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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 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 programme 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 therapeutic product. Health Canada is committed to ensuring that such requests are 
justifiable and that decisions are clearly documented. 

This document should be read in conjunction with the accompanying notice and the relevant 
sections of other applicable Guidance documents. 
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1. Introduction 16 

1.1 Purpose 17 

This guidance document describes Health Canada’s expectations for distributing information 18 
about a prescription drug product using an electronic platform linked to that product’s label. 19 

This document should be read in conjunction with the accompanying notice and the relevant 20 
sections of other applicable guidance documents. 21 

1.2 Scope and application 22 

The scope of this document is currently limited to prescription drugs for human use.  The use of 23 
electronic labelling for the purpose of a clinical trial is not within the scope of this document. 24 

This document applies to product-specific electronic platforms, containing drug and other 25 
information, that are linked to prescription drug labels. 26 

In this context, an electronic platform refers to any type of electronic technology used to 27 
distribute information. Websites are a common example of an electronic platform.  28 

A link refers to any type of reference on a label which points to or provides access to an 29 
electronic platform such as a:  30 

 barcode 31 

 web address 32 

A drug label refers to any legend, word or mark attached to, included in, belonging to or 33 
accompanying a drug. Traditionally, this definition has been applied to a drug’s: 34 

 package inserts 35 

 inner and outer labels 36 

 product monograph (PM) 37 

 any other physical materials generated by a sponsor that are included in the drug 38 
package or supplied at the time of dispensing 39 

Electronic platforms that only contain electronic versions of approved PMs (or package inserts), 40 
but that do not provide any other product-specific information, are not subject to the same 41 
obligations described in this document. Examples of such platforms include corporate websites 42 
that contain electronic versions of approved PMs, in addition to corporate and other general 43 
information. You are permitted to include a link to such platforms on their product’s label and 44 
are not required to resubmit electronic versions of approved PMs to Health Canada for 45 
assessment. 46 

Electronic platforms that are not linked to a product’s label are not bound by the same 47 
obligations as those platforms that are linked, particularly with respect to federal labelling laws. 48 
Because of this important difference, this document only focuses on platforms that are linked 49 
to a product’s label. 50 

  51 
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It is also important to note that the guidance provided in this document is based on Health 52 
Canada’s existing legal framework. As such, information distributed through an electronic 53 
platform generally cannot replace information that is required by law to appear on a drug’s 54 
physical label (that is, inner and outer labels). The use of electronic media in prescription drug 55 
labelling is voluntary and supplementary to existing legal requirements. 56 

This document complements other Health Canada guidance documents related to prescription 57 
drug labelling and advertising, such as: 58 

 Guidance Document: Labelling of Pharmaceutical Drugs for Human Use  59 

 Good Label and Package Practices Guide for Prescription Drugs 60 

 Questions and Answers: Plain Language Labelling Regulations for Prescription Drugs 61 

 The Distinction Between Advertising and Other Activities 62 

 Guidance Document - Health Canada and Advertising Preclearance Agencies' Roles 63 
Related to Health Product Advertising 64 

1.3 Policy objectives 65 

Health Canada’s objective is to ensure that you comply with federal laws when distributing drug 66 
and other information electronically. This includes federal labelling and advertising laws under 67 
the: 68 

 Food and Drugs Act (FDA)  69 

 Food and Drug Regulations (FDR) 70 

This document also conveys certain expectations that may not be explicitly expressed in 71 
legislation or in regulation, but are nonetheless important in support of universally recognized 72 
principles such as patient safety and accessibility. 73 

We reserve the right to request information or material, or define conditions not specifically 74 
described in this document, in order to allow adequate assessment of the safety, efficacy, or 75 
quality of a therapeutic product. We are committed to ensuring that such requests are 76 
justifiable and that decisions are clearly documented. 77 

1.4 Background 78 

Health care providers and their patients have become increasingly reliant on digital 79 
technologies as a source of health information. To facilitate access to this information, some 80 
sponsors have submitted applications to Health Canada seeking authorization to add useful 81 
information to prescription drug labels. This information includes: 82 

 2D bar code 83 

 links, such as a web address/URL 84 

These links guide users to a product-specific electronic platform with the help of an electronic 85 
device. 86 
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2. Guidance for implementation  87 

2.1 Legal framework 88 

The legal framework that governs the use of electronic media in prescription drug labelling 89 
includes: 90 

 the Food and Drugs Act (FDA) 91 

 the Food and Drug Regulations (FDR) 92 

 certain provisions of the Controlled Drugs and Substances Act (CDSA) and its Regulations 93 
for prescription drugs containing controlled substances 94 

Under this legal framework, you are permitted to distribute information through an electronic 95 
platform that is linked to a prescription drug label, for example the: 96 

 package insert 97 

 inner and outer label 98 

However, you must comply with the rules set out by the Acts and Regulations that form this 99 
framework, particularly federal laws related to prescription drug labelling and advertising. 100 

Any personal information collected through interaction with an electronic platform is subject to 101 
the Personal Information Protection and Electronic Documents Act (PIPEDA), the federal privacy 102 
law for private-sector organizations. 103 

Information you can distribute through electronic platforms 104 

Health Canada recognizes the PM, including Part III (also known as the patient medication 105 
information or consumer information section), as the complete and factual account of a 106 
product’s: 107 

 claims 108 

 properties 109 

 conditions of use 110 

 safety and efficacy 111 

However, you may wish to distribute more information in order to help prescription drug users 112 
better understand your product and the condition for which it was prescribed. This information 113 
can include: 114 

 alternative presentations of parts of the PM, such as a video that demonstrates how to 115 
accurately administer a medication 116 

 more general, non-drug specific information, such as disease management strategies or 117 
lifestyle recommendations 118 

Broadly speaking, the FDA does not prohibit you from distributing information beyond that 119 
which is legally required, provided that the information complies with Section 9 of the FDA 120 
(https://laws-lois.justice.gc.ca/eng/acts/F-27/page-3.html). To ensure compliance with this 121 
provision, you should be mindful of a product’s Terms of Market Authorization (TMA). The TMA 122 
is understood to mean the collection of labelling information associated with a product that has 123 
been approved by Health Canada as part of its regulatory drug review process. 124 
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Any information which meets the definition of a ‘label’ or ‘advertisement’ in the FDA would be 125 
subject to specific legal requirements under the: 126 

 FDA and its regulations 127 

 CDSA and its regulations for drugs containing controlled substances 128 

Federal labelling laws apply to electronic platforms linked to a prescription drug label 129 

The FDA provides the following definition for a label: "includes any legend, word or mark 130 
attached to, included in, belonging to or accompanying any food, drug, cosmetic, device or 131 
package.”  This definition is often used to refer to physical labels such as inner and outer labels 132 
or package inserts. However, the words “belonging to” expand the definition of a label to 133 
include a legend, word or mark that extends beyond that which is physically connected to the 134 
drug. In this context, the words “belonging to” can apply to electronic information under 135 
certain conditions. 136 

Health Canada considers information on an electronic platform to meet the definition of a label 137 
when: 138 

 reference to the electronic platform is made on a drug’s label, for example through a 139 
link, and 140 

 the electronic platform which has been referenced contains information that speaks 141 
directly to topics covered by the label of the drug in question, that is drug information 142 

Electronic materials that meet both of these conditions, henceforth referred to as electronic 143 
labels, must comply with federal drug labelling laws. Information is not considered to be part of 144 
a drug’s label if it is: 145 

 on an electronic platform that is not linked to the label 146 

 unrelated to topics covered by the label of the drug in question, for example, general 147 
health information. 148 

In this way, an electronic platform can contain both labelling and non-labelling information. 149 

Although an electronic platform can sometimes be an extension of a drug’s label, it does not 150 
mean that all information required to appear on a label can be transferred to an electronic 151 
platform. As the terms “inner label” and “outer label” are narrowly defined in the FDR to only 152 
mean the label which is “on or affixed to the immediate container or the packaging of a food or 153 
drug,” the relocation of information required to appear on inner and outer labels to an 154 
electronic platform is generally not permitted. 155 

The majority of labelling requirements under the FDA and FDR pertain to information that must 156 
appear on a drug’s physical package, namely its inner and outer labels. However, certain 157 
provisions apply to all forms of labels, including electronic labels. 158 

You must provide mock-ups of every label with each of the following submission types: 159 

 Drug Identification Number application (DINA) or Drug Identification Number 160 
application for a biological product (DINB) (Section C.01.014.1(2) of the FDR) 161 

 (abbreviated) new drug submission ((A)NDS) or supplement to an (abbreviated) new 162 
drug submission (S(A)NDS) for assessment (Sections C.08.002(2) and C.08.003(3.1) of 163 
the FDR) 164 



 

Draft Guidance Document: Electronic media in prescription drug labelling  | 9 

Federal advertising laws apply to electronic platforms linked to a prescription drug label 165 

Federal advertising laws apply to advertising in any medium, including electronic media. The 166 
FDA defines an advertisement as “any representation by any means whatever for the purpose 167 
of promoting directly or indirectly the sale or disposal of any food, drug, cosmetic or device.” 168 
Representations that are deemed advertising are subject to the following key provisions: 169 

 the promotion of a drug is limited to authorized drugs (Section C.08.002(1) of the FDR) 170 

 a drug may not be advertised in a manner that is false, misleading or deceptive (among 171 
other conditions) (Section 9 of the FDA) 172 

 the promotion of a prescription drug to the general public is limited to name, price and 173 
quantity (Section C.01.044 of the FDR) 174 

 a drug may not be advertised to the general public for the treatment, prevention or cure 175 
for any Schedule A disease, disorder of abnormal physical state (Section 3 of the FDA) 176 

 controlled drugs, narcotics and targeted substances may not be advertised to the 177 
general public (Section G.01.007 of the FDR, Section 70 of the Narcotic Control 178 
Regulations and Section 78 of the Benzodiazepines and Other Targeted Substances 179 
Regulations) 180 

These provisions strictly limit the degree of prescription drug advertising that you can conduct. 181 
However, the information would be considered non-promotional in nature and exempt from 182 
the key provisions if the information was presumed: 183 

 to inform health care providers administering the drug 184 

 intended solely to educate patients for whom the drug has been prescribed 185 

You must ensure that only these patients and their health care providers have access to this 186 
information. Distributing this type of information outside of this context could be considered 187 
promotional, and therefore trigger the key provisions. 188 

These guidelines are intended to help you comply with federal laws and to ensure that 189 
universally recognized principles, such as patient safety and accessibility, are respected when 190 
distributing information through an electronic platform linked to a prescription drug label.  191 

2.2 Guidelines 192 

Links and barcodes 193 

Guideline 1: Take into account the overall legibility of the prescription drug label when deciding 194 
on the location and the format of the link, and incorporate the link in a way that maximizes user 195 
accessibility. 196 

The FDR requires that the format of a label, including the manner in which its text and any 197 
graphics are displayed on it, does not impede the comprehension of information that is 198 
required to appear on the label. This regulation is intended to improve the safe use of drugs by 199 
making drug labels easier to read and understand. You must consider the overall design of the 200 
label, including the placement of any key text or graphics, when incorporating a link to an 201 
electronic platform such as a URL or 2D barcode. 202 
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You should also make an effort to facilitate access to the platform so that as many users as 203 
possible can benefit. Links that are novel, overly complex or lacking context could impede 204 
access for some users. You should consider these strategies to maximize user accessibility: 205 

 If there is sufficient space on the label, offer users more than one way to access the 206 
electronic platform. For example, a 2D barcode should ideally be accompanied by a URL 207 
so that consumers can type the URL into an internet browser if they lack a device to 208 
scan the 2D barcode. 209 

 Select a user-friendly URL, using words rather than a series of numbers or random 210 
alphanumeric characters. A shorter URL may also be easier to enter into a browser. 211 

 If space permits, include a short statement near the link to explain its purpose and 212 
provide instructions for use. 213 

Advertising 214 

Guideline 2: Ensure that the design and content of the platform do not violate federal 215 
advertising laws 216 

Distributing prescription drug information electronically can expose you to the risk of 217 
advertising violations, even when this information is intended for non-promotional purposes. 218 
For example, prescription drug information (beyond name, price and quantity) which is 219 
accessible to the general public could be considered promotional and in violation of federal 220 
advertising laws. You should take appropriate measures to prevent potential compliance issues. 221 

When designing a platform intended for patients or health care providers, you should 222 
incorporate a robust ‘gating’ mechanism (a virtual barrier that requires user authentication) on 223 
the platform to prevent public access. A “noindex” meta tag should also be used for every page 224 
behind a gating mechanism to prevent public access through search engine results. 225 

You should also consider other potential risks unique to electronic media such as the use of 226 
metadata in Search Engine Optimization (SEO) or Search Engine Marketing (SEM). Metadata for 227 
non-gated pages should not contain direct or implied product claims that would contravene the 228 
regulations. 229 

You must also ensure that all materials (in all media formats) distributed through an electronic 230 
platform comply with federal advertising laws, even if the platform is gated. Whenever such 231 
materials contain a reference to a drug product, you must assess whether the information is 232 
promotional and whether it contravenes federal advertising laws. 233 

You should consult the policy described in The Distinction Between Advertising and Other 234 
Activities (https://www.canada.ca/en/health-canada/services/drugs-health-235 
products/regulatory-requirements-advertising/policies-guidance-documents/policy-distinction-236 
between-advertising-activities.html) to help determine whether information is promotional or 237 
not. In general, information on a platform (which is intended for patients and health care 238 
providers) will be considered non-promotional if it: 239 

 does not expand upon or conflict with the drug’s PM  240 

 is limited to the drug for which the platform was designed 241 

 is gated by a robust mechanism to ensure access is limited to patients who have been 242 
prescribed the drug  243 
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Given the complexities associated with digital advertising, we strongly encourage you to submit 244 
your electronic platforms for review to an independent advertising preclearance agency prior to 245 
launching a platform. This will help ensure the platform is adequately protected from potential 246 
advertising violations. 247 

Content and sources 248 

Guideline 3: Ensure that drug information on a platform is consistent with the approved 249 
Product Monograph, and that non-drug information is derived from trusted, high-quality 250 
sources 251 

Any information on an electronic platform is considered to meet the definition of a label under 252 
the FDA if it: 253 

 speaks directly to topics covered by the label of the drug in question, and  254 

 is linked to a drug’s label, including the inner and outer label, package insert or PM 255 

Because the PM serves as the standard against which all labelling information is compared, 256 
drug information on an electronic platform must be consistent with the most up-to-date 257 
version of the approved Canadian PM. Like physical labels, electronic labels must be for 258 
assessment and receive authorization prior to distribution. We will assess electronic labels as 259 
part of established regulatory drug review processes. 260 

While we review electronic labels on electronic platforms as part of our regulatory review 261 
process, non-labelling materials (that are non-promotional in nature) are generally beyond our 262 
regulatory oversight. Nonetheless, patients and health care providers will rely on the accuracy 263 
of non-drug information distributed through such platforms. As such, you should ensure that 264 
this information, which could be disease or other health information, is derived from reputable 265 
and up-to-date scientific sources. When appropriate, references should be included to 266 
demonstrate the reliability of this information. You should also be careful not to express this 267 
information in a way that creates a false or misleading impression about the drug. 268 

Separation of information 269 

Guideline 4: Separate Health Canada approved electronic labels from other types of 270 
information on the platform 271 

Electronic platforms may contain both information that would be classified as a label as well as 272 
non-labelling materials, such as disease or general health information. In order to help end-273 
users distinguish between approved labels and other types of information, and to facilitate the 274 
submission and review of labelling materials, you  should avoid blending these two types of 275 
information on the platform and should clearly separate them (for example, place them on 276 
different areas or webpages of a website). Avoid using statements such as “Health Canada 277 
approved” when organizing various content on a platform. These statements may be 278 
considered in violation of Section C.01.007 of the FDR, as described in the guidance document 279 
for Labelling of Pharmaceutical Drugs for Human Use (https://www.canada.ca/en/health-280 
canada/services/drugs-health-products/drug-products/applications-submissions/guidance-281 
documents/labelling-pharmaceutical-drugs-human-use-2014-guidance-document.html#a25). 282 

  283 
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Plain language labelling 284 

Guideline 5: Present information in a way that is clear, understandable and accessible 285 

The 2014 Plain Language Labelling (PLL) Regulations were enacted to improve the safe use of 286 
drugs by requiring labels that are clear, understandable and expressed in plain language. While 287 
these Regulations generally implicate physical labels, you should apply similar standards to 288 
electronic labels. 289 

The application of PLL requirements to physical labels has required consideration of print-290 
specific features such as: 291 

 type style and size 292 

 use of white space 293 

 colour and contrast 294 

Electronic platforms can be a more complex medium. Unlike printed materials, electronic 295 
platforms can include dynamic elements such as audio and video content. While such features 296 
can offer new and effective ways of educating users, the nature of this medium also gives rise 297 
to potential accessibility barriers. People who may be particularly vulnerable to such barriers 298 
include:  299 

 those with disabilities 300 

 those who are unfamiliar with the technologies necessary to benefit from this medium 301 

In the absence of Health Canada guidance on this topic, you should observe established and 302 
internationally recognized digital accessibility standards, such as the World Wide Web 303 
Consortium’s (WC3) Web Content Accessibility Guidelines (WCAG). WCAG compliance can: 304 

 improve accessibility to electronic content 305 

 address many of the considerations necessary to achieve clear and understandable 306 
electronic labels  307 

You should continue to express any electronic information in plain language. 308 

Protection of personal information 309 

Guideline 6: Protect any personal information collected through the platform 310 

Any personal information collected by interacting with an electronic platform is subject to the 311 
Personal Information Protection and Electronic Documents Act (PIPEDA) 312 
(https://www.priv.gc.ca/en/privacy-topics/privacy-laws-in-canada/the-personal-information-313 
protection-and-electronic-documents-act-pipeda/), the federal privacy law for private-sector 314 
organizations. PIPEDA sets the ground rules for how businesses should handle personal 315 
information in the course of commercial activity. There are a number of requirements 316 
associated with PIPEDA. In general, organizations must obtain an individual's consent when 317 
they collect, use or disclose that individual's personal information. In addition, personal 318 
information can only be used for the purposes for which it was collected. 319 

  320 
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Maintenance 321 

Guideline 7: Maintain full control over the platform 322 

You are responsible for ensuring that your electronic platform is compliant with all federal 323 
requirements. As such, you should maintain complete control over the platform including any 324 
information linked to it. This means ensuring that the platform does not link to third-party 325 
platforms that: 326 

 are beyond your control 327 

 may be or become non-compliant 328 

In some cases, you may choose to contract the services of a third party to host your platform. 329 
Contracting a third party to host the platform does not change your regulatory obligations, 330 
regardless of the platform’s host or location, and regardless of any agreements between you 331 
and the third party. 332 

2.3 Submission and Assessment 333 

2.3.1 Submission 334 

Pre-submission meeting 335 

You are encouraged to indicate the inclusion of electronic labelling materials if you request a 336 
pre-submission meeting prior to filing a submission. You can ask specific submission-related 337 
questions about with electronic labels in writing to the designated Health Canada regulatory 338 
project manager or senior regulatory affairs officer. 339 

Initial request to incorporate a link to an electronic platform  340 

You can make the initial request to incorporate a link to an electronic platform on a prescription 341 
drug label through existing submission pathways including a prescription drug’s: 342 

 initial application for market authorization ((A)NDS or DINA/DINB) 343 

 the post-market application procedure (S(A)NDS or DINA/DINB) 344 

You cannot make a request using: 345 

 a Level III Annual Notification 346 

 Post-Authorization Division 1 Change (PDC) 347 

 an administrative submission pathway 348 

Like other submissions requiring an assessment of prescription drug labels, you are required to 349 
submit mock-ups of physical and electronic labels at the time of initial filing. You must provide 350 
final label mock-ups during the review process, before the issuance of the NOC/DIN. You do not 351 
need to submit non-labelling materials on an electronic platform (for example, general disease 352 
information). 353 

Mock-ups of physical labels, such as inner or outer labels with a newly incorporated link to an 354 
electronic platform, should be: 355 

 editable 356 

 actual size 357 

 in full colour 358 
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For acceptable file formats, please refer to the electronic Common Technical Document (eCTD) 359 
and non-eCTD guidance documents (https://www.canada.ca/en/health-canada/services/drugs-360 
health-products/drug-products/applications-submissions/guidance-documents/filing-361 
submissions-electronically.html). 362 

Mock-ups of electronic labels consist only of those parts of the platform that speak directly to 363 
topics covered by the drug label (that is, the PM). Mock-ups of electronic labels should reflect 364 
the format of the electronic material in its final state. For example, if the platform contains an 365 
electronic image depicting the administration of the drug, the corresponding mock-up should 366 
be submitted as an image file. All forms of non-text media which constitute an electronic label 367 
should also be accompanied by a written transcript, or alternative text in the case of an image, 368 
to facilitate the review. Non-text media includes: 369 

 audio 370 

 video  371 

 images 372 

For certain media formats, such as videos or interactive media, we recognize that it may not 373 
always be feasible for you to provide electronic label mock-ups that reflect the final format of 374 
the electronic material. This may not be feasible either at the time of filing or before the 375 
issuance of a NOC/DIN. In such circumstances, we will accept the following materials, which 376 
when taken together, would be considered to represent the important components of a mock-377 
up:  378 

 a storyboard or series of illustrations depicting the media sequence 379 

 a written description for each segment of a media sequence, as an accompaniment to 380 
the storyboard 381 

 a written transcript of any text or audio-based information embedded within each 382 
media sequence 383 

For audio-based information without a visual or interactive component, we will accept a 384 
written transcript as a mock-up in lieu of an audio file. 385 

At the time of initial filing, in addition to mock-ups, you are also asked to submit a: 386 

 completed Labels and Packages Certification Form for Prescription Drugs 387 

 a Note to Reviewer in section 1.3.2 388 

The Note to Reviewer should provide a written overview of the platform, including:  389 

 its intent 390 

 its audience type 391 

 a general description of the content and its format 392 

 the virtual location of the platform (for example, the URL). 393 

You are also asked to include a wireframe (a visual schematic) that: 394 

 illustrates the general layout of the platform 395 

 identifies which information on your website forms part of the label 396 
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While we will not review the design and format of the platform for authorization purposes, the 397 
latter information provides important contextual information in order to enhance the review of 398 
electronic labels. 399 

In addition to these requirements, we strongly encourage you to submit all electronic materials 400 
to an independent advertising agency for preclearance prior to launching an electronic 401 
platform. 402 

The Note to Reviewer should also briefly describe: 403 

 what measures you have taken to avoid potential violations to federal advertising laws 404 

 whether you have submitted or will submit electronic materials to an independent 405 
advertising agency for preclearance 406 

Request to make changes to an already approved electronic label 407 

Like printed labels, post-market changes to electronic labels require the filing of the 408 
appropriate submission type using the same principles outlined in Health Canada guidance 409 
documents, including: 410 

 Questions and Answers: Plain Language Labelling Regulations for Prescription Drugs 411 

 Post-Notice of Compliance (NOC) Changes: Safety and Efficacy Document 412 

 Post-Notice of Compliance (NOC) Changes: Quality Document 413 

 Post-Drug Identification Number (DIN) Changes 414 

However, you only need to submit content-related changes for authorization. You do not need 415 
to submit design and format related changes that do not have any impact on the content of 416 
electronic labels. You should note that content-related changes are not limited to text-based 417 
content. For example, a change in the way that non-text based elements convey drug 418 
information would be considered a content-based change. 419 

You must provide mock-ups of affected electronic labels at the time of filing, and submit 420 
updated copies prior to approval of the submission. Any change to electronic label content 421 
must be consistent with the most current approved version of the PM. 422 

We strongly encouraged you to submit all electronic materials to an independent advertising 423 
agency for preclearance before implementing any subsequent changes to the platform. 424 

Submitting files in eCTD and non-eCTD formats 425 

For more information on how to prepare submissions in eCTD format, refer to the: 426 

 Guidance Document: Preparation of Drug Regulatory Activities in the Electronic 427 
Common Technical Document Format (https://www.canada.ca/en/health-428 
canada/services/drugs-health-products/drug-products/applications-429 
submissions/guidance-documents/ectd/preparation-drug-submissions-electronic-430 
common-technical-document.html) 431 

  432 
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 Validation rules for regulatory transactions provided to Health Canada in the electronic 433 
Common Technical Document (eCTD) format (https://www.canada.ca/en/health-434 
canada/services/drugs-health-products/drug-products/applications-435 
submissions/guidance-documents/ectd/notice-validation-rules-regulatory-transactions-436 
submitted-health-canada-electronic-common-technical-document-format-2016-12-437 
1.html) 438 

For more information on how to prepare submissions in non-eCTD format, refer to the: 439 

 Guidance Document: Preparation of Regulatory Activities in the "Non-eCTD Electronic-440 
Only" Format (https://www.canada.ca/en/health-canada/services/drugs-health-441 
products/drug-products/applications-submissions/guidance-documents/common-442 
technical-document/updated-guidance-document-preparation-regulatory-activities-443 
non-ectd-electronic-only-format.html) 444 

 Validation Rules for regulatory transactions filed in non-eCTD format 445 
(https://www.canada.ca/en/health-canada/services/drugs-health-products/drug-446 
products/applications-submissions/guidance-documents/common-technical-447 
document/notice-validation-rules-non-ectd-electronic-only-format.html). 448 

You should submit mock-ups of electronic labels that are represented in different formats as 449 
separate files in section 1.3.2 of an eCTD format or non-eCTD electronic only format 450 
submission. 451 

Health Canada performance standards and fees for the review of submissions will apply. 452 

2.3.2 Assessment 453 

We will assess physical label mock-ups by reviewing any words or symbols associated with the 454 
newly incorporated link, as well as its impact on the overall design and format of the label.  455 

We will assess electronic label mock-ups by reviewing content elements, including information 456 
manifested as text as well as non-text formats. Specifically, we will ensure that: 457 

 electronic labels are expressed in plain language  458 

 drug information is consistent with the product’s approved PM 459 

As part of the pre-market review process, we will not assess: 460 

 the design and format of electronic labels 461 

 the platform in which they are contained 462 

 any non-labelling material on the electronic platform 463 

If we become aware of contraventions to labelling or advertising regulatory requirements 464 
following approval, we will make an assessment to determine the most appropriate type of 465 
intervention. 466 

  467 
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Appendix A – Glossary of abbreviations 468 

(A)NDS 469 

(Abbreviated) New Drug Submission 470 

CDSA 471 

Controlled Drugs and Substances Act 472 

DIN 473 

Drug Identification Number 474 

DINA 475 

Application for a Drug Identification Number 476 

DINB 477 

Drug Identification Number application for a biological product 478 

eCTD 479 

Electronic Common Technical Document 480 

FDA 481 

Food and Drugs Act 482 

FDR 483 

Food and Drug Regulations 484 

IEC 485 

International Electrotechnical Commission 486 

ISO 487 

International Organization for Standardization 488 

NDS 489 

New Drug Submission 490 

NOC 491 

Notice of Compliance 492 

PDC 493 

Post-Authorization Division 1 Change 494 

PIPEDA 495 

Personal Information Protection and Electronic Documents Act 496 

PLL 497 

Plain Language Labelling 498 

  499 
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PM 500 

Product Monograph 501 

S(A)NDS 502 

Supplement to an (Abbreviated) New Drug Submission 503 

SEM 504 

Search Engine Marketing 505 

SEO 506 

Search Engine Optimization 507 

SNDS 508 

Supplement to a New Drug Submission 509 

TMA 510 

Terms of Market Authorization 511 

URL 512 

Uniform Resource Locator 513 

WCAG 514 

Web Content Accessibility Guidelines 515 

W3C 516 

World Wide Web Consortium 517 


