Yolande Larose To: Terry. W.Patrick@PWGSC.GC.CA
) cc: Richard Viau/HC-SC/GC/CA@HWC, Jane Lang/HC-SC/GC/CA@HWC
2005-11-10 05:49 PM Subject: DAS information for 6-months extension to PPS contract
Hi Terry, | have drafted a 2 pages document on DAS requirements in support of the 6M extension to
current PPS contract (will be sent in a follow-up email by Vanessa Rivera; there is not enough memory
to my account)

Additional quantity of bulk dried marihuana to be produced over 6 months period (5 harvests expected) is
indicated and we are also asking for segregation of flowering heads into immature and mature plants
materials + mycotoxins tests. Information on projected supply needs and financial impact (based on
projected expenses for current FY) are included.

PS: Nathalie and | will be away in Flin Flon next week, returning on Friday. Richard will be out of the
office most of the week next week. Hopefully a draft Amend can be prepared and finalize shortly after we
return (pis note that Richard didn't have time to look at the document - revised from the copy | gave him
originally).

Flin Flon Tel #: s.19(1)
s.21(1)(b)
Yolande Larose, Ph.D.
Drug Analysis Service
Drug Strategy and Controlled Substances Directorate
Tel (613) 948-7795
Fax (613) 941-8585
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Yolande Larose To: Terry.W.Patrick@ PWGSC.GC.CA
2005-11-25 01:59 PM cc: Richard Viau/HC-SC/GC/CA@HWC, Jane Lang/HC-SC/GC/CA@HWC

Subject: 6 months extension - irradiation

Terry, as discussed, here is the proposed information on irradiation to be included in the contract
amendment for 6M extension.

6M extension to include Irradiation costs.

Yolande Larose, Ph.D.

Drug Analysis Service

Drug Strategy and Controlled Substances Directorate
Tel (613) 948-7795

Fax (613) 941-8585
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Irradiation

Within 30 days notice from HC using the qualified bulk materials, the Contractor is to
deliver and store finished irradiated packaged materials in Saskatoon which qualify to HC
specifications and meet the Drug Master File (DMF) specifications for irradiation.

The Contractor will be reimbursed for direct expenses at cost with no allowance for
overhead or profit for courier, mail costs, related to the shipping of marihuana lots and
sublots, and for irradiation costs and shipping / transportation costs of the marihuana
product lot(s)/sublot(s) to meet the DMF specifications for irradiation.

As part of the deliverables to be provided under this amendment, the Contractor must
provide the irradiation certificate for each irradiated lot and sublot.

000003



"Terry Patrick \(W\)" To: "Yolande Larose" <Yolande_Larose @hc-sc.gc.ca> s.20(1)(b)
<Terry.W.Patrick@PW cc: 21(1)(b
GSC.GC.CA> Subject: RE: 6 months extension - irradiation s.21(1)(b)

2005-11-28 08:29 AM

I have a couple of questions and/or suggestions:

Please call me to discuss this.

Terry

From: Yolande Larose [mailto: Yolande Larose@hc-sc.gc.cal
Sent: Friday, November 25, 2005 2:00 PM

To: Terry Patrick (W)
Cc: Richard Viau; Jane Lang
Subject: 6 months extension - irradiation

Terry, as discussed, here is the proposed information on irradiation to be
included in the contract amendment for 6M extension.

(See attached file: 6M extension to include Irradiation costs.doc)

Yolande Larose, Ph.D.

Drug Analysis Service

Drug Strategy and Controlled Substances Directorate
Tel (613) 948-7795

Fax (613) 941-8585
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Health Canada Confidential DAS revised SOW (6 months extension)
December 5, 2005

Extension to current Prairie Plant Systems Inc PPS contract (revised)
DAS requirements

The S-year contract for cultivation of research-grade marihuana by Prairie Plant Systems Inc.
ends December 31, 2005. Health Canada in concert with Public Works and Government
Services Canada has been working to put in place a bridging contract with Prairie Plant Systems
Inc. for one (1) plus three (3) optional years effective January 1, 2006. However due to time
lines involved, the expected bridging contract start date is being postponed to July 1, 2006.

Consequently, to ensure an uninterrupted supply of a reliable source of affordable, quality,
standardized marihuana products, the current contract with Prairie Plant Systems needs to be

extended for a 6 months period from January 1, 2006 to June 30, 2006.

Additional quantities

During this period of time, the contractor shall produce an additional quantity of 300 kilograms
of plant marihuana materials. In addition, the flowering heads plant components from each
additional harvest (5 expected) shall be segregated into mature and immature flowering heads
throughout the manufacturing process from harvesting to storage of bulk materials, and labelled
accordingly. This will give approximately 160 kg of bulk flowering heads materials based on
current production capacity at PPS (5 harvests; 40g flowering heads / plant; 800 plants / harvest)
and historical data (63% of total dry weight of MS-17/338 plant components is composed of
flowering heads).

Testing and irradiation

Qualification of Dried marihuana lots and bulk harvests includes testing for mycotoxins B1, B2,
G1, G2 prior to packaging and prior to distribution of a new lot. Testing will be done under
contract for PPS by the Alberta Research Council. It is expected that 5-6 lots will be packaged
(20-25 kg/lot) and distributed from January 1, 2006 to June 2006 for COMPASS and for
authorized persons. The costs for testing will be reimbursed by Health Canada ($160/test; 2-3
tests / lot).

All lot and sublots of finished packaged materials must be irradiated according to specifications
indicated in the Drug Master File for Dried marihuana. The costs for irradiation and
transportation related to irradiation will be reimbursed by Health Canada. It is estimated that 5-6
lots will be packaged (25-30 kg/lot) and this will include at least 1 large sublot + 1 small sublot
(irradiation costs: $2,000/1arge sublot; $800 / small sublot (1 -2 kg); transportation costs: approx
$6,000/1arge sublot; $75 / small sublot).
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Health Canada Confidential DAS revised SOW (6 months extension)
December 5, 2005

Projected needs for supply

Due to increased demand for supply to authorized persons with the implementation of Phase 2
Amendments to Medical Marihuana Access Regulations (June 2005) and to ongoing COMPASS
trial, up to 234 kilograms of flowering heads materials could be needed for distribution from
January 2006 to July 2006.

This is based on projected needs for supply to authorized persons of 11 kg/month and on a
theoretical supply to COMPASS of 28 kg/month. The latter corresponds to COMPASS worst
case scenario for supply since it would require that all 7 centres involved in the study would
order dried marihuana on a monthly basis, as per theoretical product study enrolment schedule
provided at the start of the study (8 new patients / month / centre; total of 48 patients being
enrolled per centre; total of 7 participating centres).

Although this quantity overcomes PPS current production capacity, the likelihood of the worst
case scenario for COMPASS supply during the 6-months extension period is low. Rather it is
expected that half this amount at most may be needed for COMPASS from January 1, 2006 to
June 30, 2006 (i.e. 84 kg).

Overall, this corresponds to a total quantity of 150 kg kilograms to be distributed during the 6-
months period to authorized persons and for COMPASS, therefore meeting the quantity of bulk
flowering heads materials to be produced over this period of time (160 kg flowering heads out of
300 kg bulk marihuana plant components required).

6 months Extension - Financial impact:

The current contract stipulates a total quantity of 420 kilograms cannabis plants components per
year. The revised contract value as per Amendment # 11 is now $6,013,400.00.

The projected costs for FY 2005-2006 including distribution to authorized persons and off-site
storage are $1,401,047.53 ($116,753 / month). Therefore the projected cost for an extension of 6
months to the contract is estimated at approximately $700,523.00.

The projected expenses will need to be readjusted at the end of current fiscal year to ensure the
April 1, 2006 to June 31, 2006 projections are realistic, based on real time information available

at the time for distribution costs.

Proposed wording for next contract amendment:

AMENDMENT 12 -

TITLE: DEVELOPMENT OF A COMPREHENSIVE OPERATION FOR THE
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Health Canada Confidential DAS revised SOW (6 months extension)
December 5, 2005

CULTIVATION AND FABRICATION OF MARIHUANA IN CANADA

The purpose of the amendment is to extend the current contract for a 6 months period
from January 1, 2006 to June 30, 2006. The contractor shall produce the additional
quantity of 300 kilograms of bulk processed marihuana with A9-THC content of at least
5% to be retained as inventory, as per requirements set in base volume requirements of the
Statement of Work. In addition, the bulk flowering heads materials shall be segregated
into immature and mature plant components from harvest to milling and stored in
different bulk storage bags properly identified.

In addition, this amendment covers the mycotoxins tests to be carried out on dried
marihuana (bulk harvests and finished irradiated packaged materials), and the irradiation
and transportation costs for irradiation of all lots and sublots of finished packaged
materials

Mycotoxins tests:

The Contractor is to test dried marihuana (processed flowering heads materials) for mycotoxins
B1, B2, G1 and G2 prior to packaging for qualification of bulk harvests, and prior to distribution
for qualification of finished irradiated packaged materials. The mycotoxins tests are cost
reimbursable as per sub-contract testing laboratory proposal to Contractor ($160/test; 2-3 tests /
lot).

As part of the deliverables to be provided under this amendment, the Contractor must provide the
Certificate of analysis for all mycotoxins tests carried out.

Irradiation and transportation:

Within 30 days notice from Health Canada using the qualified bulk materials, the Contractor is to
deliver and store finished irradiated packaged materials in Saskatoon which qualify to Health
Canada specifications and meet the Drug Master File specifications for irradiation.

The Contractor will be reimbursed for direct expenses at cost with no allowance for overhead or
profit for courier, mail costs, related to the shipping of marihuana lots and sublots, and for
irradiation costs and shipping / transportation costs of the marihuana product lot(s)/sublot(s) to
meet the DMF specifications for irradiation.

As part of the deliverables to be provided under this amendment, the Contractor must provide the
irradiation certificate for each irradiated lot and sublot.
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Yolande Larose To: "Terry Patrick \(WY)" <Terry. W.Patrick@PWGSC.GC.CA>

cc:
2005-12-06 11:16 AM Subject: RE: revised SOW for the 6 months extension to the contract[

Hi Terry, see my responses in blue.

Yolande
s.20(1)(b)
"Terry Patrick \(W\)" <Terry.W Patrick@PWGSC.GC.CA> s.21(1)(b)
"Terry Patrick \{(W\)" To: "Yolande Larose" <Yolande_l arose@hc-sc.gc.ca>
<Terry.W.Patrick@PW cc:
GSC.GC.CA> Subject: RE: revised SOW for the 6 months extension to the contract

2005-12-05 03:42 PM

Thanks Yolande!

I noticed that you have specified that 300 kg of bulk material would be
delivered, whereas PPS has stated '290 kg dry weight equivalent bulk processed
material'. This is a small difference but there should not be a discrepancy
between the SOW and the contractor's proposal. If 300 is critical, I will have
to go back to PPS and ask them to revise their proposal (if they are willing
to do so). Please let me know how you want me to proceed on this.

revised SOW version will be provided today. OK to change to 290 kg cannabis
plant materials because we still meet our projected needs for supply from Jan
- June 2006

I also noticed that you have estimated a price increase of $700,523.00,
whereas PPS has estimated $727,209. I simply divided the FY 2005/2006 PPS
contract projected costs as of November 1, 2005 by 2 (see financial impact in
revised SOW for 6M contract). However as for any projections these have to be
reassessed on an ongoing basis (re: P9 review) due to increase in distribution
costs and packaging costs. I don't think PPS would have any problem with
using your number, since the amounts in their proposal are estimates only, but
I would have to confirm this with them. Of course, their estimate would be
reduced if we do not agree on the $9.06/package. We should discuss this. I
prepared an estimate of costs of all activities related to packaging and
labelling. This will be finalise this morning. I will send it to you early
afterncon so we can discuss this today. If agreed upon, you may have to
forward the info to PPS for them to justify the difference in cost/package.

We have a significant problem with the funding issue, not so much on the
extension to the current contract

It takes approximately 4 months to obtain TB approval and this is
after all the approvals have been obtained in this Department. We can proceed
to our Director for his/her approval without a requisition providing the funds
but we can go no further (i.e. we cannot go to the DG, ADM and Minister
without the requisition).

by the end of January 2006, at the latest. I will advise Richard so it can be
discussed internally before Christmas Holidays. We will let you know ASAP
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Terry

————— Original Message-----

From: Yolande Larose [mailto:Yolande Larose@hc-sc.gc.cal

Sent: Monday, December 05, 2005 1:44 PM

To: Terry Patrick (W)

Cc: Richard viau; Jane Lang

Subject: revised SOW for the 6 months extension to the contract

Terry, here is revised SOW for the 6M extension which takes into account
the guantity of bulk marihuana to be cultivated and processed.

Confirmation of transfer of money to PWGSC to allow for sign-off of
Contract amend #12 will be done hopefully this week.

(See attached file: Wording for Amend # 12 for 6M extension_ reviged 5 Dec
2005 .doc)

Yolande Larose, Ph.D.

Drug Analysis Service

Drug Strategy and Controlled Substances Directorate
Tel (613) 948-7795

Fax (613) 941-8585
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Yolande Larose To: Terry.W.Patrick@PWGSC.GC.CA
. cc:
2005-12-06 03:30 PM Subject: Dec 6 - revised SOW for the 6 months extension to the contract
Terry, as promised here is the revised SOW to indicate that total amount bulk marihuana to be produced
during the 6-months extension is 290 kg instead of 300 kg.

Wording for Amend # 12 for 6M extension_ revised 6 Dec 200

Yolande Larose, Ph.D.

Drug Analysis Service

Drug Strategy and Controlled Substances Directorate
Tel (613) 948-7795

Fax (613) 941-8585
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Health Canada Confidential DAS revised SOW (6 months extension)
December 6, 2005

Extension to current Prairie Plant Systems Inc PPS contract (revised)
DAS requirements

The 5-year contract for cultivation of research-grade marihuana by Prairie Plant Systems Inc.
ends December 31, 2005. Health Canada in concert with Public Works and Government
Services Canada has been working to put in place a bridging contract with Prairie Plant Systems
Inc. for one (1) plus three (3) optional years effective January 1, 2006. However due to time
lines involved, the expected bridging contract start date is being postponed to July 1, 2006.

Consequently, to ensure an uninterrupted supply of a reliable source of affordable, quality,
standardized marihuana products, the current contract with Prairie Plant Systems needs to be

extended for a 6 months period from January 1, 2006 to June 30, 2006.

Additional guantities

During this period of time, the contractor shall produce an additional quantity of 290 kilograms
of plant marihuana materials. In addition, the flowering heads plant components from each
additional harvest (5 expected) shall be segregated into mature and immature flowering heads
throughout the manufacturing process from harvesting to storage of bulk materials, and labelled
accordingly. This will give approximately 160 kg of bulk flowering heads materials based on
current production capacity at PPS (5 harvests; 800 plants / harvest; 40 grams flowering heads /
plant) and historical data (63% of total dry weight of MS-17/338 plant components is composed
of flowering heads).

Testing and irradiation

Qualification of Dried marihuana lots and bulk harvests includes testing for mycotoxins B1, B2,
G1, G2 prior to packaging and prior to distribution of a new lot. Testing will be done under
contract for PPS by the Alberta Research Council. It is expected that 5-6 lots will be packaged
(20-25 kg/lot) and distributed from January 1, 2006 to June 2006 for COMPASS and for
authorized persons. The costs for testing will be reimbursed by Health Canada ($160/test; 2-3
tests / lot).

All lot and sublots of finished packaged materials must be irradiated according to specifications
indicated in the Drug Master File for Dried marihuana. The costs for irradiation and
transportation related to irradiation will be reimbursed by Health Canada. It is estimated that 5-6
lots will be packaged (25-30 kg/lot) and this will include at least 1 large sublot + 1 small sublot
(irradiation costs: $2,000/1arge sublot; $800/small sublot (1 -2 kg); transportation costs: approx
$6,000/1arge sublot; $150/small sublot).
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