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Foreword
Guidance documents are meant to provide assistance to industry and health care professionals
on how to comply with governing statutes and Food and Drug Regulations. Guidance
documents also provide assistance to staff on how Health Canada mandates and objectives
should be implemented in a manner that is fair, consistent and effective.
Guidance documents are administrative instruments not having force of law and, as such, allow
for flexibility in approach. Alternate approaches to the principles and practices described in this
document may be acceptable provided they are supported by adequate justification. Alternate
approaches should be discussed in advance with the relevant program area to avoid the
possible finding that applicable statutory or regulatory requirements have not been met.
As a corollary to the above, it is equally important to note that Health Canada reserves the right
to request information or material, or define conditions not specifically described in this
document, in order to allow the Department to adequately assess the safety, efficacy or quality
of a drug. Health Canada is committed to ensuring that such requests are justifiable and that
decisions are clearly documented.
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50

1. Introduction

51
52
53
54
55
56
57

When Health Canada authorizes a drug to be marketed in Canada, a Drug Identification Number
(DIN) is issued to the manufacturer and printed on the package labels. A DIN indicates that the
evaluation of the drug determined that it met the relevant requirements of the Food and Drug
Act and its regulations and the drug has a favourable risk/benefit profile. Manufacturers of
prescription and non‐prescription drugs must obtain a DIN before they are marketed in Canada.
Market authorization of a drug may require the additional issuance of a Notice of Compliance
(NOC).

58
59
60
61
62

The DIN assigned to a drug is unique and serves as a tool to help in the post‐market activities of
products on the market, such as product identification and verification by health care
professionals, recall of products, inspections, and quality monitoring. While the authorization of
a drug includes the issuance of a DIN to the manufacturer, the DIN is the property of Health
Canada.

63

2. Purpose

64

This guidance document provides:

65
66
67
68
69
70

1. assistance on the interpretation of the regulatory requirements associated with a DIN
2. guidance to manufacturers on their obligation to accurately report to Health Canada the
following notifications for a change of drug status within the required timelines:
 Market notification
 12 months without sale notification
 Discontinuation of sales notification

71

3. Scope

72
73
74

This guidance document applies to all drugs that have been issued a DIN (i.e., human and
veterinary drugs, biologics, disinfectants, and radiopharmaceuticals). This document is limited
to changes that impact the status of a DIN. This guidance covers the following activities:

75
76
77
78
79
80
81
82
83
84
85







DIN issuance by Health Canada to the manufacturer
Issuance of a revised Drug Notification Form by Health Canada to the manufacturer
Filing of market notifications by the manufacturer to Health Canada
Filing of 12 months without sale notifications by the manufacturer to Health Canada
Filing of discontinuation of sale notifications by the manufacturer to Health Canada

This document does not cover the following:






Filing requirements and management of drug submissions and applications
Reporting of adverse drug reactions
Reporting of potential or real drug shortages on the third party drug shortages website
User fees and fees for the right to sell drugs
Establishment licensing

Regulatory Requirements for Drug Identification Numbers (DINs) | 7

86
87
88
89
90





Products that have not been issued a DIN (i.e. medical devices, natural health products,
veterinary health products, pest control products, cosmetics, and experimental
treatments for human and animals, and cannabis for medical purposes regulated under
Part 14 of the Cannabis Regulations)
Annual drug notification process

91

4. Policy objectives

92
93

The policy objectives that guide the regulatory authority for activities relating to DIN issuance
and reporting to Health Canada include:

94
95
96
97




To protect the health and safety of Canadians from the sale of unsafe, and/or
unauthorized drugs
To provide Canadians with timely, reliable and accurate information on the availability
of drugs in Canada

98

5. Definitions

99

Annual Drug Notification Form (ADNF)

100
101
102
103
104
105

Form intended to assist manufacturers in complying with section C.01.014.5 of the Food and
Drug Regulations, which requires that every manufacturer of a drug confirms annually before
October 1st that all information previously supplied with regard to that drug is correct.


For more information on the ADNF, consult the Guidance Document – Fees for the Right
to Sell Drugs (https://www.canada.ca/en/health‐canada/services/drugs‐health‐
products/drug‐products/fees/guidance‐document‐fees‐right‐sell‐drugs.html).

106
107

Discontinue
When the manufacturer permanently stops the sale of the drug.

108
109
110

Discontinuation Date
If a manufacturer is marketing a drug and decides to permanently discontinue its sale, the date
of the discontinuation is the date of the last sale by the manufacturer.

111
112
113

If a manufacturer has temporarily stopped marketing a drug and then subsequently decides to
permanently discontinue its sale at a later date, the discontinuation date is the date on which
the decision to permanently discontinue the sale was made.

114
115

Drug, as defined Section 2 of the Food and Drugs Act
Includes any substance or mixture of substances manufactured, sold or represented for use in:

116
117
118
119

a) the diagnosis, treatment, mitigation or prevention of a disease, disorder, abnormal
physical state, or its symptoms, in human beings or animals,
b) restoring, correcting or modifying organic functions in human beings or animals, or
c) disinfection in premises in which food is manufactured, prepared or kept.
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120
121
122

Drug Identification Number (DIN)
A computer‐generated 8 digit number assigned by Health Canada to a drug upon market
authorization under subsection C.01.014.2 (1) of the Food and Drugs Regulations.

123
124
125

It identifies each drug under the Food and Drug Regulations, sold in a dosage form in Canada,
and is located on the package label of prescription and non‐prescription drugs that have been
evaluated and authorized for sale in Canada.

126

A DIN uniquely identifies the following characteristics:

127
128
129
130
131
132
133









Product Name
Manufacturer Name
Active Ingredient(s)
Strength of Active Ingredient(s)
Dosage Form
Route(s) of Administration
Species (for veterinary drugs only)

134
135
136
137

Drug Notification Form (DNF)
Form issued by Health Canada in accordance with section C.01.014.2 (1) of the Food and Drug
Regulations that contains the DIN assigned for a drug, as well as some of the information
included in the drug submission.

138
139
140
141

In accordance with section C.01.014.3 of the Food and Drug Regulations, the manufacturer
must, within 30 days after the day on which the drug is first sold, date and sign the completed
DNF and return it to Health Canada with a statement it that the information it contains is
correct and with an indication of the date of that first sale.

142
143

Expiration Date of Drug in Dosage Form
Means the earlier of:

144
145
146




the last date a drug would maintain its labelled potency, purity and physical
characteristics, or
the date after which the manufacturer recommends that the drug not be used

147

The expiration date should be expressed at a minimum as a year and a month.

148
149

Label
Includes:

150
151
152
153
154
155
156
157










Labels affixed to the container or packaging of the drug
Any separate package inserts
Prescribing Information
Fact sheets
Consumer information/patient medication information (i.e., patient leaflets)
Patient diaries,
Product Monograph, or
Other material containing information specific to the drug
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158
159

Package labels generated by the manufacturer may be included in the packaging or supplied to
the consumer at the time of dispensing.

160
161
162

Lot Number
Any combination of letters, figures, or both, which can be used to trace a drug being
manufactured and/or in distribution.

163
164
165
166
167

Manufacturer
The person, including an association or partnership, who under their own name, or under a
trade, design or word mark, trade name or other name, word or mark controlled by them,
markets a drug. This is the person or company, to which the DIN is issued. For the purpose of
this guidance document, manufacturer may include an agent authorized to act on their behalf.

168
169
170

Market Notification
Notification sent by the manufacturer to Health Canada to report the date of first sale pursuant
to section C.01.014.3 of the Food and Drug Regulations.

171
172

New Drug, as defined in Part C, Division 8, of the Food and Drug Regulations
Means a drug, other than a veterinary health product,

173
174
175
176
177
178
179
180
181
182
183
184
185
186

a) That contains or consists of a substance, whether as an active or inactive ingredient,
carrier, coating, excipient, menstruum or other component, that has not been sold as a
drug in Canada for sufficient time and in sufficient quantity to establish in Canada the
safety and effectiveness of that substance for use as a drug
b) That is a combination of two or more drugs, with or without other ingredients, and that
has not been sold in that combination or in the proportion in which those drugs are
combined in that drug, for sufficient time and in sufficient quantity to establish in
Canada the safety and effectiveness of that combination and proportion for use as a
drug, or
c) With respect to which the manufacturer prescribes, recommends, proposes or claims a
use as a drug, or a condition of use as a drug, including dosage, route of administration,
or duration of action and that has not been sold for that use or condition of use in
Canada, for sufficient time and in sufficient quantity to establish in Canada the safety
and effectiveness of that use or condition of use of that drug.

187
188
189

Notice of Compliance
A notice issued under section C.08.004 or C.08.004.01 of the Food and Drug Regulations to a
manufacturer following the satisfactory review of a drug submission for a New Drug.

190
191
192

Private Label
Label of an authorized non‐prescription drug sold under the name of a retail store that is
neither the manufacturer nor the fabricator of the drug.

193

6. Guidance for implementation

194

6.1 DIN issuance

195
196

Once a drug has been authorized for sale in Canada, Health Canada issues a DIN under Part C,
Division 1 of the Food and Drug Regulations which permits the manufacturer to market the
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197
198
199

drug in Canada. For drugs that meet the definition of a new drug under Part C, Division 8 of the
Food and Drug Regulations, the drug is required to have a Notice of Compliance (NOC) in
addition to a DIN in order to be authorized for sale in Canada.

200
201
202
203

Prior to June 13, 2018, Schedule C drugs (radiopharmaceuticals) received only an NOC and no
DIN. Since the amendments to the Food and Drug Regulations that came into force on June 13,
2018, manufacturers of previously authorized Schedule C drugs have been required to submit
an application for a DIN.

204
205
206
207
208



For more information on the issuance of DINs for Schedule C Drugs, refer to the
Guidance Document: Drug Identification Numbers for Schedule C Drugs
(Radiopharmaceuticals and Kits) (https://www.canada.ca/en/health‐
canada/services/drugs‐health‐products/drug‐products/applications‐
submissions/guidance‐documents/drug‐identification‐numbers‐schedulec.html).

209
210
211

The DIN is issued in the form of a Drug Notification Form (DNF). The DNF contains, in addition
to the DIN, information that is specific to the drug as it has been authorized by Health Canada.
DNFs are sent by email directly to the manufacturer by Health Canada.

212

6.1.1 The timing of DIN issuance

213

6.1.1.1 New DINs

214
215
216

For manufacturers seeking authorization for a drug for human use under Part C, Division 8 of
the Food and Drug Regulations, the DIN is issued prior to issuance of the NOC, when all relevant
review streams are completed so that labelling material can be prepared in advance.

217
218

For manufacturers seeking authorization for a drug for veterinary use under Part C, Division 8 of
the Food and Drug Regulations, the DIN is issued to the manufacturer when the NOC is granted.

219
220
221

For manufacturers seeking authorization under Part C, Division 1 of the Food and Drug
Regulations for drugs for human or veterinary use, no NOC is granted. The DIN, in the form of a
DNF, represents the market authorization.

222

6.1.1.2 Revised Drug Notification Form

223
224
225

Any change to one or more of the drug characteristics as listed in the definition of a DIN (refer
to section 5) must be authorized before the DNF can be revised. A submission or application
seeking authorization for the proposed changes must be filed.

226
227
228
229
230

As a result, for subsequent changes to a drug authorized for human or veterinary use under
Part C, Division 8, the revised DNF with the same sequence of numbers as the original DIN is
issued to the manufacturer after the NOC is granted. If the authorization is granted, Health
Canada will issue either issue a new DNF with a new DIN or a revised DNF with the original DIN
(same sequence of numbers).

231
232
233
234

For subsequent changes to a drug for human or veterinary use authorized under Part C, Division
1 of the Food and Drug Regulations, a revised DNF with the same sequence of numbers as the
original DIN may be issued to the manufacturer. The DNF represents the market authorization,
since no NOC is granted for these drugs.
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235
236

The Table 1 below shows the specific changes to characteristics of a drug that would require
either the issuance a new DIN or a revised DNF.

237
238

Table 1 ‐ Issuance of new DIN versus revised DNF with the same sequence of numbers as
original DIN
Change in Characteristic

New DIN

Revised DNF with the same
sequence of numbers as original
DIN

Product Name



Manufacturer Name



Active Ingredient(s)



Strength of Active Ingredient(s)



Dosage Form



Route(s) of Administration



Species (for veterinary drugs only)

*


239

* Change in use areas for disinfectants; additional routes

240

6.1.2 Assignment of DIN according to product name

241
242
243

A product name for a drug is proposed by the manufacturer so that it may market and advertise
that drug. Health Canada reviews each product name as part of a drug submission or an
application before a drug is authorized for sale in Canada.

244
245
246
247
248
249
250
251
252
253
254
255
256
257
258



For information on the assessment of brand names for drug for human use, refer to:
o Guidance Document for Industry ‐ Review of Drug Brand Names
(https://www.canada.ca/en/health‐canada/services/drugs‐health‐
products/reports‐publications/medeffect‐canada/guidance‐document‐industry‐
review‐drug‐brand‐names.html)
o Frequently Asked Questions ‐ Guidance Document for Industry ‐ Review of Drug
Brand Names (https://www.canada.ca/en/health‐canada/services/drugs‐health‐
products/reports‐publications/medeffect‐canada/frequently‐asked‐questions‐
guidance‐document‐industry‐review‐drug‐brand‐names.html).

If a manufacturer wishes to market an authorized drug (i.e., a drug that already has been
assigned a DIN) under two or more product names, a separate DIN will be assigned for each
additional unique product name.


For more information on the filing of a submission for an additional product name for
drugs for human use, refer to the Frequently Asked Questions ‐ Guidance Document for
Industry ‐ Review of Drug Brand Names (https://www.canada.ca/en/health‐
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259
260
261
262
263
264



canada/services/drugs‐health‐products/reports‐publications/medeffect‐
canada/frequently‐asked‐questions‐guidance‐document‐industry‐review‐drug‐brand‐
names.html)
For information on the filing of a submission for an additional product name for
veterinary drugs, contact the Veterinary Drugs Directorate at hc.vdd.skmd.so‐
dgps.dmv.cp.sc@canada.ca.

265
266
267

A new DIN will not be issued if a manufacturer wishes to market an authorized non‐prescription
drug with retail specific branding, also known as private label (refer to section 5 for the
definition of private label), provided that the product name is the same.

268

An example of two products that would have the same DIN is provided in Table 2 below.

269

Table 2 ‐ Assignment of DINs for two drugs that have different retail branding

270
271
272
273
274
275
276
277
278
279
280

DIN

ZZZZZZZZ

ZZZZZZZZ

Product Name

Omeprazole

Omeprazole

Manufacturer Name

Drug Company

Drug Company

Retailer

Drug Store1

Drug Store2

Changes to an authorized label to include or modify retail specific branding elements (e.g.,
graphics, colour, and font, etc.) require a review and authorization by Health Canada before
they can be introduced on the market. As a result, a Submission and Information Policy Division
(SIPD) Notification will no longer be accepted for private labels.


For information on how to submit additional labels for an authorized drug non‐
prescription drug for human use, refer to section 5.9 of the Guidance Document:
Questions and Answers: Plain Language Labelling Food and Drug Regulations for Non‐
prescription Drugs (https://www.canada.ca/en/health‐canada/services/drugs‐health‐
products/drug‐products/applications‐submissions/guidance‐documents/guidance‐
document‐questions‐answers‐plain‐language‐labelling‐regulations‐non‐prescription‐
drugs‐contact‐lens‐disinfectants.html).

281

6.1.3 Issuance of multiple DINs to address safety issues

282
283
284
285

To support Health Canada's ongoing effort to prevent potentially serious dosing errors, Health
Canada may issue separate DINs for the same concentration but different dose volumes under
specific conditions, such as where the entire package represents one dose. This may apply to
pre‐filled pens and auto‐injectors of differing dose volumes.

286
287
288
289
290
291

Authorized New Drug Submissions and DIN Applications involving unit dose pre‐filled syringes
of the same concentration but offered in syringes of different total volumes will result in the
issuance of separate DINs for each of the available total volumes. For example, a product with a
strength of 10mg/ml that comes in a unit dose of 1ml in a prefilled syringe and also a unit dose
of 2ml would be assigned two DINs. Health Canada will deal with already marketed drugs on a
case‐by‐case basis.
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292

Future refinements to this policy may be necessary as a result of experience gained.

293

6.2 Drug statuses and the Drug Product Database

294
295
296
297
298

Once the DIN and/or the NOC are/is issued to the manufacturer, Health Canada publishes
information associated with the drug, including the DIN and the status of the drug on the Drug
Product Database (DPD). The status of a drug in the DPD is indicative of the availability of the
drug on the Canadian market. The manufacturer is required by the Food and Drug Regulations
to inform Health Canada of a change in the status of a drug.

299
300

Figure 1 ‐ displays the different statuses that may be assigned to a drug in the DPD. It shows the
general order from left to right of how the drug status may change over time.
Cancelled (Safety Issue)
Cancelled (Unreturned Annual)

Approved

Cancelled
(Pre‐Market)

Marketed

Dormant

Cancelled
(Post‐Market)

301
302
303

Figure 1: Possible statuses in general chronological order that may be associated with a drug
and that may appear in the DPD

304
305

Description of Figure 1: Possible statuses in chronological order that may be associated with a
drug and that may appear in the Online DPD

306
307
308
309

Figure 1 displays 5 statuses in chronological order. From left to right: Approved, Cancelled (Pre‐
Market), Marketed, Dormant, and Discontinued (Post‐Market). The statuses Cancelled (Safety
Issue) and Cancelled (Unreturned Annual) appear over the top of the chronology to indicate
that either of these two events may occur at any time after a DIN has been issued.

310

The description of each status is summarized below:

311
312
313
314
315
316
317
318
319
320
321
322
323








Approved: refers to a DIN that has been authorized for sale in Canada but has not yet
been marketed in Canada. The DIN is considered active.
Cancelled Pre‐Market: refers to a DIN that is cancelled before it was ever marketed in
Canada. The DIN is no longer considered active.
Marketed: refers to a DIN that is currently being sold in Canada. The DIN is considered
active.
Dormant: refers to a DIN that was previously marketed in Canada but for which there
have been no sales for a period of at least 12 consecutive months. The DIN is considered
active as the drug is still authorized for sale in Canada and could be marketed again.
Cancelled Post‐Market: refers to a DIN that is cancelled further to the discontinuation
of the sale by the manufacturer. The DIN is no longer considered active.

Cancelled (Safety Issue): refers to a DIN that is cancelled under the following paragraphs of the
Food and Drug Regulations. In all cases, the DIN is no longer considered active.
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324
325
326
327
328
329
330
331
332
333
334
335
336
337

Paragraph C.01.014.6 (2) (b) of the Food and Drug Regulations due to failure to
provide evidence regarding the safety and effectiveness of a drug, under section
C.01.013 of the Food and Drug Regulations
o Paragraph C.01.014.6 (2) (b) of the Food and Drug Regulations following the
suspension of a Notice of Compliance under section C.08.006
o Paragraph C.01.014.6 (3) (a) of the Food and Drug Regulations following the
failure to comply with the order issued under section 21.31 of the Food and
Drugs Act to conduct an assessment and provide the results
o Paragraph C.01.014.6 (3) (b) of the Food and Drug Regulations following the
examination of the results of an assessment provided in response to an order
issued under section 21.31 of the Food and Drugs Act
Cancelled (Unreturned Annual): refers to a DIN that is cancelled due to failure to
provide the Annual Drug Notification Form pursuant to paragraph C.01.014.6 (2) (a) of
the Food and Drug Regulations. The DIN is no longer considered active.
o



338

6.3 Market notification

339
340
341
342
343

As per section C.01.014.3 of the Food and Drug Regulations, the manufacturer has the
obligation to notify Health Canada when it first sells a drug that has been issued a DIN. A
manufacturer must submit a completed DNF to Health Canada within 30 days of first selling the
drug. The DNF must be filled out, signed, and dated. All pages of the DNF must be returned to
Health Canada.

344
345
346
347
348

If a manufacturer has been issued a revised DNF (refer to section 6.1.1.2 for more information
on revised DNF), it must notify Health Canada when it begins to market the drug with the
authorized change. A manufacturer must submit a completed DNF to Health Canada within 30
day of selling the drug with new changes. The DNF must be filled out, signed, and dated. All
pages of the DNF must be returned to Health Canada.

349

6.3.1 Completing the market notification

350

A market notification consists of:

351
352
353





A cover letter
A completed and signed DNF
Labelling material, when applicable (see Table 3)

354
355

The DPD will only be updated to show the status as Marketed when a market notification is
received and deemed accurate and complete.

356

The sections below outline for the manufacturer:

357
358




how to accurately complete the DNF
under which circumstances labelling material should be submitted

359

6.3.1.1 Part I of the Drug Notification Form

360
361
362
363

Part I of the DNF shows information currently contained in the DPD. It is the responsibility of
the manufacturer to verify the information on the DNF when it is received. If any inconsistency
is found in the contact information (i.e., mailing address, contact, telephone number, fax
number, email address) for the DIN holder; agent; or, listed importer(s), the manufacturer

Regulatory Requirements for Drug Identification Numbers (DINs) | 15

364
365

should cross out the incorrect information and fill in the appropriate space with the correct
information.

366
367
368

Changes to the company name of the DIN holder; brand name; dosage form; route of
administration; active ingredient(s); strength(s); and species (for veterinary drugs only) cannot
be made on the DNF. Instead, the manufacturer must file a new application or submission.

369

6.3.1.2 Part II of the Drug Notification Form

370
371

Part II of the DNF contains information provided by the manufacturer as part of the market
notification.

372

The following information must be provided in Part II:

373
374
375
376
377
378
379
380
381






Date the drug was first sold in Canada following:
o the initial authorization
o the authorization of a change and for which a revised DNF was issued; or
o a period of at least 12 consecutive months of no sales and for which a 12 months
without sale notification was submitted to Health Canada
Authorized official (title, signature):
o Any person designated by the manufacturer to act on behalf of the manufacturer
Date:
o Date the DNF was completed and signed

382

6.3.1.3 Providing labels with market notification

383

Under certain circumstances, labelling material is required as part of the market notification.

384
385
386
387

In 2014, the publication of the Regulations Amending to the Food and Drug Regulations
(Labelling, Packaging and Brand Names of Drugs for Human Use) (Plain Language Labelling
Regulations) repealed the requirements in the Food and Drug Regulations to submit copies of
marketed labels after a drug is available for sale.

388
389
390

As a result, to determine if a copy of the marketed labels should be submitted with a market
notification for a drug, as per the Plain Language Labelling Food and Drug Regulations, refer to
Table 3.

391

Table 3 ‐ When to provide marketed labels for a market notification
Date that the regulatory activity (e.g. NDS, DINA) was filed and
authorized by Health Canada
Before

Between

After

Drug Type

June 13, 2015

June 13, 2015 and June 13,
2017

June 13, 2017

Prescription

Yes

No

No

Administered or obtained
through a health care

Yes

No

No
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professional (Ethical)
Non Prescription

Yes

Yes

No

Disinfectant

Yes

Yes

Yes

Veterinary (Prescription
and Non‐Prescription)

Yes

No

No

392

6.4 Twelve months without sale notification ‐ dormant status

393
394
395
396
397

After a drug has been marketed, it is possible that there may be periods where the
manufacturer has not sold the drug. If any of these periods reaches 12 consecutive months, the
manufacturer is obligated under section C.01.014.71 and subparagraph C.01.014.5(1)(a)(ii) of
Food and Drug Regulations to report the period of no sales to Health Canada. The timing of
reporting a period of 12 months without a sale is outlined below in sections 6.4.1 and 6.4.2.

398
399
400

After a complete notification is received and processed, Health Canada updates the status of
the drug in the DPD to “Dormant”. A drug that is deemed Dormant is still authorized for sale in
Canada.

401
402

A manufacturer is required to report when 12 months have elapsed without a sale of its drug to
Health Canada when the following conditions are met:

403
404
405
406





the drug has received an NOC and/or a DIN
the drug has been marketed; and
the drug has not been sold on the Canadian market for a period of 12 consecutive
months

407
408
409
410
411
412
413

In the case of a drug with no sales due to low market demand (e.g. small patient populations), if
the manufacturer maintains an inventory of the drug, and the drug is still available for purchase
on the Canadian market (available for immediate use via hospital and retail pharmacies [i.e.,
the drug is physically on pharmacy shelves]), the manufacturer is still required to report the DIN
as Dormant as per section C.01.014.71 and subparagraph C.01.014.5(1)(a)(ii) of the Food and
Drug Regulations. The manufacturer however has the opportunity to indicate the situation
when they notify Health Canada.

414
415
416
417

However, in such circumstances, Health Canada may choose to keep the status of the DIN as
marketed in the DPD in order to avoid unintended impact on treatment plans. If there are some
sales, there is no obligation to notify under section C.01.014.71 or subparagraph
C.01.014.5(1)(a)(ii) of the Food and Drug Regulations.

418

6.4.1 Reporting 12 months without sale within 30 days

419
420
421
422

Manufacturers of all drugs are encouraged to report 12 months without sale within 30 days as
this will allow Health Canada as well as patients, health care practitioners, and other health
care stakeholders to have a clear and up to date picture of which drugs are available on the
Canadian market.
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423
424
425
426
427
428
429
430
431
432
433
434
435

However, manufacturers of the following drug types for human use are required under section
C.01.014.71 of the Food and Drug Regulations to submit a notification to Health Canada within
30 calendar days after a period of 12 consecutive months that a drug has not been sold on the
Canadian market by the manufacturer:





Drugs included in Schedules I, II, III, IV or V to the Controlled Drugs and Substances Act
(http://laws‐lois.justice.gc.ca/eng/acts/C‐38.8/)
Prescription drugs (https://www.canada.ca/en/health‐canada/services/drugs‐health‐
products/drug‐products/prescription‐drug‐list/list.html)
Drugs listed in Schedules D and C to the Act (http://laws.justice.gc.ca/eng/acts/F‐27/)
Drugs that may be sold without a prescription, but are administered only under a
practitioner's supervision (e.g., hemodialysis solutions, pre‐filled syringes with
epinephrine for severe allergic reactions, magnetic resonance imaging (MRI) contrast
agents, insulins and vaccines), also known as ethical products

436
437
438

The 12 months without sale notification from the manufacturer should be in writing on
company letterhead and signed by an authorized official. It should be sent electronically as per
section 6.9 below.

439
440

The DPD will be only updated to show the status as “Dormant” when a 12 month without sale
notification is received and deemed accurate and complete.

441

6.4.2 Reporting 12 months without sale for all drugs on the Annual Drug Notification form

442
443
444

For all marketed drugs, which have been issued a DIN under subsection C.01.014.2(1) of the
Food and Drug Regulations, the manufacturer must indicate, on the Annual Drug Notification
Form (ADNF), whether the drug is dormant at the time of filing.

445
446

Instructions on how to complete and submit the ADNF are included with the ADNF package
sent to the manufacturer in June of each year by Health Canada.

447
448
449

Once the ADNF is received by Health Canada, the status of the drug will be updated on the DPD
to “Dormant”. The status of “Dormant” will be assigned as of the signature date included on the
ADNF.

450

6.4.3 Recommencing sale after being dormant

451
452
453
454
455

If the manufacturer restarts the sale of a drug that was previously reported as "Dormant", the
manufacturer must submit, within 30 days after re‐starting sale of the drug, a signed and dated
DNF. The date that the sale was restarted should be listed on the DNF. The manufacturer
should not use the date that the drug was initially marketed. Marketed labels for a drug that is
subsequently marketed are not required with the DNF.

456

6.5 Notification of discontinuation of sale

457
458
459
460
461
462

The manufacturer must submit the notification of discontinuation of sale within 30 days after
the sale of the drug was discontinued as per section C.01.014.7 of the Food and Drug
Regulations. Health Canada cancels the DIN further to the receipt of the notification as per
paragraph C.01.014.6 (1) (a) of the Food and Drug Regulations. The manufacturer remains
subject to several obligations for its drug distributed prior to the cancellation of the DIN until
the expiration of the last lot distributed or the longest time period referred to in the Food and
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463
464

Drug Regulations. Refer to section 6.7 for more information on required activities following the
cancellation of DIN.

465
466
467
468

The DPD will only be updated to show the status as “Cancelled” when a notification of
discontinuation of sales is received and deemed accurate and complete. The discontinuation
date provided in the letter will be added to the DPD. If the discontinuation date is not included
in the letter, the date of the letter will be used.

469
470
471
472
473
474
475




If the drug has never been marketed (i.e., “Approved” status in the DPD), the status of
the drug will be updated on the DPD to “Cancelled (Pre‐Market)”.
If the drug was marketed or previously marketed (i.e., “Marketed” or “Dormant” status
in the DPD), the status of the drug on the DPD will be updated to “Cancelled (Post‐
Market)”. The expiry date of the last lot distributed in Canada, the lot number, and the
DIN cancellation date must be provided by the manufacturer and will be posted on the
DPD.

476
477

Health Canada will send confirmation to the manufacturer and/or a designated representative
that the DIN cancellation has been processed.

478
479
480
481
482
483
484
485

Drugs can only be cross‐referenced to other already authorized drugs if their DINs are not
cancelled. In addition, for drugs that have entered into a licensing agreement under the
administrative pathway, following the cancellation of a DIN by a licensor, associated licensees
should refer to section 2.5.4.1 of the Guidance Document Administrative Processing of
Submissions and Applications: Human or Disinfectant Drugs
(https://www.canada.ca/en/health‐canada/services/drugs‐health‐products/drug‐
products/applications‐submissions/guidance‐documents/guidance‐administrative‐processing‐
human‐disinfectant‐drugs.html) to understand the impact on their respective DINs.

486

6.5.1 Discontinuing after being dormant

487
488
489
490

After notifying Health Canada of the 12 month period without a sale, a manufacturer may
decide that it will not resume marketing of the drug on the Canadian market again. In cases
where the DIN has been listed as “Dormant”, the date of discontinuation should fall on any day
after the date the drug became dormant.

491

6.6 DIN cancellation

492
493

There are many reasons that Health Canada can initiate the cancellation of a DIN. These
reasons are outlined in section C.01.014.6 of the Food and Drug Regulations.

494

6.6.1 Cancellation due to safety issue

495
496

6.6.1.1 Cancellation due to concerns regarding safety and efficacy ‐ C.01.014.6 (2) (b) of the Food
and Drug Regulations

497
498
499

The cancellation of the DIN may be initiated by Health Canada when a manufacturer fails to
provide Health Canada with sufficient evidence regarding the safety and efficacy of the drug for
its recommended use.
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500
501
502

Following the determination that a DIN cancellation is warranted, Health Canada will
subsequently update the status of the drug on the DPD. The new status of the DIN, “Cancelled
(Safety Issue)”, will be reflected on the DPD.

503
504

6.6.1.2 Cancellation following the suspension of a Notice of Compliance‐ C.01.014.6 (2) (c) of the
Food and Drug Regulations

505
506
507
508

As outlined by paragraph C.08.002 (1) (c) of the Food and Drug Regulations, no person can
market a drug with a suspended NOC. This prohibition on sale applies to the manufacturers and
to all other parties such as wholesalers, retailers, pharmacists and medical practitioners and is
effective on the date the NOC is suspended.

509
510

Following the suspension of the NOC, Health Canada may cancel the DIN in accordance with
paragraph C.01.014.6 (2) (c) of the Food and Drug Regulations.

511
512
513

Further to the decision to cancel the DIN, Health Canada will subsequently update the status of
the drug on the DPD. The new status of the DIN, “Cancelled (Safety Issue)”, will be reflected on
the DPD. The NOC Database will be updated to indicate that the NOC has been suspended.

514
515

6.6.1.3 Cancellation following the failure to comply with the order to conduct an assessment and
provide the results ‐ C.01.014.6 (3) (a) of the Food and Drug Regulations

516
517
518
519

To enable Health Canada to regulate a drug more efficiently and effectively, Health Canada has
the authority to order the manufacturer to conduct assessments, compile information, conduct
tests or studies or monitoring of experience in respect of the drug and provide Health Canada
with the results under section 21.31 of the Food and Drugs Act.

520
521
522
523
524
525
526
527



For more information on Health Canada's authority to require assessment under section
21.31 of the Food and Drugs Act and authority to require test, studies, etc., refer to the
following: Amendments to the Food and Drugs Act: Guide to New Authorities (power to
require and disclose information, power to order a label change and power to order a
recall) (https://www.canada.ca/en/health‐canada/services/drugs‐health‐
products/legislation‐guidelines/amendments‐food‐drugs‐act‐guide‐new‐authorities‐
power‐require‐disclose‐information‐power‐order‐label‐change‐power‐order‐
recall.html).

528
529
530

If the manufacturer fails to comply with the order under section 21.31 of the Food and Drug Act
to provide the requested information, Health Canada may cancel the DIN in accordance with
paragraph C.01.014.6 (3)(a) of the Food and Drug Regulations.

531
532
533

Further to the decision to cancel the DIN, Health Canada will subsequently update the status of
the drug on the DPD. The status of the DIN, "Cancelled (Safety Issue)”, will be reflected on the
DPD.

534
535

6.6.1.4 Cancellation following the examination of the results of an assessment ‐ C.01.014.6 (3)
(b) of the Food and Drug Regulations

536
537
538
539

If following the assessment of the information provided in response to an order under section
21.31 of the Food and Drug Act (as described in section 6.5.1.3), it is determined that the risks
to injury or health outweigh the benefits, Health Canada may cancel the DIN in accordance with
paragraph C.01.014.6 (3)(b) of the Food and Drug Regulations.
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540
541
542

Further to the decision to cancel the DIN, Health Canada will subsequently update the status of
the drug on the DPD. The status of the DIN, “Cancelled (Safety Issue)”, will be reflected on the
DPD.

543
544

6.6.2 Cancellation due to failure to provide annual drug notification ‐ C.01.014.6 (2) (a) of the
Food and Drug Regulations

545
546
547
548

Every year manufacturers must provide a signed copy of their Annual Drug Notification Form
(ADNF) to Health Canada. The ADNF serves as an attestation that all the information previously
provided by the manufacturer with respect to the drug is correct, and provides any related
updates to Health Canada.

549
550

Each year before the 1st day of October, Health Canada will contact all manufacturers who have
failed to return a signed copy of their ADNF to remind them of their regulatory obligations.

551
552
553
554
555
556

If, by the 1st of October, the ADNF has not been received by Health Canada, as per section
C.01.014.5 of the Food and Drug Regulations, Health Canada may initiate the cancellation of the
DIN(s). A written final notice will be provided to the manufacturer to inform them that their
DIN(s) will be cancelled in accordance with paragraph C.01.014.6 (2) (a) of the Food and Drug
Regulations and that it can no longer market the drug as per C.01.014 (1) of the Food and Drug
Regulations.

557
558

Health Canada will subsequently update the status of the drug on the DPD to “Cancelled
(Unreturned Annual)”.

559

6.6.4 Cancellation as product is not a drug ‐ C.01.014.6 (1) (c) of the Food and Drug Regulations

560
561

The cancellation of the DIN is initiated by Health Canada when it is determined that the product
is not a drug under the Food and Drug Regulations.

562
563
564

In this situation, Health Canada will explain to the manufacturer in writing that the product is
being reclassified and will no longer be regulated as a drug under the Food and Drug
Regulations.

565
566
567

Health Canada will provide the manufacturer with the date on which the drug status will be
changed and the DIN(s) cancelled. If applicable, information will be provided on the relevant
regulations the product will be subject to in order for the product to be marketed in Canada.

568
569

Following the reclassification of the product, Health Canada will cancel the DIN and remove the
product from the DPD.

570

6.7 Required activities following the cancellation of a Drug Identification Number

571
572
573

When a DIN is cancelled under section C.01.014.6 of the Food and Drug Regulations, no further
sales may be made by the manufacturer since C.01.014 (1) of the Food and Drug Regulations
prohibits a manufacturer from marketing a drug without a DIN.

574
575
576
577

To not create undue burden on industry, Health Canada may allow other parties in the
downstream chain of distribution such as wholesalers, retailers, pharmacists and medical
practitioners to continue to market or distribute the remaining drug after the DIN is cancelled,
if:
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578
579




the expiry date of the lot has not passed, and
the cancellation of the DIN was not due to health or safety reasons

580

If the DIN is cancelled, the drug can no longer be commercially imported into Canada.

581
582
583

If Health Canada becomes aware of any risk or non‐compliance with respect to a drug with a
cancelled DIN, Health Canada will take appropriate actions to mitigate the risk in accordance
with the Compliance and Enforcement Policy (POL‐0001).

584
585
586

The following scenarios are provided to illustrate some of the required activities that should be
undertaken by a manufacturer following a DIN cancellation. Manufacturers should consult the
regulations for the full details on their obligations.

587

Scenario 1: Safety updates to product monograph

588
589
590
591
592

Even if the DIN has been cancelled, the manufacturer should continue to file the appropriate
submission(s) in order to incorporate additions or other changes to the Product Monograph
related to safety (particularly with respect to contraindications, warnings and precautions, or
adverse reactions) that may be necessary, as a result of newly available information, until all
the lots of the drug that exist on the market have expired.

593

Scenario 2: Adverse reaction reporting

594
595
596
597
598
599
600
601
602
603
604

The requirements for manufacturers to maintain records of adverse drug reactions as per
section C.01.020 of the Food and Drug Regulations, and for wholesalers and distributors to
keep records as per section C.02.022 of the Food and Drug Regulations are still applicable after
the DIN has been cancelled. Although the manufacturer is not obliged to report any new cases
of adverse reactions received following the drug discontinuation, Health Canada strongly
encourages the reporting of all serious adverse reactions and may request the provision of this
information. Additional information on these reporting requirements for drugs for human use
can be found in the Reporting Adverse Reactions to Marketed Health Products ‐ Guidance
Document for Industry (https://www.canada.ca/en/health‐canada/services/drugs‐health‐
products/reports‐publications/medeffect‐canada/reporting‐adverse‐reactions‐marketed‐
health‐products‐guidance‐industry.html).

605

Scenario 3: Sale, record keeping and reporting

606
607
608

A manufacturer discontinues the sale of a drug on February 28th and informs Health Canada on
the same day. Health Canada cancels the DIN. However, the drug is currently on the market and
the expiry date of the last lot is December 30th.

609
610
611
612

Wholesalers, retailers, pharmacists and medical practitioners may continue to market or
distribute the drug until December 30th, if there were lots of the drug which were already in
their possession before the DIN was cancelled. However, an importer cannot continue to
import a drug with a cancelled DIN for commercial use.

613
614
615
616

The wholesalers, distributors and importers are still responsible for all the record keeping
requirements of the Food and Drug Regulations, including C.02.022 of the Food and Drug
Regulations, for all the lots of the drug that existed on the market, including the ones after the
DIN was cancelled (i.e., between February 28th and December 30th). Under section C.02.022 of
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617
618

the Food and Drug Regulations, records shall be retained for 1 year after the expiration date of
the last lot unless the establishment license specifies some other period.

619

Scenario 4: Labelling update

620
621
622
623
624
625

In the case where a manufacturer cancels a DIN associated with a particular strength of a drug
(e.g., Drug X, 10 mg) while maintaining the DINs associated with other strengths of the same
drug (e.g. Drug X, 20 mg, 40 mg, 80 mg), the manufacturer is required to file a submission to
remove the information related to the cancelled DIN from the labelling (i.e., product
monograph, package insert, prescribing information, etc.) after the expiry of all the lots of the
drug available on the market.

626

6.8 Reissuance of a DIN by Health Canada

627
628

Under specific circumstances, Health Canada may reissue the same sequence of numbers as the
original DIN for the same drug after it has been cancelled.

629
630

The manufacturer must contact the Office of Submissions and Intellectual Property (OSIP) in
order to determine the requirements for an application or submission to market the drug again.

631
632

The request should be sent by email to the OSIP at HC.DIN.SC@canada.ca using the template in
Appendix A.

633
634
635
636

The information received from the manufacturer will be forwarded to the appropriate review
bureau to determine what type of submission, if any, (e.g., S(A)NDS, DIN(A)(B)(F)PDC) should be
filed in order to reissue the same sequence of numbers as the original DIN associated to the
drug. The applicable submission fee, if any, and review timelines will apply.

637
638
639

At the discretion of Health Canada, DIN(s) may be re‐issued without the filing of a submission
and at no cost if the manufacturer can attest that there has been no change to the drug or its
label since the cancellation of the DIN.

640
641
642
643
644
645
646
647

The drug for which the manufacturer is seeking a DIN reissuance is subject to all current
regulatory requirements, which may include a look‐alike sound‐alike (LASA) brand name
assessment. If a potential LASA issue arises, the drug for which the manufacturer is seeking a
DIN reissuance may require a change to its brand name. Refer to Guidance Document for
Industry ‐ Review of Drug Brand Names (https://www.canada.ca/en/health‐
canada/services/drugs‐health‐products/reports‐publications/medeffect‐canada/guidance‐
document‐industry‐review‐drug‐brand‐names.html) for more information on brand name
assessments.

648
649
650
651
652

If the information provided by the manufacturer is acceptable, a DNF with the same sequence
of number as the original DIN will be sent to the manufacturer. The status of the DIN in the DPD
will be updated to Approved. The manufacturer will be required to notify Health Canada once
the product is marketed as per section C.01.014.3 of the Food and Drug Regulations. Refer to
section 6.3 above for more information on market notification.
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653

6.9 Commercial exportation

654
655
656

When a manufacturer stops the sale of a drug for consumption in Canada but continues to
market and export the drug, the exportation with or without invoking section 37 of the Act will
determine whether the sale of the drug is considered to be discontinued in Canada.

657
658
659
660
661



For more information on section 37 of the Food and Drugs Act, consult the document
Intention to Invoke Section 37 of the Canada Food and Drugs Act for Products Being
Exported (https://www.canada.ca/en/health‐canada/services/drugs‐health‐
products/compliance‐enforcement/establishment‐licences/intention‐invoke‐section‐37‐
canada‐food‐drugs‐act‐products‐being‐exported.html).

662

6.9.1 Exportation without invoking Section 37

663
664
665

To export a drug without invoking section 37 of the Food and Drugs Act, manufacturers require,
among other things, to hold a DIN and/or NOC, since these types of commercial exportations
are usually considered sales in Canada.

666
667
668
669

In this case, the exported drug is not considered to be discontinued and manufacturers are not
required to send a notification of discontinuation of sale to Health Canada. The product will
continue to appear in the DPD with the status “Marketed” and the manufacturer remains
subject to post‐market obligations.

670

6.9.2 Exportation under Section 37

671
672
673

If the sale of a drug which was destined for consumption in Canada is stopped, but the
manufacturer continues to export under section 37 of the Food and Drugs Act, the drug is
considered discontinued in Canada.

674
675
676

In this case, manufacturers will be required to send a notification of discontinuation of sale to
Health Canada. Once Health Canada receives the notification and deems it accurate and
complete, Health Canada will updated the DPD to show the status as Cancelled (Post‐Market).

677

6.10 Submitting notifications to Health Canada

678
679
680

For Health Canada to be able to process notifications received from manufacturers in a timely
manner, all required documents must be provided, completed accurately, and submitted in the
proper format.

681

6.10.1 Document requirements

682
683

Table 4 ‐ Document requirements for notifications and requests for DIN reissuance submitted
to Health Canada
Activity

DNF

Label

Market Notification

Required

Refer to Table 3

12 Months without Sale Notification

Not required

Not required

Discontinuation of Sale Notification

Not required

Not required
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Request for DIN reissuance

Not required

Not required

684
685
686
687
688

When submitting a notification or a DIN reissuance request to Health Canada, the manufacturer
must provide all required documents and information (see Table 4 for required documents). If
the provided documents are incomplete or the required information in missing or incorrect, the
notification will be placed on hold. Once Health Canada has received all required information
and documents, the notification will be processed.

689
690
691
692

A confirmation email will be sent to the manufacturer once the processing of the notification or
DIN reissuance request has been completed. No confirmation email is sent following the
processing of a market notification. The manufacturer can confirm the status change by
consulting the DPD.

693

6.10.2 Format and filing instructions

694
695
696
697
698
699

Market notifications, discontinuation of sale notifications, 12 months without sale notifications
and requests for DIN reissuance must all be sent electronically. Duplicate copies must not be
sent in paper format as Health Canada no longer accepts hard copies. As with other drug
submission related information submitted electronically, any information received after 5:00
pm Eastern Standard Time, on a weekend, or on a statutory holiday will be considered received
on the next business day.

700
701
702
703
704

Documents related to submissions filed in eCTD format must be prepared and filed as per the
Guidance Document: Preparation of Drug Regulatory Activities in Electronic Common Technical
Document Format (https://www.canada.ca/en/health‐canada/services/drugs‐health‐
products/drug‐products/applications‐submissions/guidance‐documents/ectd/preparation‐
drug‐submissions‐electronic‐common‐technical‐document.html).

705
706
707
708
709
710

Documents related to submissions filed in non‐eCTD electronic‐only format must be prepared
and filed as per the Updated – Guidance Document: Preparation of Regulatory Activities in the
"Non‐eCTD Electronic‐Only" Format (https://www.canada.ca/en/health‐canada/services/drugs‐
health‐products/drug‐products/applications‐submissions/guidance‐documents/common‐
technical‐document/updated‐guidance‐document‐preparation‐regulatory‐activities‐non‐ectd‐
electronic‐only‐format.html).
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711

Appendix A Template email – Request for DIN reissuance

712
713

To: HC.DIN.SC@canada.ca

714
715
716

Subject: Request for DIN reissuance for [Product Name – DIN XXXXXXXX]

717
718
719

Dear Sir or Madam:

720

I am requesting that Health Canada reissue DIN XXXXXXXX for [Product Name].

721
722

The following information is provided to assist Health Canada in determining whether the filing
of a submission or application is needed to reissue the DIN(s).

723

1. Were there any changes in formulation since the discontinuation of the drug? Y/N

724

2. Were there any manufacturing changes since the discontinuation of the drug? Y/N

725
726

3. Is the product available in other jurisdiction(s) (e.g., United States Food and Drug
Administration)? Y/N

727

4. Were there any labelling changes since the discontinuation of the drug? Y/N

728
729

5. Have there been any unexpected adverse events reported domestically or internationally?
Y/N

730

6. Why was the DIN discontinued?

731
732
733
734

I certify that the information provided is true and accurate.

735
736
737
738

Yours sincerely,
[Authorized signature]
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