Patented Medicine Conseil d'examen du prix
Prices Review Board  des médicaments brevetés
Canada Canada

IN THE MATTER OF the Patent Act, R.S.C. 1985, c. P-4, as amended

AND IN THE MATTER of HORIZON PHARMA (the “Respondent”) and the medicine
Cysteamine Bitartrate sold by the Respondent under the trade name Procysbi

ORDER REGARDING SCHEDULING

1. The panel of the Patented Medicine Prices Review Board seized with this
proceeding (the “Panel”) has carefully reviewed and considered the Draft Revised
Scheduling Order jointly filed by Board Staff and the Respondent on August 7, 2020 (the
“Draft Schedule”), as well as the Parties’ written submissions dated August 21, 2020 (the

“Written Submissions”).

2. The Draft Schedule was jointly filed by the Parties in accordance with a Direction
of the Panel dated July 21, 2020.

3. The Written Submissions were filed by each of the Parties in accordance with a
Direction of the Panel dated August 17, 2020. In this Direction, the Panel granted the
Respondent’s request for a brief extension to complete its document production, and
accordingly, directed the Parties to provide the Panel with any proposed Amendments to
the Draft Schedule resulting from this brief extension.

4, In its Written Submissions, Board Staff requested that the deadline in the Draft
Schedule for serving Board Staff's responding expert reports be extended by four days
(from October 2, 2020 to October 6, 2020). Board Staff submitted that the balance of the
deadlines contained in the Draft Schedule should remain in place, including the

Respondent’s deadline to serve its responding expert reports.

5. In its Written Submissions, the Respondent consented to Board Staff's request to
extend the deadline for serving responding expert reports from October 2, 2020 to



October 6, 2020, provided that the extension applies to the deadline for service of both
Parties’ responding expert reports. Moreover, the Respondent requested that the

deadline in the Draft Schedule for serving the reply expert reports also be extended by
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four days (from October 30, 2020 to November 3, 2020).

6. After fully considering the materials filed by Board Staff and the Respondent, the

Panel orders that the schedule for the remainder of this proceeding shall be as follows

(subject to change at the discretion of the Panel):

Date

Step

1. October 6, 2020

Service of Responding Expert Reports

2. November 3, 2020

Service of Reply Expert Reports

3. November 5, 2020

Filing of Expert Reports, Responding Expert
Reports and Reply Expert Reports

4. November 6, 2020

Service by Board Staff and Ministers of Heath
of will-says for non-expert witnesses

5. November 9, 2020

Filing of any confidentiality requests in
connection with the Expert Reports,
Responding Expert Reports and Reply Expert
Reports

6. November 12, 2020

Service by Respondent of will-says for non-
expert withesses

7. November 16, 2020

Deadline for:

(1) exchanging Agreed Statement of Facts, if
any;

(2) serving and filing pre-hearing motions, if
any; and

(3) holding a meet and confer regarding
presentation of non-expert witness testimony
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8. | November 18, 2020 Deadline to provide documents to the Panel
for use at the hearing, if any (e.g., Witness
Statements, Agreed Statement of Facts,
Agreed Books of Documents, Briefs of
Authorities, etc.)
9. | November 20, 2020 Pre-hearing conference (including hearing of
(Start Time: 11:00 a.m.) | any pre-hearing motions)
10. | November 23, 2020 — First week of hearing
November 26, 2020
11. | November 30, 2020 — Second week of hearing
December 3, 2020
12. [ January 11, 2021 — Third week of hearing
January 14, 2021
13. | January 18, 2021 — Fourth week of hearing
January 21, 2021
14. | To Be Determined Deadline to serve and file written closing
submissions
15. | To Be Determined Oral submissions
7. As demonstrated in paragraph 6 above, the Panel has denied Board Staff's

request to only extend the deadline for serving Board Staff's responding expert reports.

The Draft Schedule filed by the Parties provides for the simultaneous exchange of

responding expert reports. The Panel agrees that simultaneous exchange is fair and

appropriate in the circumstances — the brief extension granted to the Respondent to

complete its document production does not change this.

8. The Panel has granted the Respondent’s requests to: (i) extend the deadline for

both Parties to serve their responding expert reports to October 6, 2020; and (ii) extend
the deadline for both Parties to serve their reply expert reports to November 3, 2020.
Granting these brief extensions will not delay the hearing of this matter or prejudice
either party. To the contrary, these extensions will permit both Parties and their experts

to have sufficient and equal time to prepare the reports at issue.
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9. The March dates proposed by the Parties in the Draft Schedule for oral closing
submissions are not available. The Panel directs the Parties to consult and to provide
their available dates for oral closing submissions during the period March 8 to April 30,
2021, by September 18, 2020. The Panel will confirm the dates for oral closing

submissions, as well as the due date for written closing submissions, shortly thereafter.

Dated at Ottawa, this 8" day of September, 2020.

E-SIGNED by Carolyn Kobernick
on 2020-09-08 13:33:19 EDT

Signed on behalf of the Panel by
Carolyn Kobernick
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