigating any unusual waste or disappearance.

» Confirm the identification of the person, within the organization, who will be
responsible for advising the police and the Minister of an unusual waste or
disappearance.

6.3.14.2 In Transit

¢ Review the process that will be used to address a loss or theft of cannabis
(including dried marihuana) during transit.

o Determine whether the applicant will have an SOP in place to describe the
process that must be followed to confirm the loss or theft during transit.

e Confirm the identification of the person, within the organization, who will be
responsible for receiving information regarding a loss or theft during transit.
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e Confirm the identification of the person, within the organization, who will be
responsible for investigating the loss or theft during transit with the shipping
company.

¢ Confirm the identification of the person, within the organization, who will be

responsible for advising the police and the Minister of the loss or theft during
transit.

6.3.15 Destruction

¢ Confirm the applicant will have a process and/or system to handle and record
the destruction of cannabis.

e If a destruction record template is available, assess whether all of the
information will be captured as required under section 146 of the MMPR.

6.3.16 Adverse Reactions

o Confirm the applicant will have a process and/or system in place to record a
case report for each serious adverse reaction to the dried marihuana they sell or
provide.

o Confirm that the adverse reaction process includes a step to notify the Minister
with each case report within 15 days after the day on which the applicant
becomes aware of the reaction.

¢ Confirm that the adverse reaction process includes a step to prepare a summary
report that will contain a concise and critical analysis of all adverse reactions to
the dried marihuana that occurred during the previous 12 months.

6.3.17 Recali

»  Confirm the applicant will have a process and/or system to address the recall of
every lot or batch of dried marihuana that has been made available for sale (i.e.
determining extent of the recall, and means of notifving affected parties).

e Confirm that the process and/or system includes a step to notify the Minister
with the information required under section 62 of the MMPR within three days
after the day on which the recall is commenced.

»  Confirm the identification of the person(s), within the organization, who will be
responsible for initiating and coordinating recall activities.

o Confirm the recall procedure can be put into operation at any time, during and
outside normal working hours.
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¢  Confirm the process and/or system the applicant intends to use to identify and
store recalled products separately in a secure area until further action is
determined.

¢  Confirm the applicant will assess and record at intervals the progress and
efficacy of the recall, and will issue a final report, including a final reconciliation.

* Confirm the identification of the person, within the organization, who will be
responsible for notifying all Canadian and foreign clients involved in the
distribution and import of the recalled product.

6.3.17.1 Records

« Confirm the applicant will maintain distribution records so each lot can be
traced.

6.3.18 Information Sharing

e Confirm the applicant will have a process and/or system in place to verify that
the individual requesting information related to a possible client is a member of
a Canadian police force.

»  Confirm how the applicant intends to ensure that they respond within 72 hours
after receiving the request from a member of a Canadian police force.

6.4 Exitinterview

The exit interview will be conducted at the proposed licensed site after the pre-
licence inspection. Record the name and title of all individuals in attendance.

Findings, required changes, and improvements to the proposed security measures
and internal controls should be discussed with the proposed designated personnel.

The proposed designated personnel should be informed that a copy of the inspection
report will not be provided to the company.

The proposed designated personnel will also be informed that the results of the
inspection will be shared with LPD and that LPD will make a decision about their
application. :
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6.5 Writing of Report

Using the approved template (CS-FRM-0213 MMPR Pre-Licence Inspection Report)
and guide (CS-FRM-0212 Guide to Completing the MMPR Pre-Licence Inspection
Report), the Inspectors will write the inspection report. In the report, the Inspector
will document the discrepancies which exist in terms of what has been observed
versus what was provided in the application submission. Observations must be
factual and must not include personal opinions, qualifiers or subjective comments.
Observations must be formulated clearly, concisely and precisely aligned to the

applicable regulatory requirement. Specific examples may be added for additional
clarification.

" The inspection report and related documents must not include any information
pertaining to clients, individuals applying to become client applicants, or health care
professionals, or any information that could potentially identify these individuals
without prior discussion between the Lead Inspector and the RM. The RM will
confirm if this information is required.

The Lead Inspector will make a general conclusion of the applicant’s ability to
comply with the MMPR.

The Lead Inspector will sign and date the pre-licence inspection report and submit it
to the RM within five days. The RM will review the inspection report and sign it, The
RM will scan and send the signed MMPR pre-licence inspection report to the
Manager of the LPD and to the Manager of the NCED for administrative purposes.
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7. APPENDICES
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C5-OF-001 Operational Framework for Compliance and Enforcement Activities for the

Marihuana for Medical Purposes Regulations (MMPR)

CS-POL-001 CDSA Compliance and Enforcement Policy

CS-GD-010 MMPR Compliance Management and Endpoints
CS-FRM-0211 MMPR Pre-Licence Inspection Questionnaire
CS-FRM-0213 The MMPR Pre-Licence Inspection Report Template

CS-FRM-0212 Guide to Completing the MMPR Pre-Licence Inspection Report
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You may find it useful to refer to the following documents:
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if applicable
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