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Fees in Respect of Drugs and Medical Devices Order
PART 1
General
Interpretation

Definitions
1 (1) The following definitions apply in this Order.
entity has the meaning assigned by the definition organization in section 2 of the Criminal Code. (entité)
fiscal year means

(a) for the purposes of sections 16, 17, 25, 26, 49, 53, 57, 66, 67, 74 and 79, the fiscal year of a personthat provides information under that section or of a person with which the person is affiliated; and(b) for the purposes of any other section, the period beginning on April 1 in one year and ending onMarch 31 in the next year. (exercice)
performance standard means the document entitled Performance Standards for the Fees in Respectof Drugs and Medical Devices Order, published by the Government of Canada, dated November 22, 2018.(norme de rendement)
small business means a person in respect of which either of the following criteria applies:

(a) the total of the number of employees of the person and of the persons with which the person isaffiliated is fewer than 100; or(b) the total of the gross revenue of the person and of the persons with which the person is affiliatedis $30,000 or more but less than $5 million. (petite entreprise)
Other words and expressions
(2) Unless the context otherwise requires, other words and expressions used in this Order have themeanings assigned to them by the Food and Drug Regulations or the Medical Devices Regulations, as thecase may be.
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Affiliation
(3) For the purposes of this Order,

(a) one entity is affiliated with another entity if one of them is the subsidiary of the other or both aresubsidiaries of the same entity or each of them is controlled by the same entity or individual;(b) if two entities are affiliated with the same entity at the same time, they are deemed to beaffiliated with each other; and(c) an individual is affiliated with an entity if the individual controls the entity.
Subsidiary entity
(4) For the purposes of this Order, an entity is a subsidiary of another entity if it is controlled by that otherentity.
Control
(5) For the purposes of this Order,

(a) a corporation is controlled by an entity or an individual if(i) securities of the corporation to which are attached more than 50% of the votes that may becast to elect directors of the corporation are held, directly or indirectly, whether through one ormore subsidiaries or otherwise, other than by way of security only, by or for the benefit of thatentity or individual, and(ii) the votes attached to those securities are sufficient, if exercised, to elect a majority of thedirectors of the corporation; and(b) an entity other than a corporation is controlled by an entity or individual if the entity orindividual, directly or indirectly, whether through one or more subsidiaries or otherwise, holds aninterest in the entity that is not a corporation that entitles them to receive more than 50% of theprofits of that entity or more than 50% of its assets on dissolution.
Deemed affiliation
(6) For the purposes of this Order, if it may reasonably be considered that one of the main reasons for theseparate existence of two or more corporations is so that one of them meets the applicable conditions for aremission of a fee fixed under this Order for which only small businesses are eligible, the two or morecorporations are deemed to be affiliated with each other.
Purpose
Purpose — fees
2 (1) The purpose of this Order is to fix the fees for the following:

(a) in respect of drugs for human use and drugs for veterinary use only, the examination of a newdrug submission, a supplement to a new drug submission, an abbreviated new drug submission or asupplement to an abbreviated new drug submission referred to in section C.08.002, C.08.002.1 orC.08.003 of the Food and Drug Regulations, as the case may be, an application in respect of anestablishment licence filed under those Regulations or an application for a drug identificationnumber filed under section C.01.014.1 of those Regulations;(b) in respect of drugs for veterinary use only, the examination of a notification for a veterinaryhealth product filed under subsection C.01.615(1) of the Food and Drug Regulations, a preclinicalsubmission filed under subsection C.08.005(1) of those Regulations, information filed under sectionC.08.010 of those Regulations for the purpose of obtaining a letter of authorization, information andmaterial filed under section C.08.014 of those Regulations for the purpose of obtaining anexperimental studies certificate, information and material filed with the Minister in respect of anotifiable change or a protocol filed with the Minister;(c) the right to sell a drug under the Food and Drug Regulations; and(d) the examination of an application in respect of a medical device licence, the right to sell amedical device or the examination of an application in respect of an establishment licence under theMedical Devices Regulations.
Purpose — remission
(2) The purpose of this Order is also to remit, in whole or in part, certain of those fees.
Non-application
Non-application
3 (1) This Order does not apply in respect of
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(a) publicly funded health care institutions;(b) branches or agencies of the Government of Canada or of the government of a province; or(c) drugs that are the subject of an extraordinary use new drug submission filed under sectionC.08.002.01 of the Food and Drug Regulations or of an abbreviated extraordinary use new drugsubmission filed under section C.08.002.1 of those Regulations.
Definition of publicly funded health care institution
(2) For the purposes of subsection (1), publicly funded health care institution means an institutionthat is funded by the Government of Canada or the government of a province and that is

(a) licensed, approved or designated by a province in accordance with the laws of the province toprovide care or treatment to persons or animals suffering from any form of disease or illness; or(b) owned or operated by the Government of Canada or the government of a province and thatprovides health services.
Annual Adjustment of Fees
Adjustment of fees
4 (1) Beginning on April 1, 2021, every fee set out in this Order is to be adjusted in each fiscal year onApril 1 by the percentage change over 12 months in the April All-items Consumer Price Index for Canada,as published by Statistics Canada under the Statistics Act, for the previous fiscal year and rounded up tothe nearest dollar.
Formula
(2) In the case of a fee that is payable under any of Divisions 1 to 5 of Part 2 or Division 1 of Part 3 in afiscal year that is not set out in the applicable schedule, the amount of the fee is to be calculated, on April 1of the fiscal year, in accordance with the following formula and rounded up to the nearest dollar:
Fee = A + (A × B)
where

A is the amount of the fee that was payable in the previous fiscal year; andB is the percentage change over 12 months in the April All-items Consumer Price Index for Canada,as published by Statistics Canada under the Statistics Act, for the previous fiscal year.
Requests for Information — Remissions for Small Businesses
Information on request
5 If the Minister determines, in respect of a person that provided information under any of the followingprovisions, that additional information is necessary to demonstrate that the person met the definitionsmall business in subsection 1(1) in the applicable fiscal year, the Minister may request that the personprovide him or her with additional information within 60 days after the day on which the request is made:

(a) subparagraph 16(a)(ii) or (b)(ii);(b) clause 17(b)(i)(B) or (ii)(B);(c) subparagraph 25(a)(ii) or (b)(ii);(d) clause 26(b)(i)(B) or (ii)(B);(e) subparagraph 49(a)(ii) or (b)(ii);(f) subparagraph 53(a)(ii) or (b)(ii);(g) subparagraph 57(a)(ii) or (b)(ii);(h) subparagraph 66(a)(ii) or (b)(ii);(i) clause 67(b)(i)(B) or (ii)(B);(j) subparagraph 74(a)(ii) or (b)(ii); or(k) subparagraph 79(a)(ii) or (b)(ii).
Performance Standard and Remission
Remission — performance standard
6 (1) If the Minister determines that the performance standard has not been met in relation to a fee that ispayable under this Order, remission is granted to the person that must pay the fee

(a) of an amount equal to 25% of the fee; or(b) of an amount equal to 25% of the amount that is payable, in the case where remission is grantedof part of the fee under any other provision of this Order.
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Exceptions
(2) Subsection (1) does not apply to a fee for the examination of

(a) an application or submission referred to in this Order in respect of which a joint or parallelreview is conducted by the Minister and a foreign regulatory authority; or(b) an application for a licence that is filed under section 32 of the Medical Devices Regulations if(i) the medical device to which the application relates includes a component that is a drug, and(ii) the Minister has made a decision in respect of the application to issue or amend a medicaldevice licence under section 36 of those Regulations, or to refuse to issue or amend such alicence under section 38 of those Regulations.
PART 2
Drugs
DIVISION 1
Fees for Examination of a Submission — Drugs for Human Use
Interpretation

Definition of submission
7 In this Division, submission means any of the following:

(a) an application for a drug identification number that is filed under section C.01.014.1 of the Foodand Drug Regulations;(b) a new drug submission that is filed under section C.08.002 of those Regulations;(c) an abbreviated new drug submission that is filed under section C.08.002.1 of those Regulations;or(d) a supplement to a new drug submission or abbreviated new drug submission that is filed undersection C.08.003 of those Regulations.
Non-application

Non-application
8 This Division does not apply to drugs for veterinary use only.
Fees and Remissions

Fee for examination
9 (1) Subject to paragraph 10(b) and section 12, the fee for the examination of a submission is, in respectof the applicable submission class set out in column 1 of Schedule 1 and described in column 2, as follows:

(a) in the case of a fee that is payable in a fiscal year set out in any of columns 3 to 6 of Schedule 1,the fee set out in that column; and(b) in the case of a fee that is payable in a fiscal year other than one set out in any of columns 3 to 6of Schedule 1, the amount that is calculated in accordance with subsection 4(2).
Fee paid by person that files submission
(2) The fee is payable by the person that files the submission.
Fee and timing of payment — preliminary examination
10 If a preliminary examination is conducted in respect of a submission,

(a) the full fee is payable on the issuance by the Minister of a notice to the person referred to insubsection 9(2) stating that the submission has been found to be complete and has been accepted forfurther examination; or(b) 10% of the fee is payable on the issuance by the Minister of a notice to the person referred to insubsection 9(2) stating that the submission has been found to be incomplete.
Fee and timing of payment — no preliminary examination
11 If a preliminary examination is not conducted in respect of a submission, the fee is payable on theissuance by the Minister of a notice to the person referred to in subsection 9(2) stating that the submission
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has been received.
Fee — filing in previous fiscal year
12 For the purposes of subsection 9(1), if the Minister issues a notice referred to in section 10 or 11 in thefiscal year that follows the fiscal year in which the submission was filed, the fee that is payable is the feethat was payable in the fiscal year in which the submission was filed.
Deferred payment — notice of compliance
13 Despite sections 10 and 11, if the person referred to in subsection 9(2) files an application forauthorization under section C.07.003 of the Food and Drug Regulations at the same time that the personfiles the submission, payment of the fee is deferred until the issuance to the person of a notice ofcompliance under section C.08.004 of those Regulations or of a document setting out the drugidentification number assigned for the drug under subsection C.01.014.2(1) of those Regulations.
Remission — urgent public health need
14 Remission is granted to a person referred to in subsection 9(2) that files a new drug submission undersection C.08.002 of the Food and Drug Regulations or an application for a drug identification numberunder section C.01.014.1 of those Regulations of the amount of the fee that is payable undersubsection 9(1) if, as of the day on which the person filed the new drug submission or application,

(a) the drug has the same medicinal ingredient, strength and route of administration and is in acomparable dosage form as a drug that may be imported under subsection C.10.001(2) of thoseRegulations;(b) a drug identification number has not been assigned under subsection C.01.014.2(1) of thoseRegulations for the drug or for another drug that has the same medicinal ingredient, strength androute of administration and is in a comparable dosage form; and(c) a notice of compliance has not been issued under section C.08.004 of those Regulations inrespect of the drug or another drug that has the same medicinal ingredient, strength and route ofadministration and is in a comparable dosage form.
Remission — General Council Decision
15 Remission is granted to the person referred to in subsection 9(2) of the amount of the fee that ispayable under subsection 9(1) if the person has received an authorization under section 21.04 of the PatentAct in respect of the drug.
Remission — small business
16 Subject to section 18, remission is granted to the person referred to in subsection 9(2) of an amountequal to 50% of the fee that is payable under subsection 9(1) if the person provides with their submission,in a form established by the Minister,

(a) in the case where the person has completed their first fiscal year,(i) a statement indicating that the person met the definition small business in subsection 1(1)in their last completed fiscal year, and(ii) the following information:(A) a list of the persons with which the person was affiliated in the person’s lastcompleted fiscal year,(B) the start and end dates of the person’s fiscal year and of the fiscal year of the personswith which the person was affiliated in the person’s last completed fiscal year,(C) the number of employees of the person in their last fiscal year and of the persons withwhich the person was affiliated in those persons’ last completed fiscal year, and(D) the gross revenue of the person in their last fiscal year and of the persons with whichthe person was affiliated in those persons’ last completed fiscal year; and(b) in the case where the person has not completed their first fiscal year,(i) a statement indicating that the person anticipates meeting the definition small business insubsection 1(1) in their first fiscal year, and(ii) the following information:(A) a list of the persons with which the person is affiliated in the person’s first fiscal year,(B) the start and end dates of the person’s fiscal year and of the fiscal year of the personswith which the person is affiliated in the person’s first fiscal year,(C) the number of employees of the person in their first fiscal year and of the personswith which the person is affiliated in those persons’ last completed fiscal year, and(D) the projected gross revenue of the person in their first fiscal year and the grossrevenue of the persons with which the person is affiliated in those persons’ last completedfiscal year.
Remission — first submission by small business
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17 Subject to section 18, remission is granted to the person referred to in subsection 9(2) of an amountequal to the fee that is payable under subsection 9(1) if the following conditions are met:
(a) the person has not previously filed a submission in respect of a drug; and(b) the person provides with their submission, in a form established by the Minister,(i) in the case where the person has completed their first fiscal year,(A) a statement indicating that the person met the definition small business insubsection 1(1) in their last completed fiscal year, and(B) the following information:(I) a list of the persons with which the person was affiliated in the person’s lastcompleted fiscal year,(II) the start and end dates of the person’s fiscal year and of the fiscal year of thepersons with which the person was affiliated in the person’s last completed fiscalyear,(III) the number of employees of the person in their last fiscal year and of thepersons with which the person was affiliated in those persons’ last completed fiscalyear, and(IV) the gross revenue of the person in their last fiscal year and of the persons withwhich the person was affiliated in those persons’ last completed fiscal year, and(ii) in the case where the person has not completed their first fiscal year,(A) a statement indicating that the person anticipates meeting the definition smallbusiness in subsection 1(1) in their first fiscal year, and(B) the following information:(I) a list of the persons with which the person is affiliated in the person’s first fiscalyear,(II) the start and end dates of the person’s fiscal year and of the fiscal year of thepersons with which the person is affiliated in the person’s first fiscal year,(III) the number of employees of the person in their first fiscal year and of thepersons with which the person is affiliated in those persons’ last completed fiscalyear, and(IV) the projected gross revenue of the person in their first fiscal year and the grossrevenue of the persons with which the person is affiliated in those persons’ lastcompleted fiscal year.

Fee or difference payable
18 If the Minister requests under section 5 that the person referred to in subsection 9(2) provideadditional information, the fee — or the difference between the fee payable under subsection 9(1) and theamount already paid, as the case may be — is immediately payable if

(a) the person has not provided, within the period specified in section 5, the Minister with additionalinformation for the purpose of demonstrating that the person met the definition small business insubsection 1(1) in the applicable fiscal year; or(b) the person has provided, within the period specified in section 5, the Minister with additionalinformation for the purpose of demonstrating that the person met the definition in the applicablefiscal year but the Minister determines, after the period ends, that the person has not providedsufficient information to demonstrate that they met that definition in the applicable fiscal year.
DIVISION 2
Fees for Examination of a Submission — Drugs for Veterinary Use Only
Interpretation

Definition of submission
19 In this Division, submission means any of the following:

(a) an application for a drug identification number that is filed under section C.01.014.1 of the Foodand Drug Regulations;(b) a notification that is filed under subsection C.01.615(1) of those Regulations in respect of aveterinary health product;(c) a new drug submission that is filed under section C.08.002 of those Regulations;(d) an abbreviated new drug submission that is filed under section C.08.002.1 of those Regulations;(e) a supplement to a new drug submission or an abbreviated new drug submission that is filedunder section C.08.003 of those Regulations;(f) a preclinical submission that is filed under subsection C.08.005(1) of those Regulations;(g) information that is filed under section C.08.010 of those Regulations for the purpose of obtaininga letter of authorization;(h) information and material that is filed under section C.08.014 of those Regulations for thepurpose of obtaining an experimental studies certificate;
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(i) information and material that is filed with the Minister in respect of a notifiable change; or(j) a protocol that is filed with the Minister and may support any of the matters referred to inparagraphs (c) to (f) or (h).
Application

Application
20 This Division applies to drugs for veterinary use only.
Fees and Remissions

Fee for examination
21 (1) Subject to paragraph 22(b) and section 24, the fee that is payable in respect of a submission that isof a type set out in column 1 of Schedule 2, for the examination of each component set out in column 2 thatis included in the submission, is as follows:

(a) in the case of a fee that is payable in a fiscal year set out in any of columns 3 to 9 of Schedule 2,the applicable fee set out in that column; and(b) in the case of a fee that is payable in a fiscal year other than one set out in any of columns 3 to 9of Schedule 2, the amount that is calculated in accordance with subsection 4(2).
Fee paid by person that files submission
(2) The fee is payable by the person that files the submission.
Fee and timing of payment — preliminary examination
22 If a preliminary examination is conducted in respect of a submission,

(a) the full fee is payable on the issuance by the Minister of a notice to the person referred to insubsection 21(2) stating that the submission has been found to be complete and has been acceptedfor further examination; or(b) 10% of the fee is payable on the issuance by the Minister of a notice to the person referred to insubsection 21(2) stating that the submission has been found to be incomplete.
Fee and timing of payment — no preliminary examination
23 If a preliminary examination is not conducted in respect of a submission, the fee is payable on theissuance by the Minister of a notice to the person referred to in subsection 21(2) stating that thesubmission has been received.
Fee — filing in previous fiscal year
24 For the purposes of subsection 21(1), if the Minister issues a notice referred to in section 22 or 23 in thefiscal year that follows the fiscal year in which the submission was filed, the fee that is payable is the feethat was payable in the fiscal year in which the submission was filed.
Remission — small business
25 Subject to section 27, remission is granted to the person referred to in subsection 21(2) of an amountequal to 50% of the fee that is payable under subsection 21(1) if the person provides with their submission,in a form established by the Minister,

(a) in the case where the person has completed their first fiscal year,(i) a statement indicating that the person met the definition small business in subsection 1(1)in their last completed fiscal year, and(ii) the following information:(A) a list of the persons with which the person was affiliated in the person’s lastcompleted fiscal year,(B) the start and end dates of the person’s fiscal year and of the fiscal year of the personswith which the person was affiliated in the person’s last completed fiscal year,(C) the number of employees of the person in their last fiscal year and of the persons withwhich the person was affiliated in those persons’ last completed fiscal year, and(D) the gross revenue of the person in their last fiscal year and of the persons with whichthe person was affiliated in those persons’ last completed fiscal year; and(b) in the case where the person has not completed their first fiscal year,(i) a statement indicating that the person anticipates meeting the definition small business insubsection 1(1) in their first fiscal year, and(ii) the following information:(A) a list of the persons with which the person is affiliated in the person’s first fiscal year,
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(B) the start and end dates of the person’s fiscal year and of the fiscal year of the personswith which the person is affiliated in the person’s first fiscal year,(C) the number of employees of the person in their first fiscal year and of the personswith which the person is affiliated in those persons’ last completed fiscal year, and(D) the projected gross revenue of the person in their first fiscal year and the grossrevenue of the persons with which the person is affiliated in those persons’ last completedfiscal year.
Remission — first submission by small business
26 Subject to section 27, remission is granted to the person referred to in subsection 21(2) of an amountequal to the fee that is payable under subsection 21(1) if the following conditions are met:

(a) the person has not previously filed a submission in respect of a drug; and(b) the person provides with their submission, in a form established by the Minister,(i) in the case where the person has completed their first fiscal year,(A) a statement indicating that the person met the definition small business insubsection 1(1) in their last completed fiscal year, and(B) the following information:(I) a list of the persons with which the person was affiliated in the person’s lastcompleted fiscal year,(II) the start and end dates of the person’s fiscal year and of the fiscal year of thepersons with which the person was affiliated in the person’s last completed fiscalyear,(III) the number of employees of the person in their last fiscal year and of thepersons with which the person was affiliated in those persons’ last completed fiscalyear, and(IV) the gross revenue of the person in their last fiscal year and of the persons withwhich the person was affiliated in those persons’ last completed fiscal year, and(ii) in the case where the person has not completed their first fiscal year,(A) a statement indicating that the person anticipates meeting the definition smallbusiness in subsection 1(1) in their first fiscal year, and(B) the following information:(I) a list of the persons with which the person is affiliated in the person’s first fiscalyear,(II) the start and end dates of the person’s fiscal year and of the fiscal year of thepersons with which the person is affiliated in the person’s first fiscal year,(III) the number of employees of the person in their first fiscal year and of thepersons with which the person is affiliated in those persons’ last completed fiscalyear, and(IV) the projected gross revenue of the person in their first fiscal year and the grossrevenue of the persons with which the person is affiliated in those persons’ lastcompleted fiscal year.
Fee or difference payable
27 If the Minister requests under section 5 that the person referred to in subsection 21(2) provideadditional information, the fee — or the difference between the fee payable under subsection 21(1) and theamount already paid, as the case may be — is immediately payable if

(a) the person has not provided, within the period specified in section 5, the Minister with additionalinformation for the purpose of demonstrating that the person met the definition small business insubsection 1(1) in the applicable fiscal year; or(b) the person has provided, within the period specified in section 5, the Minister with additionalinformation for the purpose of demonstrating that the person met the definition in the applicablefiscal year but the Minister determines, after the period ends, that the person has not providedsufficient information to demonstrate that they met that definition in the applicable fiscal year.
DIVISION 3
Fees for Examination of an Application for an Establishment Licence — Drugs
Interpretation

Definitions
28 The following definitions apply in this Division.
activity means an activity set out in Table I to section C.01A.008 of the Food and Drug Regulations.(activité)
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drug has the same meaning as in subsection C.01A.001(2) of the Food and Drug Regulations. (drogue)
establishment licence means a licence issued under section C.01A.008 of the Food and DrugRegulations. (licence d’établissement)
Fees and Remission

Fee for examination
29 (1) Subject to section 48, the fee for the examination of an application for an establishment licence orfor the annual review of an establishment licence is the sum of the applicable fees referred to in sections 33to 40 and the fee payable for the examination of an application to amend an establishment licence to add abuilding is the sum of the applicable fees referred to in sections 41 to 47.
Fee paid by person that files application
(2) The fee is payable by the person that files the application.
Timing of payment
30 The fee is payable on the issuance by the Minister of a notice to the person referred to insubsection 29(2) stating that the application has been accepted for further examination.
Reinstatement
31 Every provision of this Division that applies to an application for an establishment licence also appliesto a request to have such a licence reinstated following the correction of the situation that gave rise to itssuspension.
Interpretation
32 In sections 33 to 39, a reference to the examination of an application for an establishment licenceincludes an examination of an application for the annual review of an establishment licence.
Fee — licence authorizing sterile fabrication
33 For the examination of an application for an establishment licence for each building at which one ormore activities are to be conducted, including fabricating drugs in sterile dosage form, the fee is as follows:

(a) in respect of drugs for human use,(i) in the case of a fee that is payable in a fiscal year set out in any of columns 2 to 5 ofSchedule 3, the fee set out in item 1 for that fiscal year, and(ii) in the case of a fee that is payable in a fiscal year other than one set out in any of columns 2to 5 of Schedule 3, the amount that is calculated in accordance with subsection 4(2); and(b) in respect of drugs for veterinary use only,(i) in the case of a fee that is payable in a fiscal year set out in any of columns 2 to 8 ofSchedule 4, the fee set out in item 1 for that fiscal year, and(ii) in the case of a fee that is payable in a fiscal year other than one set out in any of columns 2to 8 of Schedule 4, the amount that is calculated in accordance with subsection 4(2).
Fee — licence authorizing importation
34 For the examination of an application for an establishment licence for each building at which one ormore activities are to be conducted, including importing drugs — but not fabricating drugs in steriledosage form — the fee is as follows:

(a) in respect of drugs for human use,(i) in the case of a fee that is payable in a fiscal year set out in any of columns 2 to 5 ofSchedule 3, the fee set out in item 2 for that fiscal year, and(ii) in the case of a fee that is payable in a fiscal year other than one set out in any of columns 2to 5 of Schedule 3, the amount that is calculated in accordance with subsection 4(2); and(b) in respect of drugs for veterinary use only,(i) in the case of a fee that is payable in a fiscal year set out in any of columns 2 to 8 ofSchedule 4, the fee set out in item 2 for that fiscal year, and(ii) in the case of a fee that is payable in a fiscal year other than one set out in any of columns 2to 8 of Schedule 4, the amount that is calculated in accordance with subsection 4(2).
Fee — licence authorizing non-sterile fabrication
35 For the examination of an application for an establishment licence for each building at which one ormore activities are to be conducted, including fabricating drugs that are not in sterile dosage form — butnot fabricating drugs in sterile dosage form or importing drugs — the fee is as follows:
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(a) in respect of drugs for human use,(i) in the case of a fee that is payable in a fiscal year set out in any of columns 2 to 5 ofSchedule 3, the fee set out in item 3 for that fiscal year, and(ii) in the case of a fee that is payable in a fiscal year other than one set out in any of columns 2to 5 of Schedule 3, the amount that is calculated in accordance with subsection 4(2); and(b) in respect of drugs for veterinary use only,(i) in the case of a fee that is payable in a fiscal year set out in any of columns 2 to 8 ofSchedule 4, the fee set out in item 3 for that fiscal year, and(ii) in the case of a fee that is payable in a fiscal year other than one set out in any of columns 2to 8 of Schedule 4, the amount that is calculated in accordance with subsection 4(2).
Fee — licence authorizing distribution
36 For the examination of an application for an establishment licence for each building at which one ormore activities are to be conducted, including distributing drugs — but not fabricating drugs in steriledosage form, importing drugs or fabricating drugs that are not in sterile dosage form — the fee is asfollows:

(a) in respect of drugs for human use,(i) in the case of a fee that is payable in a fiscal year set out in any of columns 2 to 5 ofSchedule 3, the fee set out in item 4 for that fiscal year, and(ii) in the case of a fee that is payable in a fiscal year other than one set out in any of columns 2to 5 of Schedule 3, the amount that is calculated in accordance with subsection 4(2); and(b) in respect of drugs for veterinary use only,(i) in the case of a fee that is payable in a fiscal year set out in any of columns 2 to 8 ofSchedule 4, the fee set out in item 4 for that fiscal year, and(ii) in the case of a fee that is payable in a fiscal year other than one set out in any of columns 2to 8 of Schedule 4, the amount that is calculated in accordance with subsection 4(2).
Fee — licence authorizing wholesaling
37 For the examination of an application for an establishment licence for each building at which one ormore activities are to be conducted, including wholesaling drugs — but not fabricating drugs in steriledosage form, importing drugs, fabricating drugs that are not in sterile dosage form or distributingdrugs — the fee is as follows:

(a) in respect of drugs for human use,(i) in the case of a fee that is payable in a fiscal year set out in any of columns 2 to 5 ofSchedule 3, the fee set out in item 5 for that fiscal year, and(ii) in the case of a fee that is payable in a fiscal year other than one set out in any of columns 2to 5 of Schedule 3, the amount that is calculated in accordance with subsection 4(2); and(b) in respect of drugs for veterinary use only,(i) in the case of a fee that is payable in a fiscal year set out in any of columns 2 to 8 ofSchedule 4, the fee set out in item 5 for that fiscal year, and(ii) in the case of a fee that is payable in a fiscal year other than one set out in any of columns 2to 8 of Schedule 4, the amount that is calculated in accordance with subsection 4(2).
Fee — licence authorizing packaging/labelling
38 For the examination of an application for an establishment licence for each building at which one ormore activities are to be conducted, including packaging/labelling drugs — but not fabricating drugs insterile dosage form, importing drugs, fabricating drugs that are not in sterile dosage form, distributingdrugs or wholesaling drugs — the fee is as follows:

(a) in respect of drugs for human use,(i) in the case of a fee that is payable in a fiscal year set out in any of columns 2 to 5 ofSchedule 3, the fee set out in item 6 for that fiscal year, and(ii) in the case of a fee that is payable in a fiscal year other than one set out in any of columns 2to 5 of Schedule 3, the amount that is calculated in accordance with subsection 4(2); and(b) in respect of drugs for veterinary use only,(i) in the case of a fee that is payable in a fiscal year set out in any of columns 2 to 8 ofSchedule 4, the fee set out in item 6 for that fiscal year, and(ii) in the case of a fee that is payable in a fiscal year other than one set out in any of columns 2to 8 of Schedule 4, the amount that is calculated in accordance with subsection 4(2).
Fee — licence authorizing testing
39 For the examination of an application for an establishment licence for each building at which one ormore activities are to be conducted, including testing drugs — but not fabricating drugs in sterile dosageform, importing drugs, fabricating drugs that are not in sterile dosage form, distributing drugs,wholesaling drugs or packaging/labelling drugs — the fee is as follows:
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(a) in respect of drugs for human use,(i) in the case of a fee that is payable in a fiscal year set out in any of columns 2 to 5 ofSchedule 3, the fee set out in item 7 for that fiscal year, and(ii) in the case of a fee that is payable in a fiscal year other than one set out in any of columns 2to 5 of Schedule 3, the amount that is calculated in accordance with subsection 4(2); and(b) in respect of drugs for veterinary use only,(i) in the case of a fee that is payable in a fiscal year set out in any of columns 2 to 8 ofSchedule 4, the fee set out in item 7 for that fiscal year, and(ii) in the case of a fee that is payable in a fiscal year other than one set out in any of columns 2to 8 of Schedule 4, the amount that is calculated in accordance with subsection 4(2).
Fee — application for licence — building outside Canada
40 (1) For the examination of an application for an establishment licence referred to in section 33 or 34,the fee for each building located outside Canada that is listed on the application is

(a) in respect of drugs for human use, $918; and(b) in respect of drugs for veterinary use only,(i) in the case of a fee that is payable in the fiscal year 2020-2021, $765; and(ii) in the case of a fee that is payable in any subsequent fiscal year, $918.
Fee — application for annual review — building outside Canada
(2) For the examination of an application for the annual review of an establishment licence referred to insection 33 or 34, the fee for each building located outside Canada that is listed on the establishment licenceis the applicable fee set out in paragraph (1)(a) or (b).
Fee — amendment — licence authorizing sterile fabrication
41 If an application to amend an establishment licence seeks to add a building and the amendment seeksto authorize the holder to fabricate drugs in sterile dosage form at that building, the fee for theexamination of the application for each building to be added is as follows:

(a) in respect of drugs for human use,(i) in the case of a fee that is payable in a fiscal year set out in any of columns 2 to 5 ofSchedule 3, the fee set out in item 1 for that fiscal year, and(ii) in the case of a fee that is payable in a fiscal year other than one set out in any of columns 2to 5 of Schedule 3, the amount that is calculated in accordance with subsection 4(2); and(b) in respect of drugs for veterinary use only,(i) in the case of a fee that is payable in a fiscal year set out in any of columns 2 to 8 ofSchedule 4, the fee set out in item 1 for that fiscal year, and(ii) in the case of a fee that is payable in a fiscal year other than one set out in any of columns 2to 8 of Schedule 4, the amount that is calculated in accordance with subsection 4(2).
Fee — amendment — licence authorizing importation
42 If an application to amend an establishment licence seeks to add a building and the amendment seeksto authorize the holder to import drugs — but not to fabricate drugs in sterile dosage form — at thatbuilding, the fee for the examination of the application for each building to be added is as follows:

(a) in respect of drugs for human use,(i) in the case of a fee that is payable in a fiscal year set out in any of columns 2 to 5 ofSchedule 3, the fee set out in item 2 for that fiscal year, and(ii) in the case of a fee that is payable in a fiscal year other than one set out in any of columns 2to 5 of Schedule 3, the amount that is calculated in accordance with subsection 4(2); and(b) in respect of drugs for veterinary use only,(i) in the case of a fee that is payable in a fiscal year set out in any of columns 2 to 8 ofSchedule 4, the fee set out in item 2 for that fiscal year, and(ii) in the case of a fee that is payable in a fiscal year other than one set out in any of columns 2to 8 of Schedule 4, the amount that is calculated in accordance with subsection 4(2).
Fee — amendment — licence authorizing non-sterile fabrication
43 If an application to amend an establishment licence seeks to add a building and the amendment seeksto authorize the holder to fabricate drugs that are not in sterile dosage form — but not to fabricate drugs insterile dosage form or import drugs — at that building, the fee for the examination of the application foreach building to be added is as follows:

(a) in respect of drugs for human use,(i) in the case of a fee that is payable in a fiscal year set out in any of columns 2 to 5 ofSchedule 3, the fee set out in item 3 for that fiscal year, and(ii) in the case of a fee that is payable in a fiscal year other than one set out in any of columns 2
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to 5 of Schedule 3, the amount that is calculated in accordance with subsection 4(2); and(b) in respect of drugs for veterinary use only,(i) in the case of a fee that is payable in a fiscal year set out in any of columns 2 to 8 ofSchedule 4, the fee set out in item 3 for that fiscal year, and(ii) in the case of a fee that is payable in a fiscal year other than one set out in any of columns 2to 8 of Schedule 4, the amount that is calculated in accordance with subsection 4(2).
Fee — amendment — licence authorizing distribution
44 If an application to amend an establishment licence seeks to add a building and the amendment seeksto authorize the holder to distribute drugs — but not to fabricate drugs in sterile dosage form, import drugsor fabricate drugs that are not in sterile dosage form — at that building, the fee for the examination of theapplication for each building to be added is as follows:

(a) in respect of drugs for human use,(i) in the case of a fee that is payable in a fiscal year set out in any of columns 2 to 5 ofSchedule 3, the fee set out in item 4 for that fiscal year, and(ii) in the case of a fee that is payable in a fiscal year other than one set out in any of columns 2to 5 of Schedule 3, the amount that is calculated in accordance with subsection 4(2); and(b) in respect of drugs for veterinary use only,(i) in the case of a fee that is payable in a fiscal year set out in any of columns 2 to 8 ofSchedule 4, the fee set out in item 4 for that fiscal year, and(ii) in the case of a fee that is payable in a fiscal year other than one set out in any of columns 2to 8 of Schedule 4, the amount that is calculated in accordance with subsection 4(2).
Fee — amendment — licence authorizing wholesaling
45 If an application to amend an establishment licence seeks to add a building and the amendment seeksto authorize the holder to wholesale drugs — but not to fabricate drugs in sterile dosage form, importdrugs, fabricate drugs that are not in sterile dosage form or distribute drugs — at that building, the fee forthe examination of the application for each building to be added is as follows:

(a) in respect of drugs for human use,(i) in the case of a fee that is payable in a fiscal year set out in any of columns 2 to 5 ofSchedule 3, the fee set out in item 5 for that fiscal year, and(ii) in the case of a fee that is payable in a fiscal year other than one set out in any of columns 2to 5 of Schedule 3, the amount that is calculated in accordance with subsection 4(2); and(b) in respect of drugs for veterinary use only,(i) in the case of a fee that is payable in a fiscal year set out in any of columns 2 to 8 ofSchedule 4, the fee set out in item 5 for that fiscal year, and(ii) in the case of a fee that is payable in a fiscal year other than one set out in any of columns 2to 8 of Schedule 4, the amount that is calculated in accordance with subsection 4(2).
Fee — amendment — licence authorizing packaging/labelling
46 If an application to amend an establishment licence seeks to add a building and the amendment seeksto authorize the holder to package/label drugs — but not to fabricate drugs in sterile dosage form, importdrugs, fabricate drugs that are not in sterile dosage form, distribute drugs or wholesale drugs — at thatbuilding, the fee for the examination of the application for each building to be added is as follows:

(a) in respect of drugs for human use,(i) in the case of a fee that is payable in a fiscal year set out in any of columns 2 to 5 ofSchedule 3, the fee set out in item 6 for that fiscal year, and(ii) in the case of a fee that is payable in a fiscal year other than one set out in any of columns 2to 5 Schedule 3, the amount that is calculated in accordance with subsection 4(2); and(b) in respect of drugs for veterinary use only,(i) in the case of a fee that is payable in a fiscal year set out in any of columns 2 to 8 ofSchedule 4, the fee set out in item 6 for that fiscal year, and(ii) in the case of a fee that is payable in a fiscal year other than one set out in any of columns 2to 8 of Schedule 4, the amount that is calculated in accordance with subsection 4(2).
Fee — amendment — licence authorizing testing
47 If an application to amend an establishment licence seeks to add a building and the amendment seeksto authorize the holder to test drugs — but not to fabricate drugs in sterile dosage form, import drugs,fabricate drugs that are not in sterile dosage form, distribute drugs, wholesale drugs or package/labeldrugs — at that building, the fee for the examination of the application for each building to be added is asfollows:

(a) in respect of drugs for human use,(i) in the case of a fee that is payable in a fiscal year set out in any of columns 2 to 5 ofSchedule 3, the fee set out in item 7 for that fiscal year, and
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(ii) in the case of a fee that is payable in a fiscal year other than one set out in any of columns 2to 5 of Schedule 3, the amount that is calculated in accordance with subsection 4(2); and(b) in respect of drugs for veterinary use only,(i) in the case of a fee that is payable in a fiscal year set out in any of columns 2 to 8 ofSchedule 4, the fee set out in item 7 for that fiscal year, and(ii) in the case of a fee that is payable in a fiscal year other than one set out in any of columns 2to 8 of Schedule 4, the amount that is calculated in accordance with subsection 4(2).
Prorated fee
48 The fee that is payable under subsection 29(1) is reduced by the percentage set out in column 1 ofSchedule 5 if the person referred to in subsection 29(2) files, in the period set out in column 2,

(a) an application for an establishment licence and has not previously filed such an application; or(b) an application to amend an establishment licence that seeks to add a building.
Remission — small business
49 Subject to section 50, remission is granted to the person referred to in subsection 29(2) of an amountequal to 25% of the fee that is payable under subsection 29(1) if the person provides with their application,in a form established by the Minister,

(a) in the case where the person has completed their first fiscal year,(i) a statement indicating that the person met the definition small business in subsection 1(1)in their last completed fiscal year, and(ii) the following information:(A) a list of the persons with which the person was affiliated in the person’s lastcompleted fiscal year,(B) the start and end dates of the person’s fiscal year and of the fiscal year of the personswith which the person was affiliated in the person’s last completed fiscal year,(C) the number of employees of the person in their last fiscal year and of the persons withwhich the person was affiliated in those persons’ last completed fiscal year, and(D) the gross revenue of the person in their last fiscal year and of the persons with whichthe person was affiliated in those persons’ last completed fiscal year; and(b) in the case where the person has not completed their first fiscal year,(i) a statement indicating that the person anticipates meeting the definition small business insubsection 1(1) in their first fiscal year, and(ii) the following information:(A) a list of the persons with which the person is affiliated in the person’s first fiscal year,(B) the start and end dates of the person’s fiscal year and of the fiscal year of the personswith which the person is affiliated in the person’s first fiscal year,(C) the number of employees of the person in their first fiscal year and of the personswith which the person is affiliated in those persons’ last completed fiscal year, and(D) the projected gross revenue of the person in their first fiscal year and the grossrevenue of the persons with which the person is affiliated in those persons’ last completedfiscal year.
Difference payable
50 If the Minister requests under section 5 that the person referred to in subsection 29(2) provideadditional information, the difference between the fee payable under subsection 29(1) and the amountalready paid is immediately payable if

(a) the person has not provided, within the period specified in section 5, the Minister with additionalinformation for the purpose of demonstrating that the person met the definition small business insubsection 1(1) in the applicable fiscal year; or(b) the person has provided, within the period specified in section 5, the Minister with additionalinformation for the purpose of demonstrating that the person met the definition in the applicablefiscal year but the Minister determines, after the period ends, that the person has not providedsufficient information to demonstrate that they met that definition in the applicable fiscal year.
DIVISION 4
Fees for Right to Sell Drugs for Human Use
Non-application

Non-application
51 This Division does not apply to drugs for veterinary use only.
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Fees and Remission

Annual fee
52 (1) The annual fee that is payable for the right to sell a drug for which a drug identification number hasbeen assigned under subsection C.01.014.2(1) of the Food and Drug Regulations is, in respect of the typeof drug set out in column 1 of Schedule 6, as follows:

(a) in the case of a fee that is payable in a fiscal year set out in any of columns 2 to 5 of Schedule 6,the fee set out in that column; and(b) in the case of a fee that is payable in a fiscal year other than one set out in any of columns 2 to 5of Schedule 6, the amount that is calculated in accordance with subsection 4(2).
Fee payable by person after first sale
(2) The fee is payable by the person to which a document was issued under subsection C.01.014.2(1) of theFood and Drug Regulations that sets out the drug identification number assigned for the drug if theperson has sold the drug following the issuance of the document.
Timing of payment
(3) The fee is payable on October 1.
Non-application — interruption of sale
(4) Subject to subsection (5), subsection (1) does not apply to the person if they notified the Minister inaccordance with section C.01.014.71 of the Food and Drug Regulations in the 12 months precedingOctober 1.
Resumption of sale
(5) Subsection (4) ceases to apply on the day on which the person notifies the Minister in accordance withsection C.01.014.72 of the Food and Drug Regulations.
Remission — small business
53 Subject to section 54, remission is granted to the person referred to in subsection 52(2) of an amountequal to 25% of the fee that is payable under subsection 52(1) if the person provides with the notificationprovided under subsection C.01.014.5(1) of the Food and Drug Regulations, in a form established by theMinister,

(a) in the case where the person has completed their first fiscal year,(i) a statement indicating that the person met the definition small business in subsection 1(1)in their last completed fiscal year, and(ii) the following information:(A) a list of the persons with which the person was affiliated in the person’s lastcompleted fiscal year,(B) the start and end dates of the person’s fiscal year and of the fiscal year of the personswith which the person was affiliated in the person’s last completed fiscal year,(C) the number of employees of the person in their last fiscal year and of the persons withwhich the person was affiliated in those persons’ last completed fiscal year, and(D) the gross revenue of the person in their last fiscal year and of the persons with whichthe person was affiliated in those persons’ last completed fiscal year; and(b) in the case where the person has not completed their first fiscal year,(i) a statement indicating that the person anticipates meeting the definition small business insubsection 1(1) in their first fiscal year, and(ii) the following information:(A) a list of the persons with which the person is affiliated in the person’s first fiscal year,(B) the start and end dates of the person’s fiscal year and of the fiscal year of the personswith which the person is affiliated in the person’s first fiscal year,(C) the number of employees of the person in their first fiscal year and of the personswith which the person is affiliated in those persons’ last completed fiscal year, and(D) the projected gross revenue of the person in their first fiscal year and the grossrevenue of the persons with which the person is affiliated in those persons’ last completedfiscal year.
Difference payable
54 If the Minister requests under section 5 that the person referred to in subsection 52(2) provideadditional information, the difference between the fee payable under subsection 52(1) and the amountalready paid is immediately payable if
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(a) the person has not provided, within the period specified in section 5, the Minister with additionalinformation for the purpose of demonstrating that the person met the definition small business insubsection 1(1) in the applicable fiscal year; or(b) the person has provided, within the period specified in section 5, the Minister with additionalinformation for the purpose of demonstrating that the person met the definition in the applicablefiscal year but the Minister determines, after the period ends, that the person has not providedsufficient information to demonstrate that they met that definition in the applicable fiscal year.
DIVISION 5
Fees for Right to Sell Drugs for Veterinary Use Only
Application

Application
55 This Division applies to drug for veterinary use only.
Fees and Remission

Annual fee
56 (1) The annual fee that is payable for the right to sell a drug for which a drug identification number hasbeen assigned under subsection C.01.014.2(1) of the Food and Drug Regulations is as follows:

(a) in the case of a fee that is payable in a fiscal year set out in any of columns 1 to 4 of Schedule 7,the fee set out in that column; and(b) in the case of a fee that is payable in a fiscal year other than one set out in any of columns 1 to 4of Schedule 7, the amount that is calculated in accordance with subsection 4(2).
Fee payable by person after first sale
(2) The fee is payable by the person to which a document was issued under subsection C.01.014.2(1) of theFood and Drug Regulations that sets out the drug identification number assigned for the drug if theperson has sold the drug following the issuance of the document.
Timing of payment
(3) The fee is payable on October 1.
Non-application — interruption of sale
(4) Subject to subsection (5), subsection (1) does not apply to the person if they notified the Minister inaccordance with section C.01.014.71 of the Food and Drug Regulations in the 12 months precedingOctober 1.
Resumption of sale
(5) Subsection (4) ceases to apply on the day on which the person notifies the Minister in accordance withsection C.01.014.72 of the Food and Drug Regulations.
Remission — small business
57 Subject to section 58, remission is granted to the person referred to in subsection 56(2) of an amountequal to 25% of the fee that is payable under subsection 56(1) if the person provides with the notificationprovided under subsection C.01.014.5(1) of the Food and Drug Regulations, in a form established by theMinister,

(a) in the case where the person has completed their first fiscal year,(i) a statement indicating that the person met the definition small business in subsection 1(1)in their last completed fiscal year, and(ii) the following information:(A) a list of the persons with which the person was affiliated in the person’s lastcompleted fiscal year,(B) the start and end dates of the person’s fiscal year and of the fiscal year of the personswith which the person was affiliated in the person’s last completed fiscal year,(C) the number of employees of the person in their last fiscal year and of the persons withwhich the person was affiliated in those persons’ last completed fiscal year, and(D) the gross revenue of the person in their last fiscal year and of the persons with whichthe person was affiliated in those persons’ last completed fiscal year; and(b) in the case where the person has not completed their first fiscal year,
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(i) a statement indicating that the person anticipates meeting the definition small business insubsection 1(1) in their first fiscal year, and(ii) the following information:(A) a list of the persons with which the person is affiliated in the person’s first fiscal year,(B) the start and end dates of the person’s fiscal year and of the fiscal year of the personswith which the person is affiliated in the person’s first fiscal year,(C) the number of employees of the person in their first fiscal year and of the personswith which the person is affiliated in those persons’ last completed fiscal year, and(D) the projected gross revenue of the person in their first fiscal year and the grossrevenue of the persons with which the person is affiliated in those persons’ last completedfiscal year.
Difference payable
58 If the Minister requests under section 5 that the person referred to in subsection 56(2) provideadditional information, the difference between the fee payable under subsection 56(1) and the amountalready paid is immediately payable if

(a) the person has not provided, within the period specified in section 5, the Minister with additionalinformation for the purpose of demonstrating that the person met the definition small business insubsection 1(1) in the applicable fiscal year; or(b) the person has provided, within the period specified in section 5, the Minister with additionalinformation for the purpose of demonstrating that the person met the definition in the applicablefiscal year but the Minister determines, after the period ends, that the person has not providedsufficient information to demonstrate that they met that definition in the applicable fiscal year.
PART 3
Medical Devices
DIVISION 1
Fees for Examination of an Application for a Medical Device Licence
Interpretation

Definition of licence
59 In this Division, licence means a medical device licence issued under paragraph 36(1)(a) of theMedical Devices Regulations.
Fees and Remissions

Fee for examination
60 (1) Subject to paragraph 62(b) and section 64, the fee for the examination of an application for alicence that is filed under section 32 of the Medical Devices Regulations or for the examination of anapplication for a licence amendment that is filed under section 34 of those Regulations is, in respect of theapplicable category set out in column 1 of Schedule 8 and described in column 2, as follows:

(a) in the case of a fee that is payable in a fiscal year set out in any of columns 3 to 6 of Schedule 8,the fee set out in that column; and(b) in the case of a fee that is payable in a fiscal year other than one set out in any of columns 3 to 6of Schedule 8, the amount that is calculated in accordance with subsection 4(2).
Fee payable by person that files application
(2) The fee is payable by the person that files the application.
Reinstatement
61 Every provision of this Division that applies to an application for a licence for a Class II, III or IVmedical device filed under section 32 of the Medical Devices Regulations also applies to a request to havesuch a licence reinstated following the correction of the situation that gave rise to its suspension.
Fee and timing of payment — preliminary examination
62 If a preliminary examination is conducted in respect of an application,

(a) the full fee is payable on the issuance by the Minister of a notice to the person referred to in
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subsection 60(2) stating that the application has been found to be complete and has been acceptedfor further examination; or(b) 10% of the fee is payable on the issuance by the Minister of a notice to the person referred to insubsection 60(2) stating that the application has been found to be incomplete.
Fee and timing of payment — no preliminary examination
63 If a preliminary examination is not conducted in respect of an application, the fee is payable on theissuance by the Minister of a notice to the person referred to in subsection 60(2) stating that theapplication has been received.
Fee — filing in previous fiscal year
64 For the purposes of subsection 60(1), if the Minister issues a notice referred to in section 62 or 63 inthe fiscal year that follows the fiscal year in which the application was filed, the fee that is payable is the feethat was payable in the fiscal year in which the application was filed.
Remission — General Council Decision
65 Remission is granted to the person referred to in subsection 60(2) of an amount equal to the fee that ispayable under subsection 60(1) if the person has received an authorization under section 21.04 of thePatent Act in respect of the medical device.
Remission — small business
66 Subject to section 68, remission is granted to the person referred to in subsection 60(2) of an amountequal to 50% of the fee that is payable under subsection 60(1) if the person provides with their application,in a form established by the Minister,

(a) in the case where the person has completed their first fiscal year,(i) a statement indicating that the person met the definition small business in subsection 1(1)in their last completed fiscal year, and(ii) the following information:(A) a list of the persons with which the person was affiliated in the person’s lastcompleted fiscal year,(B) the start and end dates of the person’s fiscal year and of the fiscal year of the personswith which the person was affiliated in the person’s last completed fiscal year,(C) the number of employees of the person in their last fiscal year and of the persons withwhich the person was affiliated in those persons’ last completed fiscal year, and(D) the gross revenue of the person in their last fiscal year and of the persons with whichthe person was affiliated in those persons’ last completed fiscal year; and(b) in the case where the person has not completed their first fiscal year,(i) a statement indicating that the person anticipates meeting the definition small business insubsection 1(1) in their first fiscal year, and(ii) the following information:(A) a list of the persons with which the person is affiliated in the person’s first fiscal year,(B) the start and end dates of the person’s fiscal year and of the fiscal year of the personswith which the person is affiliated in the person’s first fiscal year,(C) the number of employees of the person in their first fiscal year and of the personswith which the person is affiliated in those persons’ last completed fiscal year, and(D) the projected gross revenue of the person in their first fiscal year and the grossrevenue of the persons with which the person is affiliated in those persons’ last completedfiscal year.
Remission — first application by small business
67 Subject to section 68, remission is granted to the person referred to in subsection 60(2) of an amountequal to the fee that is payable under subsection 60(1) if the following conditions are met:

(a) the person has not previously filed an application for a licence under section 32 of the MedicalDevices Regulations; and(b) the person provides with their application, in a form established by the Minister,(i) in the case where the person has completed their first fiscal year,(A) a statement indicating that the person met the definition small business insubsection 1(1) in their last completed fiscal year, and(B) the following information:(I) a list of the persons with which the person was affiliated in the person’s lastcompleted fiscal year,(II) the start and end dates of the person’s fiscal year and of the fiscal year of thepersons with which the person was affiliated in the person’s last completed fiscalyear,(III) the number of employees of the person in their last fiscal year and of the
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persons with which the person was affiliated in those persons’ last completed fiscalyear, and(IV) the gross revenue of the person in their last fiscal year and of the persons withwhich the person was affiliated in those persons’ last completed fiscal year, and(ii) in the case where the person has not completed their first fiscal year,(A) a statement indicating that the person anticipates meeting the definition smallbusiness in subsection 1(1) in their first fiscal year, and(B) the following information:(I) a list of the persons with which the person is affiliated in the person’s first fiscalyear,(II) the start and end dates of the person’s fiscal year and of the fiscal year of thepersons with which the person is affiliated in the person’s first fiscal year,(III) the number of employees of the person in their first fiscal year and of thepersons with which the person is affiliated in those persons’ last completed fiscalyear, and(IV) the projected gross revenue of the person in their first fiscal year and the grossrevenue of the persons with which the person is affiliated in those persons’ lastcompleted fiscal year.
Fee or difference payable
68 If the Minister requests under section 5 that the person referred to in subsection 60(2) provideadditional information, the fee — or the difference between the fee payable under subsection 60(1) and theamount already paid, as the case may be — is immediately payable if

(a) the person has not provided, within the period specified in section 5, the Minister with additionalinformation for the purpose of demonstrating that the person met the definition small business insubsection 1(1) in the applicable fiscal year; or(b) the person has provided, within the period specified in section 5, the Minister with additionalinformation for the purpose of demonstrating that the person met the definition in the applicablefiscal year but the Minister determines, after the period ends, that the person has not providedsufficient information to demonstrate that they met that definition in the applicable fiscal year.
DIVISION 2
Fees for Examination of an Application for an Establishment Licence — Medical Devices
Interpretation

Definition of establishment licence
69 In this Division, establishment licence means a licence issued under section 46 of the MedicalDevices Regulations.
Application

Applicable classes
70 This Division applies to persons that import or sell medical devices that are subject to the MedicalDevices Regulations, other than persons that import or sell only medical devices that are subject to Part 2or 3 of those Regulations.
Fee and Remission

Fee for examination
71 (1) The fee that is payable for the examination of an application for an establishment licence filed undersection 45 of the Medical Devices Regulations or for the annual review of such a licence filed undersection 46.1 of those Regulations is $4,590.
Fee paid by person that files application
(2) The fee is payable by the person that files the application.
Timing of payment
72 The fee is payable on the issuance by the Minister of a notice to the person referred to insubsection 71(2) stating that the application has been accepted for further examination.
Reinstatement

Canada Gazette, Part 2, Volume 153, Number 11: Fees in Respect of D... http://gazette.gc.ca/rp-pr/p2/2019/2019-05-29/html/sor-dors124-eng.html

22 de 45 4/6/2019 7:19 p. m.



73 Every provision of this Division that applies to an application for an establishment licence also appliesto a request to have such a licence reinstated following the correction of the situation that gave rise to itssuspension.
Remission — small business
74 Subject to section 75, remission is granted to the person referred to in subsection 71(2) of an amountequal to 25% of the fee that is payable under subsection 71(1) if the person provides with their application,in a form established by the Minister,

(a) in the case where the person has completed their first fiscal year,(i) a statement indicating that the person met the definition small business in subsection 1(1)in their last completed fiscal year, and(ii) the following information:(A) a list of the persons with which the person was affiliated in the person’s lastcompleted fiscal year,(B) the start and end dates of the person’s fiscal year and of the fiscal year of the personswith which the person was affiliated in the person’s last completed fiscal year,(C) the number of employees of the person in their last fiscal year and of the persons withwhich the person was affiliated in those persons’ last completed fiscal year, and(D) the gross revenue of the person in their last fiscal year and of the persons with whichthe person was affiliated in those persons’ last completed fiscal year; and(b) in the case where the person has not completed their first fiscal year,(i) a statement indicating that the person anticipates meeting the definition small business insubsection 1(1) in their first fiscal year, and(ii) the following information:(A) a list of the persons with which the person is affiliated in the person’s first fiscal year,(B) the start and end dates of the person’s fiscal year and of the fiscal year of the personswith which the person is affiliated in the person’s first fiscal year,(C) the number of employees of the person in their first fiscal year and of the personswith which the person is affiliated in those persons’ last completed fiscal year, and(D) the projected gross revenue of the person in their first fiscal year and the grossrevenue of the persons with which the person is affiliated in those persons’ last completedfiscal year.
Difference payable
75 If the Minister requests under section 5 that the person referred to in subsection 71(2) provideadditional information, the difference between the fee payable under subsection 71(1) and the amountalready paid is immediately payable if

(a) the person has not provided, within the period specified in section 5, the Minister with additionalinformation for the purpose of demonstrating that the person met the definition small business insubsection 1(1) in the applicable fiscal year; or(b) the person has provided, within the period specified in section 5, the Minister with additionalinformation for the purpose of demonstrating that the person met the definition in the applicablefiscal year but the Minister determines, after the period ends, that the person has not providedsufficient information to demonstrate that they met that definition in the applicable fiscal year.
DIVISION 3
Fees for Right to Sell Licensed Class II, III or IV Medical Devices
Interpretation

Definition of licence
76 In this Division, licence means a medical device licence issued under paragraph 36(1)(a) of theMedical Devices Regulations.
Fees and Remission

Annual fee
77 (1) The annual fee that is payable for the right to sell a licensed Class II, III or IV medical device is$381.
Fee payable by holder — licence not suspended
(2) The fee is payable by the person that holds the licence for the Class II, III or IV medical device if thelicence is not suspended under section 40 or 41 of the Medical Devices Regulations.
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Timing of payment
78 The fee is payable on December 20.
Remission — small business
79 Subject to section 80, remission is granted to the person referred to in subsection 77(2) of an amountequal to 25% of the fee that is payable under subsection 77(1) if the person provides with the statementprovided under subsection 43(1) of the Medical Devices Regulations, in a form established by theMinister,

(a) in the case where the person has completed their first fiscal year,(i) a statement indicating that the person met the definition small business in subsection 1(1)in their last completed fiscal year, and(ii) the following information:(A) a list of the persons with which the person was affiliated in the person’s lastcompleted fiscal year,(B) the start and end dates of the person’s fiscal year and of the fiscal year of the personswith which the person was affiliated in the person’s last completed fiscal year,(C) the number of employees of the person in their last fiscal year and of the persons withwhich the person was affiliated in those persons’ last completed fiscal year, and(D) the gross revenue of the person in their last fiscal year and of the persons with whichthe person was affiliated in those persons’ last completed fiscal year; and(b) in the case where the person has not completed their first fiscal year,(i) a statement indicating that the person anticipates meeting the definition small business insubsection 1(1) in their first fiscal year, and(ii) the following information:(A) a list of the persons with which the person is affiliated in the person’s first fiscal year,(B) the start and end dates of the person’s fiscal year and of the fiscal year of the personswith which the person is affiliated in the person’s first fiscal year,(C) the number of employees of the person in their first fiscal year and of the personswith which the person is affiliated in those persons’ last completed fiscal year, and(D) the projected gross revenue of the person in their first fiscal year and the grossrevenue of the persons with which the person is affiliated in those persons’ last completedfiscal year.
Difference payable
80 If the Minister requests under section 5 that the person referred to in subsection 77(2) provideadditional information, the difference between the fee payable under subsection 77(1) and the amountalready paid is immediately payable if

(a) the person has not provided, within the period specified in section 5, the Minister with additionalinformation for the purpose of demonstrating that the person met the definition small business insubsection 1(1) in the applicable fiscal year; or(b) the person has provided, within the period specified in section 5, the Minister with additionalinformation for the purpose of demonstrating that the person met the definition in the applicablefiscal year but the Minister determines, after the period ends, that the person has not providedsufficient information to demonstrate that they met that definition in the applicable fiscal year.
Coming into Force
SOR/96-143
81 This Order comes into force on the day on which the Veterinary Drug Evaluation Fees Regulations arerepealed but if it is registered after that day, it comes into force on the day on which it is registered.
SCHEDULE 1
(Section 9)
Fees for Examination of a Submission — Drugs for Human Use

Item Column 1
Submission Class

Column 2
Description

Column 3
Fee ($)FiscalYear2020-2021

Column 4
Fee ($)FiscalYear2021-2022

Column 5
Fee ($)FiscalYear2022-2023

Column 6
Fee ($)FiscalYear2023-2024
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1 New active substance

Submissions in supportof a drug, other than adisinfectant, thatcontains a medicinalingredient notpreviously approved ina drug for sale inCanada and that is nota variation of apreviously approvedmedicinal ingredientsuch as a salt, ester,enantiomer, solvate orpolymorph

400,288 437,884 475,481 513,077

2
Clinical or non-clinicaldata and chemistryand manufacturingdata

Submissions based onclinical or non-clinicaldata and chemistry andmanufacturing data fora drug that does notinclude a new activesubstance

204,197 224,691 245,185 265,678

3 Clinical or non-clinicaldata only
Submissions based onlyon clinical or non-clinical data for a drugthat does not include anew active substance

90,864 95,987 101,110 106,232

4 Comparative studies

Submissions based oncomparative studies(e.g., clinical or non-clinical data,bioavailability data anddata on thepharmacokinetics andpharmacodynamics ofthe drug) with orwithout chemistry andmanufacturing data fora drug that does notinclude a new activesubstance

53,836 55,848 57,859 59,870

5 Chemistry andmanufacturing dataonly

Submissions based onlyon chemistry andmanufacturing data fora drug that does notinclude a new activesubstance
27,587 30,670 33,752 36,835

6
Clinical or non-clinicaldata only, in support ofsafety updates to thelabelling

Submissions based onlyon clinical or non-clinical data, in supportof safety updates to thelabelling materials for anew drug that does notinclude a new activesubstance

19,442 19,442 19,442 19,442

7 Labelling only

Submissions, otherthan those described initem 8, 11 or 12, oflabelling material, thatinclude data in supportof the following: brandname assessment,standardized orpublished testmethods, in vitro or invivo photostability orapplications for a drugidentification numberin support of changesto brand names of non-

3,816 4,328 4,841 5,353
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prescription drugs (butnot includingexamination of othersupporting clinical ornon-clinical data,comparative data, orchemistry andmanufacturing data)

8 Labelling only (genericdrugs)

Submissions in supportof a change to thelabelling to beconsistent with theCanadian referenceproduct that do notinclude any additionallabelling updatesrequiring a labellingassessment

2,010 2,010 2,010 2,010

9 Administrativesubmission

Submissions in supportof a change in themanufacturer’s nameor brand name,including the following:changes in ownershipof the drug, request foran additional brandname or changesresulting from alicensing agreementbeing entered into bytwo manufacturers thatdo not require anassessment of labellingmaterial or brand name(e.g., post-authorization labelchanges filed bylicensees to remainidentical to licensor’sdrug and post-authorizationchemistry andmanufacturing updatesfor drugs listed inSchedule C or D of theFood and Drugs Act)

432 540 676 845

10 Disinfectant — fullreview
Submissions, otherthan those described initem 11, that includedata in support of adisinfectant

5,712 7,140 8,925 11,157

11 Labelling only(disinfectants)

Submissions in supportof changes to thelabelling ofdisinfectants that donot require supportingdata, submissions insupport of safetyupdates fordisinfectants that arenew drugs orsubmissions in supportof a change in themanufacturer’s nameor brand name thatrequires a review oflabelling material dueto deviations from thepreviously authorized

2,507 2,507 2,507 2,507
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labelling or drug

12
Drug identificationnumberapplication — labellingstandards

Applications, includingthose that pertain tochanges to brandnames for non-prescription drugs, thatinclude an attestationof compliance with alabelling standard orCategory IVMonograph for a drugand that do not includeclinical or non-clinicaldata or chemistry andmanufacturing data

1,616 1,616 1,616 1,616

SCHEDULE 2
(Section 21)
Fees for Examination of a Submission — Drugs for Veterinary Use Only

Item Column 1
Type of Submission

Column 2
Component

Column 3
Fee ($)FiscalYear2020-2021

Column 4
Fee ($)FiscalYear2021-2022

Column 5
Fee ($)FiscalYear2022-2023

Column 6
Fee ($)FiscalYear2023-2024

Column 7
Fee ($)FiscalYear2024-2025

1 Application for drugidentification number

Information, otherthan that referred toin item 2, to supportan application for adrug identificationnumber, including thesubmission oflabelling material fora second review, ifrequired

918 1,148 1,436 1,714 1,959

2 Application for drugidentification number Published referencesor other data 638 798 998 1,191 1,361

3 Application for drugidentification number

Documentation tosupport a change ofmanufacturer, achange to the name ofa manufacturer or achange to the brand
name of a drug table 2
note 1

320 400 500 596 681

4 Notification — veterinaryhealth product

Informationcontained in anotification filedundersubsection C.01.615(1)of the Food and DrugRegulations inrespect of a veterinaryhealth product

486 486 486 486 486

5 New drug submission

Efficacy and safetydata (in the intendedspecies) to support asingle route ofadministration,dosage form andindication in oneanimal species (in thecase of an

20,375 25,469 31,837 38,033 43,467
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antiparasitic drug,several indications inone food animalspecies)

6 New drug submission

Efficacy and safetydata (in the intendedspecies) to support asingle route ofadministration anddosage form for anantiparasitic drug inone non-food animalspecies

12,342 15,428 19,286 23,039 26,331

7 New drug submission

Efficacy and safetydata (in the intendedspecies) to support asingle route ofadministration,dosage form andindication in twoanimal species, or asingle route ofadministration anddosage form and twoindications in oneanimal species

29,631 37,040 46,300 55,312 63,214

8 New drug submission

Efficacy and safetydata (in the intendedspecies) to support agrowth promotion orproductionenhancementindication in oneanimal species

40,125 50,157 62,697 74,899 85,599

9 New drug submission

Comparative(pharmacodynamic,clinical orbioavailability) datato support anadditional route ofadministration

3,698 4,623 5,779 6,903 7,889

10 New drug submission
Comparative(pharmacodynamic,clinical orbioavailability) datato support eachadditional strength

612 765 957 1,143 1,306

11 New drug submission

For food-producinganimals, toxicity,metabolism andresidue depletionstudies to establish anacceptable dailyintake with a safetyfactor of 1,000, amaximum residuelimit and awithdrawal period fora single dosage form,dosage and route ofadministration in onespecies

27,783 34,729 43,412 51,861 59,270

12 New drug submission

For food-producinganimals, toxicity,metabolism andresidue depletionstudies to establish anacceptable dailyintake with a safety

37,040 46,300 57,875 69,140 79,017
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factor of lessthan 1,000, amaximum residuelimit and awithdrawal period fora single dosage form,dosage and route ofadministration in onespecies

13 New drug submission

For food-producinganimals, residuedepletion studies toestablish awithdrawal period foran additional dosageform, dosage or routeof administration

3,698 4,623 5,779 6,903 7,889

14 New drug submission

For food-producinganimals (once anacceptable dailyintake with a safetyfactor of 1,000 or lesshas been established),metabolism andresidue depletionstudies to establish amaximum residuelimit and awithdrawal period fora single dosage form,dosage and route ofadministration in anadditional species

18,513 23,142 28,928 34,558 39,495

15 New drug submission
Chemistry andmanufacturing datafor a non-compendialmedicinal ingredientof a drug

6,171 7,715 9,644 11,520 13,166

16 New drug submission
Chemistry andmanufacturing data tosupport one strengthof a single dosageform

6,171 7,715 9,644 11,520 13,166

17 New drug submission

Chemistry andmanufacturing data tosupport an additionalstrength of a singledosage formsubmitted at the sametime as item 16

3,086 3,858 4,823 5,760 6,584

18 New drug submission
Documentation tosupport a change of
manufacturer table 2
note 2

320 400 500 596 681

19 Supplement to a newdrug submission
Efficacy data tosupport an additionalindication in oneanimal species

16,053 20,067 25,084 29,965 34,246

20 Supplement to a newdrug submission

Efficacy and safetydata (in the intendedspecies) to support asingle route ofadministration anddosage form for anantiparasitic drug inone non-food animalspecies

12,342 15,428 19,286 23,039 26,331
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21 Supplement to a newdrug submission
Efficacy and safetydata (in the intendedspecies) to support anindication in anotheranimal species

20,375 25,469 31,837 38,033 43,467

22 Supplement to a newdrug submission

Efficacy and safetydata (in the intendedspecies) to support asingle route ofadministration,dosage form andindication in twoanimal species, or asingle route ofadministration anddosage form and twoindications in oneanimal species

29,631 37,040 46,300 55,312 63,214

23 Supplement to a newdrug submission

Efficacy and safetydata (in the intendedspecies) to support agrowth promotion orproductionenhancementindication in oneanimal species

40,125 50,157 62,697 74,899 85,599

24 Supplement to a newdrug submission

Efficacy and safetydata (in the intendedspecies) to supportthe concurrent use oftwo drugs approvedfor the same animalspecies

9,869 12,336 15,421 18,422 21,053

25 Supplement to a newdrug submission

Comparative(pharmacodynamic,clinical orbioavailability) datato support anadditional route ofadministration

3,698 4,623 5,779 6,903 7,889

26 Supplement to a newdrug submission

Comparative(pharmacodynamic,clinical orbioavailability) datato support eachadditional strength
612 765 957 1,143 1,306

27 Supplement to a newdrug submission

For food-producinganimals, residuedepletion studies toestablish a newwithdrawal period fora change in thedosage or route ofadministration of anapproved dosage formin one species

3,698 4,623 5,779 6,903 7,889

28 Supplement to a newdrug submission

For food-producinganimals, metabolismand residue depletionstudies to establish amaximum residuelimit and awithdrawal period fora single dosage androute ofadministration of anapproved dosage formin an additionalspecies

18,513 23,142 28,928 34,558 39,495
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29 Supplement to a newdrug submission

For food-producinganimals, toxicitystudies to support achange of anestablished acceptabledaily intake, amaximum residuelimit and awithdrawal period

9,257 11,571 14,464 17,279 19,748

30 Supplement to a newdrug submission

For the concurrentuse of two drugs in aspecies of food-producing animals,residue depletionstudies to determineif an extension toexisting withdrawalperiods is required

7,409 9,261 11,576 13,829 15,804

31 Supplement to a newdrug submission

Chemistry andmanufacturing data tosupport a change inthe source of amedicinal ingredientor its manufacturingprocess

6,171 7,715 9,644 11,520 13,166

32 Supplement to a newdrug submission
Chemistry andmanufacturing data tosupport a change informulation or dosageform

3,086 3,858 4,823 5,760 6,584

33 Supplement to a newdrug submission
Chemistry andmanufacturing data tosupport a change inthe packaging orsterilization process

2,462 3,078 3,848 4,595 5,250

34 Supplement to a newdrug submission
Chemistry andmanufacturing data tosupport an extensionof the expiry date

1,850 2,313 2,891 3,452 3,945

35 Supplement to a newdrug submission
Chemistry andmanufacturing data tosupport theconcurrent use of twodrugs

1,850 2,313 2,891 3,452 3,945

36 Supplement to a newdrug submission

Chemistry andmanufacturing data tosupport a change inthe manufacturingsite for parenteraldosage form
612 765 957 1,143 1,306

37 Supplement to a newdrug submission
Documentation tosupport a change tothe brand name of a
drug table 2 note 3

320 400 500 596 681

38
Abbreviated new drugsubmission orsupplement to anabbreviated new drugsubmission

Comparative(pharmacodynamic,clinical orbioavailability) datato support a singleroute ofadministration anddosage form

3,698 4,623 5,779 6,903 7,889

39
Abbreviated new drugsubmission orsupplement to anabbreviated new drugsubmission

For food-producinganimals, residuedepletion studies toconfirm that thewithdrawal periodsfor each species fall
3,698 4,623 5,779 6,903 7,889
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within the conditionsof use for theCanadian referenceproduct

40
Abbreviated new drugsubmission orsupplement to anabbreviated new drugsubmission

Chemistry andmanufacturing datafor a non-compendialmedicinal ingredientof a drug
6,171 7,715 9,644 11,520 13,166

41
Abbreviated new drugsubmission orsupplement to anabbreviated new drugsubmission

Chemistry andmanufacturing data tosupport a singledosage form
6,171 7,715 9,644 11,520 13,166

42
Abbreviated new drugsubmission orsupplement to anabbreviated new drugsubmission

Documentation tosupport
(a) a change ofmanufacturer,in the case of anabbreviated newdrugsubmission; or(b) a change tothe brand nameof a drug, in thecase of asupplement toan abbreviatednew drug
submission table
2 note 4

320 400 500 596 681

43 Preclinical submission

Efficacy and safetydata (in the intendedspecies) and protocolto support theconduct of clinicalstudies relative to asingle dosage form,route ofadministration andindication in onespecies

6,171 7,715 9,644 11,520 13,166

44 Preclinical submission

Efficacy data andprotocol to supportthe conduct of clinicalstudies relative to asingle route ofadministration andindication with adosage form for whicha notice of compliancehas been issued foruse in the species tobe treated

4,935 6,169 7,712 9,211 10,527

45 Preclinical submission

For food-producinganimals, toxicity,metabolism andresidue depletionstudies to establish atemporary acceptabledaily intake, amaximum residuelimit and awithdrawal period fora single dosage form,dosage and route ofadministration in one

18,513 23,142 28,928 34,558 39,495
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species

46 Preclinical submission

For food-producinganimals, toxicity,metabolism andresidue depletionstudies to establish anacceptable dailyintake with a safetyfactor of 1,000, amaximum residuelimit and awithdrawal period fora single dosage form,dosage and route ofadministration in onespecies

27,783 34,729 43,412 51,861 59,270

47 Preclinical submission

For food-producinganimals, toxicity,metabolism andresidue depletionstudies to establish anacceptable dailyintake with a safetyfactor of lessthan 1,000, amaximum residuelimit and awithdrawal period fora single dosage form,dosage and route ofadministration in onespecies

37,040 46,300 57,875 69,140 79,017

48 Preclinical submission

For food-producinganimals (once anacceptable dailyintake with a safetyfactor of 1,000 or lesshas been established),metabolism studies toestablish awithdrawal period fora single dosage form,dosage and route ofadministration in anadditional species

9,257 11,571 14,464 17,279 19,748

49 Preclinical submission

Chemistry andmanufacturing data tosupport a singledosage formcontaining a non-compendial medicinalingredient

6,171 7,715 9,644 11,520 13,166

50 Preclinical submission

Chemistry andmanufacturing data tosupport a singledosage formcontaining acompendial medicinalingredient

3,086 3,858 4,823 5,760 6,584

51 Sale of new drug foremergency treatment

Information andmaterial to supportthe sale of a new drugto be used in theemergency treatmentof a non-food-producing animal

51 51 51 51 51

52 Sale of new drug foremergency treatment
Information andmaterial to supportthe sale of a new drug 102 102 102 102 102
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to be used in theemergency treatmentof a food-producinganimal

53 Experimental studiescertificate

Information andmaterial to supportthe issuance of anexperimental studiescertificate for a drugto be administered toa non-food-producinganimal

980 980 980 980 980

54 Experimental studiescertificate

Information andmaterial to supportthe issuance of anexperimental studiescertificate whoseprotocol is the sameas that of a previouslyauthorizedexperimental studiescertificate for a drugto be administered toa non-food-producinganimal

490 490 490 490 490

55 Experimental studiescertificate

Information andmaterial to supportthe issuance of anexperimental studiescertificate for a drugto be administered toa food-producinganimal

2,958 2,958 2,958 2,958 2,958

56 Experimental studiescertificate

Information andmaterial to supportthe issuance of anexperimental studiescertificate whoseprotocol is the sameas that of a previouslyauthorizedexperimental studiescertificate for a drugto be administered toa food-producinganimal

490 490 490 490 490

57 Notifiable change
Information andmaterial to support anapplication for anotifiable change

1,658 2,073 2,591 3,095 3,537

58 Protocol

A protocol that is filedwith the Minister andmay support a newdrug submission, anabbreviated new drugsubmission, asupplement to a newdrug submission orabbreviated new drugsubmission, apreclinicalsubmission orinformation andmaterial that is filedfor the purpose ofobtaining anexperimental studiescertificate

1,658 2,073 2,591 3,095 3,537
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Table 2 note(s)
Table 2 Note 1

This item applies only to an application for a drug identification number that does not include either of the components set out in iteand 2.
Return to table 2 note 1 referrer

Table 2 Note 2
This item applies only to a new drug submission that does not include any of the components set out in items 5 to 17.
Return to table 2 note 2 referrer

Table 2 Note 3
This item applies only to a supplement to a new drug submission that does not include any of the components set out in items 19 to 3
Return to table 2 note 3 referrer

Table 2 Note 4
This item applies only to an abbreviated new drug submission or a supplement to an abbreviated new drug submission that does notany of the components set out in items 38 to 41.
Return to table 2 note 4 referrer

SCHEDULE 3
(Sections 33 to 39 and 41 to 47)
Fees for Examination of an Application for an Establishment Licence — Drugs for HumanUse

Item Column 1
Activity

Column 2
Fee ($)Fiscal Year2020-2021

Column 3
Fee ($)Fiscal Year2021-2022

Column 4
Fee ($)Fiscal Year2022-2023

Column 5
Fee ($)Fiscal Year2023-2024

1 Fabrication — sterile dosage form 41,626 41,730 41,834 41,937
2 Importation 27,359 29,033 30,707 32,380
3 Fabrication — non-sterile dosage form 27,000 28,364 29,727 31,091
4 Distribution 12,560 13,882 15,205 16,527
5 Wholesaling 4,937 6,171 7,715 9,644
6 Packaging/labelling 6,061 6,061 6,061 6,061
7 Testing 2,560 3,200 4,001 5,002
SCHEDULE 4
(Sections 33 to 39 and 41 to 47)
Fees for Examination of an Application for an Establishment Licence — Drugs forVeterinary Use Only

Item Column 1
Activity

Column 2
Fee ($)FiscalYear2020-2021

Column 3
Fee ($)FiscalYear2021-2022

Column 4
Fee ($)FiscalYear2022-2023

Column 5
Fee ($)FiscalYear2023-2024

Column 6
Fee ($)FiscalYear2024-2025

Column 7
Fee ($)FiscalYear2025-2026

Column 8
Fee ($)FiscalYear2026-2027
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1 Fabrication — steriledosage form 40,198 40,487 40,777 41,068 41,357 41,647 41,937
2 Importation 10,715 13,393 16,742 20,927 26,158 32,380 32,380
3 Fabrication — non-sterile dosage form 8,782 10,978 13,722 17,152 21,440 26,800 31,091
4 Distribution 4,835 6,043 7,555 9,443 11,803 14,754 16,527
5 Wholesaling 1,933 2,416 3,020 3,774 4,718 5,898 7,372
6 Packaging/labelling 6,061 6,061 6,061 6,061 6,061 6,061 6,061
7 Testing 1,315 1,644 2,055 2,569 3,210 4,013 5,002
SCHEDULE 5
(Section 48)
Fee Reduction — Application for an Establishment Licence — Drugs

Item Column 1
Percentage of Fee Reduction

Column 2
Filing Period

1 25% July 1 to September 30
2 50% October 1 to December 31
3 75% January 1 to March 31
Note: The fee payable under subsection 30(1) of this Order is not reduced if an application is filed on orafter April 1 and up to and including June 30.
SCHEDULE 6
(Section 52)
Fees for Right to Sell Drugs for Human Use
Interpretation

Definition of disinfectant
1 In this Schedule, disinfectant has the meaning assigned by the definition antimicrobial agent insubsection C.01A.001(1) of the Food and Drug Regulations.

Item Column 1
Type of Drug

Column 2
Fee ($)Fiscal Year2020-2021

Column 3
Fee ($)Fiscal Year2021-2022

Column 4
Fee ($)Fiscal Year2022-2023

Column 5
Fee ($)Fiscal Year2023-2024

1 Disinfectant 1,285 1,344 1,403 1,462
2 Non-prescription drug 1,623 2,022 2,421 2,820
3 Drug other than one referred to in item 1 or 2 1,836 2,754 4,080 4,679
SCHEDULE 7
(Section 56)
Fees for Right to Sell Drugs for Veterinary Use Only

Item
Column 1Fee ($)Fiscal Year2020-2021

Column 2Fee ($)Fiscal Year2021-2022

Column 3Fee ($)Fiscal Year2022-2023

Column 4Fee ($)Fiscal Year2023-2024
1 312 367 422 477
SCHEDULE 8
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(Section 60)
Fees for Examination of an Application for a Medical Device Licence
Interpretation

Definition of private label medical device
1 In this Schedule, private label medical device means a medical device that is identical in everyrespect to a medical device in respect of which a licence has been issued, except that the device is labelledwith the name and address of another manufacturer and the name and identifier of the device that theother manufacturer is proposing to sell under its own name or under a trademark, design, trade-name orother name or mark owned or controlled by it.

Item Column 1
Category

Column 2
Description

Column 3
Fee ($)FiscalYear2020-2021

Column 4
Fee ($)FiscalYear2021-2022

Column 5
Fee ($)FiscalYear2022-2023

Column 6
Fee ($)FiscalYear2023-2024

1 Applications for Class IIlicence
Applications forClass II medicaldevice licence otherthan those referredto in item 10

450 478 505 533

2 Applications for Class IIlicence amendment

Applications foramendment ofClass II medicaldevice licence otherthan those referredto in item 10
272 272 272 272

3 Applications for Class IIIlicence
Applications forClass III medicaldevice licence otherthan those referredto in item 4 or 10

7,477 8,912 10,347 11,783

4 Applications for Class IIIlicence (near patient)
Applications forClass III medicaldevice licence for anear patient in vitrodiagnostic device

12,851 16,064 20,081 25,102

5
Applications for Class IIIlicenceamendment — changes inmanufacturing

Applications foramendment of ClassIII medical devicelicence — changes inmanufacturingprocess, facility orequipment ormanufacturingquality controlprocedures

1,903 2,379 2,974 3,717

6
Applications for Class IIIlicenceamendment — significantchanges not related tomanufacturing

Applications foramendment of ClassIII medical devicelicence — significantchanges other thanthose referred to initem 5

6,608 7,558 8,508 9,458

7 Applications for Class IVlicence
Applications forClass IV medicaldevice licence otherthan those referredto in item 10

24,345 24,748 25,151 25,554

8
Applications for Class IVlicenceamendment — changes inmanufacturing

Applications foramendment of ClassIV medical devicelicence — changes
1,903 2,379 2,974 3,717
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referred to inparagraph 34(a) ofthe Medical DevicesRegulations thatrelate tomanufacturing

9
Applications for Class IVlicenceamendment — significantchanges not related tomanufacturing

Applications foramendment of ClassIV medical devicelicence — any otherchanges referred toin paragraph 34(a)or (b) of the MedicalDevices Regulations

8,057 9,983 11,752 13,521

10
Applications for Class II,III or Class IV licence orlicenceamendment — privatelabel medical device

Applications forClass II, III or IVmedical devicelicence orapplications foramendment of sucha licence — privatelabel medical device

147 147 147 147

REGULATORY IMPACT ANALYSIS STATEMENT
(This statement is not part of the Order.)
Issues
Health Canada (the Department) has responsibility in Canada to regulate the safety, efficacy and quality ofhealth products. The Department charges fees for certain services and activities related to the regulation ofhealth products (including pharmaceutical and biologic drugs, medical devices and veterinary drugs)under the Financial Administration Act (FAA). These fees apply to activities such as pre-marketregulatory review, the ongoing surveillance of products once they are on the market, and the review ofestablishment licences.
Health Canada last updated its fees relating to human drugs and medical devices in 2011. Fees forveterinary drugs were enacted in stages between 1995 and 1998 and have not been updated since theirinception. Prior to the Food and Drugs Act (FDA) amendments in 2017, fees relating to therapeuticproducts that were enacted under the FDA could only be changed through a regulation made by theGovernor in Council and had to meet the requirements found under the former User Fees Act. Thisprocess took several years, which resulted in Health Canada’s fees for services and activities related todrugs (human and veterinary) and medical devices not being up to date with evolving regulatory costs. Asa consequence, Health Canada’s fees in relation to drugs and medical devices no longer reflect currentcosts to the Department, nor are they well aligned with fees charged by regulatory partners.
Background
Amendments to the FDA were made through the Budget Implementation Act, 2017, No. 1 (BIA 1), andgave the Minister of Health (the Minister) authority under subsection 30.61(1) of the FDA to fix, by order,fees for services, regulatory processes or approvals, products, rights and privileges provided under theFDA. It also gave the Minister authority to remit those fees, to adjust them and to withhold or withdrawservices for the non-payment of fees. Furthermore, amendments to the FDA exempt those fees from therequirements of the Service Fees Act (formerly the User Fees Act).
These authorities provide the Minister with levers to set or update fees efficiently. By being able to fix feesby ministerial order under the FDA, the Minister has the flexibility to set and adjust fees in a timely way sothat they better reflect actual costs. A modernized cost recovery regime will ensure that industry pays anappropriate share of the costs associated with regulating health products in Canada, while alleviating someof the costs of regulatory services for taxpayers.
In order to implement the new fee regime, several of the current fee regulations under the FAA will berepealed, while some will be amended in part, by way of the Regulations Amending and RepealingCertain Regulations Made under the Financial Administration Act. The Fees in Respect of Drugs andMedical Devices Regulations under the FAA will in large part be repealed, as well as amended. TheVeterinary Drug Evaluation Fees Regulations, the Establishment Licensing Fees (Veterinary Drugs)Regulations and the Authority to Sell Veterinary Drugs Fees Regulations will be repealed. Transitionalprovisions will also be made so that fee deferrals and remissions pending at the time of the repeal will beallowed to continue.
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Objective
The Fees in Respect of Drugs and Medical Devices Order (the ministerial order) will revise the feestructure and cost recovery framework for drugs and medical devices. A modernized cost recoveryframework supports effective and responsive service delivery, a fair and consistent approach to programfunding, while at the same time alleviating the costs of regulatory services on Canadian taxpayers.
Description
The ministerial order will fix fees in relation to human drugs, veterinary drugs and medical devices for pre-and post-market activities under the Food and Drug Regulations (FDR) and under the Medical DevicesRegulations (MDR), in respect of

the examination of an application for a drug identification number, the examination of a new drugsubmission, an abbreviated new drug submission, or a supplement to a new drug submission or anabbreviated new drug submission;the examination of a veterinary health product notification, or a veterinary drug preclinicalsubmission;the examination of information filed for the purpose of obtaining a veterinary drug emergencyrelease application (letter of authorization under section C.08.010 of the FDR), any information andmaterial in respect of a veterinary drug protocol, a notifiable change, or a veterinary drugexperimental studies certificate;the examination of an application for a drug establishment licence, an amendment to add a newbuilding to the licence or the annual review of the licence;the right to sell a drug;the examination of an application for a medical device licence;the examination of an application for a medical device establishment licence or the annual review ofthe licence; andthe right to sell a medical device.
Fee setting
All fees described below have been fixed based on the costs of delivering the regulatory service or program.
Pre-market evaluation and review fees

Fees were fixed at 75% of regulatory costs for the pre-market review of applications and submissionsrelating to human drugs and medical device licences. For any fee line increasing from the current feelevels, the fee is phased in over four years. Fees that are decreasing from current levels and all newfee categories are being implemented in the first year (i.e. no phase-in of fees).Fees were fixed at 50% of regulatory costs for the pre-market review of veterinary drug submissions.These fees will be phased in over seven years.
Establishment licence fees

Fees were fixed at 100% of regulatory costs for the examination of an application for a drugestablishment licence (DEL), an application to add a building to the DEL, all buildings outsideCanada listed on the DEL and the annual review of the DEL. These fees are phased in over four yearsfor human drug establishments and seven years for veterinary drug only establishments.Establishment licence holders dealing with both veterinary drug and human drug products at thesame establishment will be charged the human drug DEL fee, given that the human drug fee is morereflective of the cost of oversight.For all drugs, the DEL fee will be calculated based on the highest risk (most upstream) activityconducted at each domestic building listed on the DEL. In addition, the DEL fee will include a flat feefor each building located outside Canada that is listed on the DEL.Fees were fixed at 100% of regulatory costs for the examination of an application and the annualreview of a medical device establishment licence (MDEL). Since the MDEL fee will be decreased fromthe current fee to reflect updated costs, there will not be a phase-in period for this fee line.
Fees for right to sell

Fees were fixed at 67% of post-market regulatory costs for the right to sell human drugs andveterinary drugs. The fee for right to sell is split into the following three tiers for human drugs:disinfectant; non-prescription drug; and any other drug. The fee for right to sell will be phased inover four years for human and veterinary drugs.Products that have been identified as dormant will not be charged a fee for right to sell. However, incases where the drug becomes dormant during the year, the fee for right to sell will not be remitted.Fees were fixed at 67% of post-market regulatory costs for the right to sell licensed medical devices.Since this fee will be decreased from the current fee to reflect updated costs, there will not be a
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phase-in period for this fee line.
Exemptions
The following will be exempt from the payment of fees:

drugs that are the subject of an extraordinary use new drug submission (EUNDS) or an abbreviatedextraordinary use new drug submission (AEUNDS);publicly funded health care institutions; andbranches or agencies of the Government of Canada or of the government of a province.
Annual fee adjustment
Every fee payable under the ministerial order will be adjusted annually on April 1st, beginning on April 1,2021, by the consumer price index (CPI). To further clarify, all the fees set out in the ministerial order,including those in the schedules, will change over time as cumulative CPI adjustments are made to the feesin each fiscal year.
Mitigation measures
In order to qualify for mitigation measures for small businesses, a person (company or individual) mustmeet one of two criteria:

the total number of the person’s employees (including those of the person’s affiliates) must be fewerthan 100; orthe person’s total annual gross revenue (including that of the person’s affiliates) is between $30,000and $5 million.
For small businesses that can demonstrate one of the above criteria for their last completed fiscal year, theministerial order establishes the following mitigation measures:

a full remission for a first pre-market submission or application;a 50% remission for all pre-market evaluation fees;a 25% remission for all fees for right to sell; anda 25% remission for all establishment licence fees.
Where a small business does not have a completed previous fiscal year, it must demonstrate that it meetsone of the above-mentioned criteria in its current/first fiscal year (taking into account the number ofemployees or annual gross revenues of any affiliates in their last completed fiscal year).
A remission will also be possible for the full amount of the fee payable for the examination of a new drugsubmission or for the examination of an application for a drug identification number if the submission orapplication relates to a drug that may be imported under subsection C.10.001(2) of the Food and DrugRegulations for an urgent public health need. The remission will be granted if the drug, which must have acomparable dosage form, also has the same medicinal ingredient, strength and route of administration asthe drug that may be imported under subsection C.10.001(2). No such drug, however, must already beapproved for sale or have a drug identification number assigned to it.
The current remission granted to human drug or device manufacturers who have received an authorizationin relation to a General Council Decision under section 21.04 of the Patent Act (i.e. Canada Access toMedicine Regime) is continued under this ministerial order.
With regard to the drug establishment licence fees, new applicants and applicants for amendments to adda new building to a DEL will have their fees prorated for a portion of the Government of Canada fiscal yearin which they apply.
Performance standards and remission
All Health Canada fees will have appropriate performance standards that reflect the Department’s abilityto deliver its service(s) within a set time frame. These standards will be used to assess performance for thepurpose of calculating the performance standard remissions and will be outlined in detail in a documententitled Performance Standards for the Fees in Respect of Drugs and Medical Devices Order. Thisdocument was published by the Government of Canada and dated November 22, 2018. In a case where anapplicable performance standard has not been met, the Minister will be required to remit 25% of theapplicable fee. Performance standards are incorporated by reference into the ministerial order using theauthorities under the Statutory Instruments Act.
Health Canada joint and parallel reviews with other regulatory agencies will be exempt from theapplication of the performance standard remissions. Medical device combination reviews where themedical device includes a drug component and a decision has been made to issue or amend (or refuse to

Canada Gazette, Part 2, Volume 153, Number 11: Fees in Respect of D... http://gazette.gc.ca/rp-pr/p2/2019/2019-05-29/html/sor-dors124-eng.html

40 de 45 4/6/2019 7:19 p. m.



issue or amend) a medical device licence will also be exempt from the application of performance standardremissions.
Remissions for missed performance standards will also apply in a case where the person has alreadyreceived a small business remission. For example, in cases where a company receives a remission of 50%as a result of a small business remission, the performance standard remission would be 25% of theremaining 50% of the fee payable.
Coming into force
The ministerial order will come into force on the day on which the Veterinary Drug Evaluation FeesRegulations are repealed, unless it is registered at a later date. The repeal of those Regulations comes intoforce on April 1, 2020.
Rationale
The ministerial order is aligned with the Government’s recent commitments on fees in Budget 2017.Establishing a new cost recovery framework ensures fairness for Canadian taxpayers by supporting abetter balance between tax-based funding and fees where there is a private benefit. Revenues from feesassist Health Canada to continue to meet its internationally aligned performance standards, in turnsupporting timely access to drugs and medical devices, thus benefiting consumers and industry.
In the spirit of regulatory cooperation, the new cost recovery framework aims to align with the rules ofCanada’s key trading partners to the greatest extent possible. A modern and internationally comparablecost recovery system will alleviate pressure on a strained system and support Health Canada inmaintaining performance standards in a manner that is fair to taxpayers. Some comparable regulators inthe G-20 currently charge 100% of regulatory costs to industry, while Health Canada only charges 43%.Fee setting via a ministerial order should help Health Canada keep up to date on adjusting fees to reflectregulatory costs.
Accountability principles are preserved under the new fee regime. The FDA requires that the Ministerconsult stakeholders prior to fixing fees. Under the FDA, a fee fixed for a service may not exceed the cost toGovernment of providing the service. The new fee regime maintains a financial accountability for missedperformance standards by remitting fees under the new authorities. The new cost recovery regime alsocontinues to include fee mitigation measures and introduces an annual adjustment of fees in accordancewith the consumer price index.
Cost-benefit analysis
The Canadian market
Canada is the ninth-largest market for drugs and the eighth-largest market for medical devices in theworld, representing just over 2.4% of a global market worth approximately US$1 trillion in 2017. In 2015,the Canadian market was estimated to be worth US$24.3 billion ($6.2 billion in medical devices, $3 billionin over the counter medicines, $10.8 billion in prescription patented medicines, and $4.3 billion in genericprescription medicines).
The vast majority of drugs and medical devices sold in Canada are imported from other countries. Forinstance, Canadian-manufactured generic pharmaceuticals make up just 20.4% of the Canadian market,while Canadian manufactured brand name and innovator pharmaceuticals make up only 8.8% of theCanadian market. Similarly, the Canadian-manufactured medical devices make up just 20% of theCanadian market.
A report published by the Patented Medicines Price Review Board (PMPRB) indicates that Canada isgenerally the fifth market (following the United States, Sweden, Germany and the United Kingdom) inwhich new active substances (NASs) are launched.
The fee model
The Government of Canada provides services and regulatory activities that benefit a specific group abovethe benefit that the general taxpayer receives. One of the key principles behind cost recovery is that, insuch cases, the group receiving the additional benefit is expected to pay at least a portion of the costs ofthese services and activities in the form of fees.
Costs
Price elasticity and passing costs to consumers

The impact of the increase in fees on the price paid by both public and private payers is directly tied to
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price elasticity. For NASs, the prices of which are set by the PMPRB, it is likely that the regulatory costswill be absorbed by the industry. In the case of generics and biosimilar drugs, regulatory costs are morelikely to be passed on to consumers depending on the level of competition in the product category.
However, in both cases, there are externalities that need to be accounted for. For patented medicines,regulatory changes to the PMPRB framework are designed to protect Canadians from excessive prices forpatented medicines. Meanwhile, in the case of generics, a new five-year agreement announced by the Pan-Canadian Pharmaceutical Alliance and the Canadian Generic Pharmaceutical Association came into effecton April 1, 2018. The Agreement should facilitate price reductions of nearly 70 of the most commonlyprescribed drugs by between 25% and 40%. Price caps such as the two examples above may limitindustry’s ability to pass increased regulatory costs onto payers leaving industry more likely to absorbthese costs.
For medical devices, there is no one body that sets prices and it is likely that regulatory costs would bepassed on to payers when the likelihood of product substitution is low, but absorbed by industry when thelikelihood of product substitution is high.
Decision not to market in Canada

It is conceivable that there may be situations in which the fees could undermine the commercial viability ofa product. In such instances, industry may decide not to market the product in Canada. As a result,Canadians may be denied access to that product.
The likelihood of this scenario is lessened by the limited price sensitivity of some medical devices andhuman drugs, which have more unique characteristics than most traditional consumer goods.
Another reason the increase in fees may not influence the decision to market in Canada is that theCanadian market is expected to remain lucrative given the rising demand in the near to mid future due toaging populations. Consequently, despite an increase in fees, the margins on new products shouldcontinue to be competitive vis-à-vis global markets.
Indeed, despite Canada’s current lower fees and competitive performance standards, industry rarelylaunches products in Canada first. As noted, industry comes to Canada fifth, on average, which is mostlikely related to the way pricing is currently set by the PMPRB, and due to corporate limitations to launchproducts in multiple jurisdictions simultaneously.
Health Canada maintains various mechanisms to ensure that products may still be brought into thecountry if there is a need. These mechanisms are the Special Access Programme and certain provisions inthe Food and Drug Regulations that permit the importation of drugs when necessary to meet an urgentpublic health need.
Overall, it is expected that in the vast majority of cases, the increase in fees would not affect the availabilityof products on the Canadian market.
Benefits
Reduced burn rates and opportunity costs

Research and development costs for new patented medicines are high. Citing a Tufts University study andsubsequent updates, Innovation, Science and Economic Development Canada indicated that research anddevelopment (R&D) costs per drug averaged US$1.4 billion over a 12–13 year period.
Full costing (amortization of research failures and opportunity cost of capital) raised the average costs toan estimated US$2.6 billion. However, these figures for the cost and length of development arecontroversial and have often been disputed. In fact, their actual value may be as much as 80% lower.
According to the fourth in a series of comprehensive compound-based analyses of the costs of new drugdevelopment, the estimated total out-of-pocket and capitalized R&D costs per new drug were $1.4 billionand $2.6 billion in 2013 U.S. dollars, respectively. Examining R&D costs over the entire product anddevelopment life cycle increased the out-of-pocket cost per approved drug to $1.9 billion, and thecapitalized cost, to $2.9 billion. When compared to the results of the previous study in the series, totalcapitalized costs were shown to have increased at an annual rate of 8.5% above general price inflation.
The costs of developing generics are less contentious. The Canadian Generic Pharmaceutical Associationsuggests that bringing a generic product to the Canadian market costs somewhere in the range of $3.5million and takes three to six years. This includes the costs for bio-equivalence studies, development andregulatory approval.
This new modernized cost recovery regime helps support Health Canada’s ability to produce timelierregulatory decisions. Timelier regulatory decisions are expected to benefit industry in terms of reducedburn rate (the rate at which a company spends money in excess of income) and lower opportunity cost (the
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benefit that a company could have received had it pursued another option). For example, the sooner atherapeutic product manufacturer receives a negative regulatory decision, the sooner the manufacturercan decide to terminate or change its approach to product development, thereby allowing it to cut its lossesand redeploy its resources earlier. Alternatively, if the regulatory decision proves to be favourable, themanufacturer can bring that product to market and generate revenues earlier.
As an example, the PMPRB reports that of 210 NASs brought to Canada between 2009 and 2014, sales atthe individual drug level of the top 30 NASs exceeded $250 million per year, while the sales at the low endrepresented drug sales worth $25 million. More timely regulatory decisions would allow the marketauthorization holders of these products to access the market sooner and recoup their development andregulatory costs earlier.
Prior to the ministerial order, Health Canada was only required to meet its approval timelines on acumulative average basis. That is to say, the average of all of Health Canada’s approvals in a given categorywas required to meet the performance standard. If Health Canada failed to meet this requirement, feeswere reduced for the subsequent year. Under the ministerial order, Health Canada is required to meet itsstandards in each case or apply a fee remission to the affected company.
Consultation
In April 2017, Health Canada communicated its intent to update fees and began its engagement processwith stakeholders. Industry associations from various sectors were engaged. These sectors includedmedical devices, disinfectants, generic drugs, biosimilar drugs, innovator/biological drugs, over-the-counter (non-prescription) drugs, radiopharmaceutical drugs and veterinary drugs. A number ofindividual companies were also engaged.
Health Canada also undertook a number of stakeholder engagement events. These events included thefollowing:

industry bilateral meetings;cost recovery renewal initiative stakeholder WebEx;information session;information clarification session;sector-specific sessions — fee proposal; andsector session calls — revised fee proposal.
A report including stakeholder feedback received throughout the consultations and the responses fromHealth Canada will be published on the Health Canada website.
Fee proposal — October 11, 2017
On October 21, 2017, Health Canada published a notice of intent to consult in the Canada Gazette, Part I,on Health Canada’s Fee Proposal for Drugs and Medical Devices and informed all licence and drugidentification holders of the consultations. In addition, Health Canada posted its fee proposal on theDepartment’s website on October 11, 2017. At the time, a costing companion document was also madeavailable by the Department.
Industry associations from the following sectors were engaged: medical devices, disinfectants, genericdrugs, biosimilar drugs, innovator/biological drugs, over-the-counter (non-prescription) drugs,radiopharmaceutical drugs and veterinary drugs. Stakeholders actively participated in the consultationprocess.
The main concerns raised during the consultation process and summarized below included the magnitudeof the fee increases, the lack of staggered implementation and the proposed approach to small business:

Fee setting and timing of implementation: Stakeholders generally supported Health Canada’s needto update fees and recognized that current fees were out of date. However, many were concernedwith how much the fees were increasing and the potential negative impacts on the financial growth ofcompanies, especially with respect to the fee for right to sell.Costing: Several stakeholders expressed concern regarding Health Canada’s costing methodologyand perceived lack of transparency. Stakeholders established that they wanted more clarity on howcosts were calculated.Small business mitigation measures: Stakeholders welcomed Health Canada’s position to considerthe needs of small business. However, some stakeholders were concerned with the impact ofeliminating the current mitigation measures under the Fees in Respect of Drugs and MedicalDevices Regulations.
Revised fee proposal — May 24, 2018
The input received by stakeholders during this consultation process was instrumental to the developmentof a revised fee proposal. The revised fee proposal included the following measures to address stakeholder
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concerns:
phased-in implementation limiting the amount by which a fee can increase in any given year;reduced fee-setting ratios; andexpansion of small business mitigation measures to all fee lines, added mitigation measures forpublicly funded health care institutions, and pro-ration of the DEL fee for new applicants.

Spring 2018 feedback process
The revised fee proposal was published on Health Canada’s website on May 24, 2018. Health Canada helda WebEx for stakeholders on June 1, 2018. In addition, stakeholders were also invited to submit feedbackon the revised proposal from May 24, 2018, to June 14, 2018.
In the May 2018 revised proposal, the same DEL fees were applied to both human and veterinary drugestablishments. However, some of these fee increases were perceived as too large by veterinarystakeholders since veterinary drugs were not part of the previous cost recovery fee update in 2011. Thisview was compounded by concerns regarding additional regulatory requirements on industry to conformto the new Regulations Amending the Food and Drug Regulations (Veterinary Drugs — AntimicrobialResistance).
In response to industry concerns, targeted reductions and an extension of the phase-in period from four toseven years have been granted for DEL fees through the ministerial order for establishments that only dealwith veterinary products.
“One-for-One” Rule
This ministerial order is not expected to introduce a new administrative burden on business.
Small business lens
Health Canada’s approach to fee mitigation is focused on facilitating Canadians’ access to products inorder to help them maintain and improve their health. Companies that meet the definition of a smallbusiness under the ministerial order qualify for significant fee remissions and will pay between 25% and50% less than other companies. All “first-time” pre-market evaluation submissions or applications bysmall businesses will qualify for a full remission of their evaluation fees.
Additional mitigation measures being proposed include an exemption from the application of theministerial order for all publicly funded health care institutions, and a remission of fees for submissionsconcerning drugs that may be imported for an urgent public health need, as well as for quarterly pro-ratedDEL fees for new applicants.
Implementation, enforcement and service standards
A communication strategy will include notices to stakeholders regarding the revised fees, as well asupdated guidance documents for stakeholders and posting on Health Canada’s website. Revised fees willbe posted in the fall of each year, reflecting adjusted fees based on the consumer price index.
With respect to enforcement, if a person fails to pay a fee, then the fee payable will become a debt owing tothe Crown, which would be collected in accordance with standard practices. The Minister also has theauthority to withhold or withdraw a service or a right or privilege from any person who fails to pay thefixed fee. Regarding small business remissions, the Minister will have the ability to request additionalinformation to assess whether the company qualified as a small business at the time of filing theirsubmission or other required material. Where the additional information is not provided within 60 days,or the Minister determines that the person did not qualify as a small business at the time of their filing, theapplicable fee has to be paid in full, with interest from the date of the initial filing.
With respect to performance standards, Health Canada has consulted both fee-paying and non–fee-payingstakeholders. For each fee, Health Canada has identified a performance standard that reflects the level ofservice that can be expected.
Performance standards will not only be the expected level of service, but will become a servicecommitment, with remission consequences applied if standards are missed. Public performance reportingon performance standards, remissions, costs and revenues will continue through the appropriatemechanisms as directed by the Treasury Board Secretariat.
Contact
Bruno RodrigueOffice of Legislative and Regulatory ModernizationPolicy, Planning and International Affairs Directorate
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Health Products and Food BranchHealth CanadaHolland Cross, Tower A, Suite 14, Ground Floor11 Holland AvenueOttawa, OntarioK1A 0K9Address locator: 3000AEmail: hc.lrm.consultations-mlr.sc@canada.ca

Canada Gazette, Part 2, Volume 153, Number 11: Fees in Respect of D... http://gazette.gc.ca/rp-pr/p2/2019/2019-05-29/html/sor-dors124-eng.html

45 de 45 4/6/2019 7:19 p. m.



Canada Gazette, Part 2, Volume 153, Number 11:
Regulations Amending and Repealing Certain
Regulations Made Under the Financial Administration
Act
Canada Gazette, Part II, Volume 153, Number 11
Registration
SOR/2019-134 May 10, 2019
FINANCIAL ADMINISTRATION ACT
P.C. 2019-483 May 9, 2019
Her Excellency the Governor General in Council, on the recommendation of the Treasury Board and the
Minister of Health, pursuant to subsection 19(1) and section 19.1footnote a of the Financial AdministrationAct, and, considering that it is no longer in the public interest to remit certain debts but that it is otherwisein the public interest to remit other debts, subsection 23(2.1) of that Act, makes the annexed RegulationsAmending and Repealing Certain Regulations Made Under the Financial Administration Act.
Regulations Amending and Repealing Certain RegulationsMade Under the Financial Administration Act
Fees in Respect of Drugs and Medical Devices Regulations
1 The title of the Fees in Respect of Drugs and Medical Devices Regulations is replaced bythe following:
Fees in Respect of Dealer’s Licences Regulations
2 Section 1 of the Regulations and the headings before it are repealed.
3 The heading before section 2 of the Regulations is repealed.
4 Subsection 2(1) of the Regulations is replaced by the following:
Purpose — fees
2 (1) The purpose of these Regulations is to prescribe the fees for the examination of an application for, orthe renewal of, a dealer’s licence under Part G of the Food and Drug Regulations or under the NarcoticControl Regulations.
5 Section 3 of the Regulations and the heading before it are repealed.
6 The heading before section 4 of the Regulations is repealed.
7 The headings before section 5 and sections 5 to 28 of the Regulations are repealed.
8 The headings before section 29 of the Regulations are repealed.
9 (1) The portion of subsection 29(1) of the Regulations before the first definition isreplaced by the following:
Definitions
29 (1) The following definitions apply in sections 30, 31 and 33.
(2) Subsection 29(2) of the Regulations is replaced by the following:
Words and expressions
(2) Unless the context otherwise requires, all other words and expressions used in sections 30, 31 and 33have the meaning assigned to them by the Controlled Drugs and Substances Act, Part G of the Food andDrug Regulations or the Narcotic Control Regulations.
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10 The heading before section 30 of the Regulations is repealed.
11 (1) The portion of section 30 of the Regulations before paragraph (a) is replaced by thefollowing:
Non-application — applicants
30 (1) These Regulations do not apply to
(2) Section 30 of the Regulations is amended by adding the following after subsection (1):
Non-application — drug for veterinary use only
(2) These Regulations do not apply to a drug that is for veterinary use only.
12 The heading before section 31 of the Regulations is repealed.
13 Subsection 31(2) of the Regulations is replaced by the following:
Remission
(2) Subject to subsection 33(2), if the fee is greater than an amount equal to 1% of the applicant’s actualgross revenue from activities conducted under a dealer’s licence during the previous calendar year,remission is granted of the difference between those amounts if the applicant provides with theirapplication a statement signed by the individual responsible for the applicant’s financial affairs that setsout the actual gross revenue.
14 Section 32 of the Regulations is repealed.
15 The headings before section 34 and sections 34 to 53 of the Regulations are repealed.
16 Schedules 1 to 7 to the Regulations are repealed.
Repeals
17 The following Regulations are repealed:

a) the Authority to Sell Veterinary Drugs Fees Regulations;b) the Veterinary Drug Evaluation Fees Regulations; andc) the Establishment Licensing Fees (Veterinary Drugs) Regulations.
Transitional Provisions
18 The Veterinary Drug Evaluation Fees Regulations, as they read immediately before theday on which the Regulations Amending and Repealing Certain Regulations Made Underthe Financial Administration Act come into force, continue to apply in respect of anapplication submitted under subsection 16(2) of the Veterinary Drug Evaluation FeesRegulations before that day.
19 The Establishment Licensing Fees (Veterinary Drugs) Regulations, as they readimmediately before the day on which the Regulations Amending and Repealing CertainRegulations Made Under the Financial Administration Act come into force, continue toapply in respect of

(a) a fee whose payment is deferred under subsection 12(2) of the EstablishmentLicensing Fees (Veterinary Drugs) Regulations to a day that is on or after that day;and(b) a remission referred to in section 11 of the Establishment Licensing Fees(Veterinary Drugs) Regulations.
20 The Fees in Respect of Drugs and Medical Devices Regulations, as they readimmediately before the day on which the Regulations Amending and Repealing CertainRegulations Made Under the Financial Administration Act come into force, continue toapply in respect of

(a) a fee whose payment is deferred under subsection 9(1), section 10 orsubsection 17(4), 35(4), 43(1), 48(3) or 51(4) of the Fees in Respect of Drugs andMedical Devices Regulations to a day that is on or after that day; and(b) a remission referred to in section 11, subsection 17(2), section 44 orsubsection 51(2) of the Fees in Respect of Drugs and Medical Devices Regulations.
Coming into Force
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21 These Regulations come into force on April 1, 2020, but if they are registered after thatday, they come into force on the day on which they are registered.
REGULATORY IMPACT ANALYSIS STATEMENT
(This statement is not part of the Regulations.)
Issues
Recent amendments to the Food and Drugs Act (FDA) were made through the Budget ImplementationAct, 2017, No. 1 (BIA), and gave the Minister of Health (the Minister) the authority to fix, by ministerialorder, fees for activities and products that are regulated under the FDA (e.g. human and veterinary drugsas well as medical devices). These amendments allow Health Canada (the Department) to modernize itscurrent fee regime for recovering costs for regulatory activities related to these products. Currently, thesefees are set out in four sets of regulations that have been made under the Financial Administration Act(FAA):

(1) Fees in Respect of Drugs and Medical Devices Regulations;(2) Authority to Sell Veterinary Drugs Fees Regulations;(3) Veterinary Drug Evaluation Fees Regulations; and(4) Establishment Licensing Fees (Veterinary Drugs) Regulations.
In order to implement this new fee regime, the Fees in Respect of Drugs and Medical Devices Regulationsmust be repealed in part and amended. The following regulations must be repealed in their entirety: theAuthority to Sell Veterinary Drugs Fees Regulations, the Veterinary Drug Evaluation Fees Regulationsand the Establishment Licensing Fees (Veterinary Drugs) Regulations.
The new fee regime will apply as of April 1, 2020. However, transitional provisions are needed to allow forthe continuation of existing fee deferrals and remissions past the repeal of the deferrals and the cominginto force of the ministerial order.
Background
Health Canada regulates the safety, efficacy and quality of health products. Since 1995, the Departmenthas been charging fees in accordance with the above-mentioned FAA regulations for certain services andactivities related to the regulation of health products (including pharmaceutical and biologic drugs,medical devices and veterinary drugs) under the FDA. These fees apply to such activities as pre-marketregulatory reviews, the ongoing surveillance of products once they are on the market, the examination ofdrug establishment licence applications and the inspection of drug establishments conducting regulatedactivities.
Health Canada last updated its fees relating to human drugs and medical devices in 2011, based on 2007costs. Fees for veterinary drugs were implemented in stages between 1995 and 1998, and have not beenupdated since that time. Prior to 2017, fees relating to therapeutic products could only be changed througha regulation made by the Governor in Council that met requirements found under the former User FeesAct. This process took several years. As a result, Health Canada’s fees for activities/services related todrugs (human/veterinary) and medical devices were not able to keep up to date with the evolving costsassociated with these activities/services. As a consequence, Health Canada’s fees for drugs and medicaldevices no longer reflect current costs to the Department, nor are they well aligned with fees charged byregulatory partners. This means that the portion of the costs covered by fee payers has decreased overtime, with the remaining costs being paid by Canadian taxpayers.
In 2017, amendments made to the FDA through the BIA provided the Minister with the authority to fixfees through a ministerial order. These amendments require the Minister to consult stakeholders prior tofixing fees, they prohibit fees from exceeding the cost of providing a service, and they exempt these feesfrom the requirements of the Service Fees Act (formerly the User Fees Act).
By being able to set fees through a ministerial order under the FDA, the Minister now has the flexibility toset and adjust fees in a timely way so that they better reflect actual costs and allow Health Canada to moreeffectively deliver its regulatory programs.
While the Department can set fees under the FDA in a timely manner, all fee updates and revisions willcontinue to respect transparency and accountability principles, including provisions for financialconsequences for not meeting performance standards and annual reporting.
Objectives
Amendments to the Fees in Respect of Drugs and Medical Devices Regulations and the repeal of theAuthority to Sell Veterinary Drugs Fees Regulations, the Veterinary Drug Evaluation Fees Regulationsand the Establishment Licensing Fees (Veterinary Drugs) Regulations, all of which fall under the FAA,
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will provide clarity to stakeholders on which set of fees are in force and prevent duplicative fees.Establishing transitional provisions will also allow for the continuation of existing fee deferrals andremissions past the implementation of the ministerial order. Ultimately, stakeholders will be subject to thefees fixed by a new ministerial order under the FDA.
Description
The Fees in Respect of Drugs and Medical Devices Regulations will be repealed in part and amended. Theprovisions that remain will be those that relate to the fees for dealer’s licences that are issued under theNarcotic Control Regulations and Part G of the Food and Drug Regulations, both of which fall under thepurview of the Controlled Drugs and Substances Act (CDSA). As these FAA fees relate to activitiesgoverned under the CDSA, they cannot be prescribed through ministerial orders under the FDA. Also, thename of the Fees in Respect of Drugs and Medical Devices Regulations will be changed to “Fees inRespect of Dealer’s Licences Regulations,” which more accurately reflects the fact that the remainingprovisions under the FAA only cover fees with regard to dealer’s licences governed under the CDSA.
The Authority to Sell Veterinary Drugs Fees Regulations, the Veterinary Drug Evaluation FeesRegulations and the Establishment Licensing Fees (Veterinary Drugs) Regulations will be repealed intheir entirety.
Through the establishment of transitional provisions, the application of regulations that deal with feedeferrals and remissions will continue. As an example, if a company qualifies for a fee deferral inFebruary 2020, the deferral will continue to apply past the repeal of the deferral and the coming into forceof the ministerial order. These transitional provisions will allow for the deferral and any requirementsassociated with it to continue to apply once the ministerial order comes into force.
The partial repeal and amendments to the Fees in Respect of Drugs and Medical Devices Regulations, therepeal of the Authority to Sell Veterinary Drugs Fees Regulations, the Veterinary Drug Evaluation FeesRegulations, and the Establishment Licensing Fees (Veterinary Drugs) Regulations, and the respectivetransitional provisions will come into force on April 1, 2020, the same day that the ministerial order comesinto force.
“One-for-One” Rule
The “One-for-One” Rule applies since three regulations are repealed; as a result, three titles are counted“out” under the Rule.
Small business lens
The small business lens does not apply, as these regulatory amendments do not impose any costs onbusinesses.
Consultation
Between October 2017 and June 2018, the Department conducted extensive consultations with affectedstakeholders on the new cost recovery proposal to be set by ministerial order. It proposed changes to thefees for human/veterinary drugs and medical devices, fee mitigation strategies, financial consequencesprovisions for when performance does not meet set performance standards, and annual fee adjustmentstied to the consumer price index. Consultations ranged from WebEx presentations, sector-specific face-to-face sessions, and teleconferences. In October 2017, the Department published an initial consultationdocument to seek stakeholder feedback. In May 2018, a revised proposal responding to reactions fromstakeholders was published to seek additional feedback. All stakeholder comments resulting from theseextensive consultations have been considered. The Regulatory Impact Analysis Statement accompanyingthe ministerial order replacing the repealed regulations explains this further.
Rationale
The Fees in Respect of Drugs and Medical Devices Regulations must be repealed in part and amended andthe Authority to Sell Veterinary Drugs Fees Regulations, the Veterinary Drug Evaluation FeesRegulations, and the Establishment Licensing Fees (Veterinary Drugs) Regulations must be repealed inorder to avoid the duplication of fees, and to provide clarity to stakeholders on which set of fees are inforce, once the Department’s new fees under the ministerial order are made. Transitional provisions arealso necessary to allow for the continuation of existing fee deferrals and remissions at or after the time ofthe repeal.
Contact
Bruno RodriguePolicy, Planning and International Affairs Directorate
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Health Products and Food BranchHealth CanadaHolland Cross, Tower A, Suite 14, Ground Floor11 Holland AvenueOttawa, OntarioK1A 0K9Address locator: 3000AEmail: hc.lrm.consultations-mlr.sc@canada.ca
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