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maintain and improve their health. 
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The Health Products and Food Branch's mandate is to take an 
integrated approach to the management of the risks and 
benefits to health related products and food by: 
• minimizing health risk factors to Canadians while 

maximizing the safety provided by the regulatory system 
for health products and food; and 

• promoting conditions that enable Canadians to make 
healthy choices and providing information so that they 
can make informed decisions about their health. 
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FOREWORD 44 
 45 
Guidance documents are meant to provide assistance to industry and health care professionals on 46 
how to comply with governing statutes and regulations. Guidance documents also provide 47 
assistance to staff on how Health Canada mandates and objectives should be implemented in a 48 
manner that is fair, consistent and effective. 49 
 50 
Guidance documents are administrative instruments not having force of law and, as such, allow 51 
for flexibility in approach.  Alternate approaches to the principles and practices described in this 52 
document may be acceptable provided they are supported by adequate justification.  Alternate 53 
approaches should be discussed in advance with the relevant program area to avoid the possible 54 
finding that applicable statutory or regulatory requirements have not been met. 55 
 56 
As a corollary to the above, it is equally important to note that Health Canada reserves the right 57 
to request information or material, or define conditions not specifically described in this 58 
document, in order to allow the Department to adequately assess the safety, efficacy or quality of 59 
a therapeutic product.  Health Canada is committed to ensuring that such requests are justifiable 60 
and that decisions are clearly documented. 61 
 62 
This document should be read in conjunction with the accompanying notice and the relevant 63 
sections of other applicable guidance documents. 64 

65 
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1 INTRODUCTION 92 
 93 
Confidential business information (CBI) may be included in a variety of regulatory documents 94 
that Health Canada requires companies to provide regarding the safety, efficacy and quality of 95 
therapeutic products. In certain situations, where publicly available information is not sufficient, 96 
access to information that may contain CBI can assist the work of health researchers and 97 
practitioners, contributing to improved patient safety and better health outcomes for Canadians. 98 
 99 
This draft guidance document describes how Health Canada applies the authority to disclose CBI 100 
under paragraph 21.1(3)(c) of the Food and Drugs Act. This provision gives the Minister of 101 
Health discretionary authority to disclose CBI to eligible persons for the purpose of protecting or 102 
promoting human health or the safety of the public. 103 
 104 
This draft guidance document does not apply to other authorities in the Food and Drugs Act, 105 
which permit Health Canada to disclose CBI when the Minister believes that a product may 106 
present a serious risk of injury to human health, to other governments, and persons from whom 107 
the Minister seeks advice. Information on these authorities can be found in, Amendments to the 108 
Food and Drugs Act 2014 -- Guide to New Authorities (http://www.hc-sc.gc.ca/dhp-109 
mps/legislation/unsafedrugs-droguesdangereuses-amendments-modifications-eng.php). 110 
 111 
About this draft guidance document  112 
 113 
Guidance documents are meant to assist individuals and organizations to comply with Health 114 
Canada's policies and its governing statutes and regulations. They also serve to assist Health 115 
Canada staff to implement its mandates in a fair, consistent and effective manner.  116 
 117 
Guidance documents are administrative instruments not having force of law and, as such, allow 118 
for flexibility in approach. Alternate approaches to the principles, considerations and 119 
requirements described in this document may be acceptable provided they comply with relevant 120 
laws. Discussion with the relevant program area in advance is encouraged to determine whether 121 
an alternative approach meets applicable statutory or regulatory requirements.  122 
 123 
As a corollary to the above, it is equally important to note that Health Canada reserves the right 124 
to request information or material, or define conditions not specifically described in this 125 
guidance document, in order to allow the Health Canada to adequately assess whether or not to 126 
disclose CBI related to a therapeutic product. Health Canada is committed to ensuring that such 127 
requests are justifiable and that decisions are clearly documented. 128 
 129 
2 PARAGRAPH 21.1(3)(C) OF THE FOOD AND DRUGS ACT 130 
 131 
21.1(3) The Minister may disclose confidential business information about a therapeutic product 132 
without notifying the person to whose business or affairs the information relates or obtaining 133 
their consent, if the purpose of the disclosure is related to the protection or promotion of human 134 
health or the safety of the public and the disclosure is to  135 
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(a) a government;  136 
(b) a person from whom the Minister seeks advice; or  137 
(c) a person who carries out functions relating to the protection or promotion of human health or 138 
the safety of the public. 139 
 140 
Under paragraph 21.1(3)(c), the Minister of Health has discretionary authority to disclose CBI to 141 
an individual or corporation who carries out functions relating to the protection or promotion of 142 
human health or the safety of the public for the purpose of protecting or promoting human health 143 
or the safety of the public. This discretionary authority was added to the Food and Drugs Act by 144 
the Protecting Canadians from Unsafe Drugs Act (Vanessa's Law) and came into force in 145 
November 2014. 146 
 147 
The disclosure authority in paragraph 21.1(3)(c) complements other changes introduced to 148 
strengthen Health Canada's capacity to respond quickly to health risks and to promote greater 149 
confidence in the oversight of therapeutic products by increasing transparency. These changes 150 
are summarized in a separate guidance document, Amendments to the Food and Drugs Act: 151 
Guide to New Authorities (http://www.hc-sc.gc.ca/dhp-mps/legislation/unsafedrugs-152 
droguesdangereuses-amendments-modifications-eng.php).  153 
 154 
Vanessa's Law also added a definition of CBI to the Food and Drugs Act. This definition 155 
codifies common law principles and is consistent with other domestic law. It sets out three 156 
conditions that must be met in order for information to be considered CBI. 157 
 158 

"'confidential business information", in respect of a person to whose business or affairs 159 
the information relates, means - subject to the regulations - business information:  160 

(a) that is not publicly available,  161 
(b) in respect of which the person has taken measures that are reasonable in the 162 
circumstances to ensure that it remains not publicly available, and  163 
(c) that has actual or potential economic value to the person or their competitors 164 
because it is not publicly available and its disclosure would result in a material 165 
financial loss to the person or a material financial gain to their competitors. 166 

 167 
The Food and Drugs Act defines "therapeutic product” to mean "a drug or device or any 168 
combination of drugs and devices, but does not include a natural health product within the 169 
meaning of the Natural Health Products Regulations. 170 
 171 
The authority to disclose CBI under paragraph 21.1(3)(c) therefore applies to CBI related to 172 
therapeutic products, including prescription and non-prescription drugs, vaccines, blood and 173 
blood products, radiopharmaceuticals, donor semen for assisted conception, gene and cell 174 
therapies, tissues and organs, and medical devices. It does not apply to CBI related to natural 175 
health products. 176 
 177 
Vanessa's Law also provides regulation making powers to specify what information obtained 178 
under the Food and Drugs Act in relation to a therapeutic product authorization is not or ceases 179 
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to be CBI, and to authorize disclosure of this information. Supporting regulations may be 180 
developed at a later date with input from internal and external stakeholders. 181 
 182 
3. PRINCIPLES AND CONSIDERATIONS FOR HEALTH CANADA'S EXERCISE 183 

OF THE AUTHORITY UNDER PARAGRAPH 21.1(3)(C) OF THE FOOD AND 184 
DRUGS ACT  185 

 186 
Health Canada's application of this authority is guided by principles of administrative law which 187 
require that powers be exercised fairly, reasonably and in accordance with the powers duly 188 
conferred on the body exercising them. 189 
 190 
The following principles and considerations, consistent with the broad administrative law 191 
principles noted above, provide additional guidance on the exercise of the discretion under 192 
paragraph 21.1(3)(c).  193 
 194 
3.1 Principles 195 
 196 
i. Health Canada will be judicious in its exercise of this authority. The requirements of 197 

paragraph 21.1(3)(c) are broadly defined to permit the Minister to act in a variety of 198 
circumstances. In addition to considering whether or not the requirements of the Act would 199 
be fulfilled, a decision on whether to disclose CBI under this authority should consider all 200 
relevant factors both for and against exercising the discretion to disclose in the particular 201 
circumstances.  202 
 203 

ii. Consistent with the objectives of the Protecting Canadians from Unsafe Drugs Act, 204 
information disclosed under this authority should contribute to improving the health of 205 
Canadians. Requests for disclosure under this authority should clearly define how the 206 
purpose relates to this objective and include a formal plan to use the information to advance 207 
knowledge, including making results publicly available.  208 
 209 

iii. Use of this authority should be necessary to achieve the purpose for which the information 210 
is requested. A decision on whether or not to disclose CBI will include consideration of 211 
whether or not all other possible sources of the information, including from the originator 212 
of the information, have been exhausted. Only information that is directly related to the 213 
purpose set out in the request should be considered for disclosure.  214 
 215 

iv. Information disclosed under this authority should be kept confidential and used only for 216 
non-commercial purposes. Prior to disclosure, Health Canada requires that potential 217 
recipients of CBI sign a legally binding agreement to maintain confidentiality, except as 218 
permitted by specific exclusions. Requesters are also required to confirm that the 219 
information will not be used for commercial purposes, and to report any activities that 220 
could result in a conflict of interest. These requirements are not intended to prevent 221 
publication of the results of analyses of the disclosed information.  222 
 223 
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v. Health Canada will maintain the integrity of its regulatory function. It will consider the 224 
consequences of disclosure on its capacity to evaluate and regulate therapeutic products 225 
based on science and the interests of the health of Canadians. A significant factor is the 226 
stage of the regulatory decision process at the time that disclosure is being considered.  227 
 228 

3.2. Considerations - Persons to whom Confidential Business Information (CBI) may be 229 
disclosed 230 

 231 
Health Canada's decision regarding disclosure of CBI includes an assessment of whether the 232 
person to whom the CBI would be disclosed fulfills the Act's requirement that they be a person 233 
who carries out functions relating to the protection or promotion of human health or the safety of 234 
the public. 235 
 236 
Where disclosure of CBI has been requested by an individual, Health Canada expects that the 237 
principal requester would have qualifications in a health profession and demonstrated expertise 238 
in the subject of the request. 239 
 240 
Where disclosure of CBI has been requested by a corporation, Health Canada expects that its 241 
corporate mandate, as described in its articles of incorporation or other documentation, would 242 
include purposes relevant to the protection or promotion of human health or the safety of the 243 
public and the health or safety issue that is the subject of the request. In addition, it is expected 244 
that the designated representative of the corporation identified in the request would have 245 
qualifications in a health profession and demonstrated expertise in the topic of the research.  246 
 247 
An assessment of the qualifications of a requester may include other considerations, including:  248 
 249 
 Relevance of the requester’s qualifications to the purpose of the proposed disclosure. 250 

Requesters should have the necessary expertise to lead the proposed project. Projects 251 
requiring specialized technical expertise may involve collaborators, who should be identified 252 
at the request stage where possible.  253 

 Record of contribution to improving the health and/or safety of Canadians in an area relevant 254 
to the subject of the request. Publications and research projects related to health and safety 255 
issues other than the subject of the request may be taken into account in assessing a request.  256 

 Record of disseminating information to advance scientific knowledge for non-commercial 257 
purposes. Where the requester is a corporation, its legal status (for-profit, not-for-profit) may 258 
be considered in assessing the risk of a conflict of interest. 259 

 260 
3.3 Considerations - Purpose of disclosure 261 
 262 
Health Canada's decision regarding disclosure of CBI will also include an assessment of whether 263 
the disclosure would fulfill the Act's requirement that the "purpose of the disclosure is related to 264 
the protection or promotion of human health or the safety of the public."  265 
 266 
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Public exposure to a therapeutic product is generally required in order for CBI related to the 267 
product to be used for protecting or promoting human health or the safety of the public. 268 
Consequently, Health Canada expects that requests for disclosure will relate to CBI obtained in 269 
the course of its regulatory activities to evaluate and monitor the safety, efficacy and quality of 270 
therapeutic products for use in Canada.  271 
 272 
Health Canada may also consider the following to assess the purpose of disclosure.  273 
 274 
 Demonstrated relevance of the proposed project to the purpose of protecting or promoting 275 

human health or the safety of the public. Evidence should be provided regarding the health 276 
and safety issue to which the request relates, and requests should explain how the disclosed 277 
information would be used to advance efforts in this area.  278 

 The severity of the health or safety issue to which the request relates, or the vulnerability of 279 
the affected population. The feasibility of the proposed use of the CBI. A project summary 280 
should outline how its objectives will be accomplished with the available expertise and 281 
resources.  282 

 The anticipated impact of the proposed use of the CBI on the health and safety of Canadians.  283 
 284 
 The type of information requested may include:  285 

 CBI that relates to a therapeutic product that has been authorized for sale in Canada.  286 
 CBI related to an amendment of a market authorization to obtain approval for new uses 287 

or indications for a product already authorized for sale, or authorization for changes that 288 
may affect the safety, efficacy or quality of an authorized product. CBI in such 289 
submissions or applications may add to the body of knowledge regarding the safety, 290 
efficacy and quality of a product to which Canadians are exposed. Consideration should 291 
be given to the consequences of disclosure for the integrity of Health Canada's regulatory 292 
function, particularly for information related to amendments to market authorization (for 293 
example, supplemental submissions) that are in review, cancelled, withdrawn, or rejected.  294 

 Interim clinical study results related to a therapeutic product authorized for sale in 295 
Canada provided the disclosure does not jeopardize the completion of the study or the 296 
integrity of Health Canada's regulatory function. The personal information of all study 297 
participants will be protected as described in section 4. Consideration of requests related 298 
to interim study results will involve an assessment on whether the benefits of a disclosure 299 
outweigh any risks associated with the creation of study bias that may jeopardize the 300 
completion of an ongoing study.  301 

 Other information obtained by Health Canada for post-market surveillance purposes, for 302 
example , information obtained from the market authorization holder indicating a 303 
potential but not established new risk, information obtained pursuant to a risk 304 
management plan (RMP) through a periodic safety update report (PSUR), information 305 
that was provided by a market authorization holder used to conduct a signal assessment 306 
or other safety review or to issue a risk communication.  307 

 Other information obtained by Health Canada for compliance and enforcement purposes, 308 
e.g., information that is obtained during the course of an inspection. 309 
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  310 
4. PROTECTION OF PERSONAL INFORMATION AND RESPECTING 311 

PARTICIPANTS’ INFORMED CONSENT 312 
 313 
All personal information contained within the records considered for disclosure will be redacted 314 
according to the Privacy Act and other applicable laws. 315 
 316 
When disclosing information related to clinical trials Health Canada will respect the participants’ 317 
consent for data sharing, when that information is available. 318 
 319 
5. PROTECTION AGAINST COMMERCIAL USE 320 
 321 
Health Canada will exercise this authority taking into account the importance of protecting CBI 322 
against commercial use. Requesters are required to confirm that the project for which they 323 
request disclosure of CBI is for a non-commercial purpose. Health Canada also requires 324 
requesters to complete a Conflict of Interest declaration. Health Canada reviews the information 325 
provided in the declaration to determine whether or not to disclose CBI to a requester whose 326 
financial interests, employment and other affiliations could conflict with their commitment to use 327 
the CBI exclusively for non-commercial purposes that supports the protection or promotion of 328 
human health or the safety of the public. 329 
 330 
6. MAINTAINING CONFIDENTIALITY OF DISCLOSED INFORMATION 331 
 332 
Health Canada requires requesters to sign a legally binding Confidentiality Agreement to 333 
maintain the confidentiality of disclosed information. Among other things, this Agreement 334 
provides that the disclosed information can be used only for the purposes of the proposed project 335 
and must be kept confidential using appropriate safeguards. The Confidentiality Agreement also 336 
prohibits reproduction of disclosed information. The Agreement provides exclusions to the 337 
confidentiality obligations, such as for information that is in the public domain, received from 338 
another source or for information that the originator has consented to be released. The requester 339 
is free to publish results of the analysis as long as the confidentiality of the disclosed information 340 
is maintained. 341 
 342 
7. PROCESS TO REVIEW REQUESTS FOR DISCLOSURE  343 
 344 
Health Canada's decision is based on a rigorous evaluation and a review process that is fair, 345 
reasonable and takes into account all relevant factors. The review process is overseen by a 346 
committee of senior Health Canada officials mandated to recommend a decision based on 347 
relevant technical and scientific expertise. The Review Committee’s recommendation is 348 
considered by a senior Health Canada official, not involved in the review process, who has been 349 
designated to exercise the Minister's authority to disclose CBI under the Food and Drugs Act 350 
(section 21.1(3)(c)). 351 
 352 
Key steps in the process are outlined below.  353 
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 354 
1. Screening: Requests are reviewed to ensure that they are complete, including proof of 355 

qualifications, corporate mandate, and a project description that includes a specific purpose 356 
for seeking access to CBI. Incomplete requests will be returned to the requester. 357 
 358 

2. Assessment: Complete requests are referred to a Review Committee for assessment. The 359 
Committee will assess whether or not the request meets the requirements of the Act, taking 360 
into account the requester's qualifications, corporate mandate (where relevant) and the 361 
proposed project. Where a request does not meet the requirements of the Act, the Committee 362 
will recommend that it be denied. Where a request meets the requirements of the Act, the 363 
Committee will proceed to the next step in the review process. 364 

 365 
3. Record search: For requests that meet the requirements of the Act, Health Canada will 366 

conduct a search of its records. The search will identify records that include information 367 
described in the request and that are directly related to the project described in the request. If 368 
the records do not contain CBI, the requester will be notified and provided an opportunity to 369 
obtain the information from the appropriate Health Canada office or Access to Information 370 
and Privacy division.  371 

 372 
4. Communication with requester: If CBI is included in records relating to an assessed 373 

request, the requester will be notified and, where large volumes of records have been 374 
identified, may be consulted to refine their request. At this stage the requester will be asked 375 
to complete a Conflict of Interest Declaration and to sign a Confidentiality Agreement. The 376 
signing of a Confidentiality Agreement by the requester at this point in the process does not 377 
mean that information will be disclosed. Further information may also be required in order to 378 
complete Health Canada's review of the request.  379 

 380 
5. Recommendation: Once the requester has provided a completed Conflict of Interest 381 

Declaration, signed Confidentiality Agreement and any other required information, the 382 
Review Committee will prepare a recommendation regarding whether to disclose records 383 
containing CBI identified in the record search. The recommendation will include the 384 
assessment that a request meets the requirements of the Act and an assessment of whether or 385 
not the designated decision maker should exercise the Minister’s authority to disclose CBI, 386 
based on the principles and considerations in section 3 of this guidance document and other 387 
factors relevant to the particular request. Some records relevant to a particular request may 388 
contain other protected information, such as personal information or information obtained in 389 
confidence from another regulator. This information will be redacted from any records that 390 
are recommended for disclosure.  391 
 392 

6. Decision: The Review Committee recommendation is considered by a senior Health Canada 393 
official designated to exercise the Minister's authority to disclose CBI under the Food and 394 
Drugs Act (paragraph 21.1(3)(c)). When the decision is to disclose CBI, Health Canada will 395 
give effect to the Confidentiality Agreement.  396 
 397 
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7. Notification to requester: Health Canada will notify the requester of its decision. When the 398 
decision is to disclose CBI, arrangements will be made to ensure secure transmission of the 399 
information to the recipient. When the decision is to refuse to disclose CBI, the requester will 400 
be notified with an explanation for the decision.  401 

 402 
8. Notification to originator: Health Canada does not notify the originator of the CBI when it 403 

is considering a request for disclosure. As a voluntary practice, Health Canada may notify the 404 
originator following disclosure of CBI. 405 

 406 
9. Notification of the public: Information regarding the request, including a description of the 407 

project and the terms and conditions of the Confidentiality Agreement, may be made public. 408 
 409 
8. REQUIREMENTS FOR PERSONS REQUESTING DISCLOSURE OF 410 

CONFIDENTIAL BUSINESS INFORMATION UNDER PARAGRAPH 21.1(3)(C) 411 
 412 
Health Canada expects that decisions regarding disclosure of CBI under paragraph 21.1(3)(c) 413 
will normally be in response to a request from an individual or corporation. For this purpose, 414 
Health Canada provides a request form that should be completed by requesters. All requests 415 
should include the following information: 416 
 417 
 Personal and contact information for the principal requester.  418 
 Professional information for the principal requester, including professional qualifications, 419 

employment and relevant research experience.  420 
 Names and positions of project collaborators.  421 
 A description of the information requested, including the therapeutic product and regulatory 422 

functions to which the information relates. Requesters are encouraged to consult Health 423 
Canada's on-line databases of regulatory information and other resources in order to specify 424 
their requests as much as possible.  425 

 Indication that the requester has exhausted other sources of the information requested, 426 
including from the originator of the information.  427 

 A project summary that clearly indicates the purpose of the proposed disclosure and how it 428 
relates to the protection or promotion of human health or the safety of the public.  429 

 Confirmation that the requested information will not be used for commercial purposes. 430 
If a request is incomplete, a requester may be asked to provide missing information.  431 
Where Health Canada's assessment finds that the request meets the requirements of the Act, a 432 
requester will be asked to provide additional information required to prepare a 433 
recommendation regarding disclosure. This will include:  434 

 A completed Conflict of Interest Declaration that provides information required by Health 435 
Canada to assess whether or not the requester's financial interests and other affiliations may 436 
conflict with their use of the requested information.  437 

 A signed Confidentiality Agreement with Health Canada that would take effect only if and 438 
when Health Canada decides to disclose CBI to the requester.  439 

 A dissemination plan to make the results of the project publicly available. 440 
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 441 
9. FINDINGS GENERATED FROM DISCLOSED INFORMATION 442 
 443 
Recipients of disclosed information are expected to make the findings of their undertakings with 444 
the disclosed information publicly available when the findings provide additional knowledge 445 
about the therapeutic product under study. If the recipient of disclosed information has made a 446 
determination that the safety, efficacy or quality of a product(s) is changed as a result of the 447 
evaluation of the CBI then the results should be submitted to Health Canada. Information 448 
regarding therapeutic products authorized for the Canadian market should be sent to MHPD-449 
stakeholders_intervenants-DPSC@hc-sc.gc.ca. Health Canada considers and assesses on a 450 
regular basis a multitude of sources when deciding the priority of a potential signal. This 451 
includes literature, decisions made in a foreign jurisdiction, as well as information provided by a 452 
recipient of CBI, which could lead to the prioritization of a signal for a safety review.  453 
 454 
As always, Health Canada will take the necessary actions to safeguard the health and safety of 455 
Canadians should the benefit, harm and uncertainty profile of a product(s) be determined 456 
changed. Manuscripts should be copied to Health Canada upon submission for publication.  457 
 458 
10. FORMS AND ADDITIONAL INFORMATION 459 
 460 
 Review process flow chart  461 
 Tools to assist requesters  462 
 Confidentiality Agreement template  463 
 Conflict of Interest Declaration form 464 

465 
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Review process flow chart 466 
 467 

 468 
469 
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Tools for Finding Regulatory Information  470 
 471 
 Health Canada publishes information of interest to Canadians on its regulatory decisions, 472 

inspections, compliance and enforcement activities. The information you want may be 473 
available publicly on Health Canada’s website or databases. 474 
 475 

 Drug Product Database (includes access to Product Monographs) (http://webprod5.hc-476 
sc.gc.ca/dpd-bdpp/index-eng.jsp) 477 
 478 

 Drug and Health Product Register (https://hpr-rps.hres.ca/hpr-rps/templates/search-479 
recherche-eng.php) 480 
 481 

 Drug and Health Product Review and Approval (includes Regulatory Decision Summaries, 482 
Summary Basis of Decisions, Notice of Compliance for approved drugs, and list of 483 
submissions under review for new active substances) (http://healthycanadians.gc.ca/drugs-484 
products-medicaments-produits/authorizing-manufacturing-autorisation-fabrication/review-485 
approvals-evaluation-approbations/index-eng.php) 486 
 487 

 Canadian Vigilance Adverse Reaction Online  (http://webprod3.hc-sc.gc.ca/arquery-488 
rechercheei/index-eng.jsp) 489 
 490 

 Clinical Trial Search (http://ctdb-bdec.hc-sc.gc.ca/ctdb-bdec/index-eng.jsp) 491 
 492 

 Patent Register (http://www.hc-sc.gc.ca/dhp-mps/prodpharma/patregbrev/index-eng.php) 493 
 494 

 Advisories, Warnings and Recalls (http://www.hc-sc.gc.ca/dhp-mps/advisories-avis/index-495 
eng.php) 496 
 497 

 Drug and Health Product Inspections (http://healthycanadians.gc.ca/apps/inspections/index-498 
en.html) 499 
 500 

 Safety Reviews (includes Summary Safety Reviews and a list of safety reviews started since 501 
October 2015) (http://www.hc-sc.gc.ca/dhp-mps/medeff/reviews-examens/index-eng.php) 502 

 503 
If the information you are seeking is not available publicly and contains CBI, you may be able to 504 
obtain it on request from Health Canada. The following categories of regulatory information may 505 
include CBI that is relevant to a health or safety issue: 506 

507 
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 508 
Clinical studies Drug Submissions Post-market surveillance Compliance and 

enforcement 

 Clinical trial 
protocols 

 Clinical study 
reports 

 Patient level 
data 

 Safety summaries 
 Efficacy summaries 
 Non-clinical safety 

studies 

 Drug Safety reviews 
 Adverse event signal 

assessments 

 Inspection reports 
 Notices of violation 
 Letters of non -

compliance 

 509 
 A request for disclosure of CBI should be as specific as possible. Consult the Health Canada 510 

web site to learn more about the types of records that may be requested. Useful links include: 511 
 How drugs are reviewed in Canada (http://www.hc-sc.gc.ca/dhp-mps/prodpharma/activit/fs-512 

fi/reviewfs_examenfd-eng.php) 513 
 Notice of Compliance Database (http://www.hc-sc.gc.ca/dhp-mps/prodpharma/notices-514 

avis/noc-acc/index-eng.php) 515 
 Glossary of Health Canada terms (http://www.hc-sc.gc.ca/dhp-mps/homologation-516 

licensing/gloss/index-eng.php) 517 
 Guidance document: Preparation of drug regulatory activities in the Common Technical 518 

Document format (http://www.hc-sc.gc.ca/dhp-mps/prodpharma/applic-demande/guide-519 
ld/ctd/ctd_prep_nds-eng.php#a35) 520 

 521 
Additional information for requestors 522 
 523 
There are other authorities in the Food and Drugs Act that Health Canada to disclose CBI when 524 
there is a risk of serious injury to human health, and for Health Canada to disclose CBI to other 525 
government agencies, including regulatory counterparts and members of advisory bodies. 526 
 527 
 Serious risk of injury to human health (section 21.1(2))  528 
 To a government (section 21.1(3)(a)  529 
 To a person from whom the Minister seeks advice (section 21.1(3)(b)) 530 
 531 
For more information on the implementation of the Protecting Canadians from Unsafe Drugs Act 532 
(Vanessa's Law) - (in force November 6, 2014) please refer to the following guide: 533 
 534 
 Amendments to the Food and Drugs Act 2014 -- Guide to New Authorities (http://hc-535 

sc.gc.ca/dhp-mps/legislation/unsafedrugs-droguesdangereuses-amendments-modifications-536 
eng.php) 537 

 538 
Templates 539 
 540 
Forms to be completed only following identification of requested records: 541 
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 542 
 Conflict of Interest Declaration for Individuals  543 
 Standard Confidentiality Agreement 544 
 545 
Other sources of clinical trial-related information 546 
 547 
Clinical trial information is available through the following registries and databases: 548 
 549 
 US - Clinicaltrials.gov  550 
 European Clinical Trials Database (Eudra CT) (https://eudract.ema.europa.eu/) 551 
 World Health Organization - International Clinical Trials Registry Platform 552 

(http://www.who.int/ictrp/en/) 553 
 Yale University Open Data Access (YODA) (http://yoda.yale.edu/) 554 
 555 
Direct requests for clinical trial data can be made to the following drug companies through the 556 
Clinical Study Data Requests website (https://www.clinicalstudydatarequest.com/Study-557 
Sponsors-Info.aspx). 558 
 559 
 Astellas  560 
 Astra Zeneca  561 
 Bayer  562 
 Boehringer Ingelheim  563 
 Eisai  564 
 GSK  565 
 Janssen Clinical Trial Data  566 
 Lilly  567 
 Novartis  568 
 Roche  569 
 Sanofi  570 
 Takeda  571 
 UCB  572 
 ViiV Healthcare 573 

574 
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Access to Confidential Business Information for Health and Safety Purposes form 575 
1. Personal and Professional Information  
NB: Please list all applicants and collaborators associated with the request 

Name (Principal applicant) 

 

Professional Title & Employer 

 

Requester 

individual  

corporation  

Name of corporation (if 
applicable) 

 

Professional Qualifications 

 

Street Address 

 

City 

 

Prov./Territory 

 

Postal Code 

 

Country 

 

Primary Phone Number 

 

Alternative Phone Number 

 

Email 

 

2. Information requested 

Have you consulted all available sources of information prior 
to submitting this request?  

yes 

no  

 

� Name of the health product(s) to which the information relates: 

 
� Regulatory functions to which the information relates: 

clinical trials 
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market authorization 

post-market surveillance 

compliance and enforcement 

other: 

 
� Please briefly describe the information that you are seeking from Health Canada: 

 

3. Project summary 

Please attach a summary of the project for which you are seeking the information (maximum 
1,000 words). Include headings that respond to the following questions: 

 What are the perceived health and/or safety issues associated with the therapeutic 
product?  

 What is the proposed objective of your project?  
 How do you propose to carry out your project?  
 How will the proposed project accomplish the stated objective?  
 How will the project results be disseminated? 

In addition to the summary, you may attach publications or other documents related to your 
project. 

Project summary attached 

 Does your project have a commercial purpose?   Yes   No 

Supporting publications, other documents attached (please list below)  

 

Preferred language for receiving future communications:  

French    or    English  

Please acknowledge that the information provided in this form is accurate and complete, and that 
you agree to its use for the purpose of reviewing your request. 

I agree 

I do not agree  
 

PRIVACY NOTICE: The personal information you provide to Health Canada is 
governed in accordance with the Privacy Act.  We only collect the information we 
need to process requests for confidential business information (CBI) authorized 
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under paragraph 21.1(3)(c) of the Food and Drugs Act. 

Purpose of collection: Your personal information is used to determine whether 
requested CBI may be disclosed to you. This information will be reviewed by a 
committee of senior Health Canada officials who will assess whether you qualify 
under the Act as “a person who carries out functions relating to the protection or 
promotion of human health or the safety of the public.” 

Other uses or disclosures: Health Canada may notify the public and/or the 
originator of the requested information of your request for CBI. In limited and 
specific situations, your personal information may be disclosed without your 
consent in accordance with subsection 8(2) of the Privacy Act. 

Refusal to provide the information: Failure to provide the requested 
information will prevent the assessment of your qualifications under paragraph 
21.1(3)(c) and will consequently prevent the processing of your request.  

For more information: This personal information collection will be described in 
Info Source, available online at infosource.gc.ca. Refer to the personal 
information bank (to come). 

Your rights under the Privacy Act: In addition to protecting your personal 
information, the Privacy Act gives you the right to request access to and 
correction of your personal information. For more information about these rights, 
or about our privacy practices, please contact Health Canada’s Privacy 
Coordinator at 613-954-9165 or privacy-vie.privee@hc-sc.gc.ca. You also have 
the right to file a complaint with the Privacy Commissioner of Canada if you 
think your personal information has been handled improperly.  

 

 
Signature 

 
Date 

 577 
Instructions 578 
 579 
1. Personal and Professional Information: Provide all information relevant to your request. 580 

Health Canada has discretionary authority under the Food and Drugs Act to disclose CBI to 581 
individuals and organizations. To be eligible, the applicant (individual or corporation) must 582 
carry out functions relating to the protection or promotion of human health or the safety of 583 
the public. In this section, please list all collaborators who require access to the requested 584 
information in order to carry out the proposed project. 585 
 586 
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2. Information Requested: Describe the information that you are requesting as specifically as 587 
you can, including the product(s) (common and/or brand names) and the regulatory 588 
function(s) to which the information relates. Please consult the resources listed under Tools 589 
of the guidance document to help identify the information required.   Health Canada's 590 
authority under paragraph 21.1(3)(c) of the Food and Drugs Act to disclose CBI applies to 591 
regulatory information related to therapeutic products, including prescription and non-592 
prescription drugs, vaccines, blood and blood products, donor semen for assisted conception, 593 
gene and cell therapies, tissues and organs, and medical devices. It does not apply to natural 594 
health products. 595 
 596 

3. Project summary: Describe the research project or other activity for which you are seeking 597 
access to CBI, including how the purpose for obtaining access to the CBI is related to the 598 
protection or promotion of human health or the safety of the public. Health Canada's 599 
authority under the Food and Drugs Act to disclose CBI to individuals or corporations can be 600 
used only for a purpose related to the protection or promotion of human health or the safety 601 
of the public. Health Canada will not disclose CBI for commercial uses. 602 

 603 
Conflict of Interest Declaration  604 
 605 
Information Sheet 606 
How to complete the Conflict of Interest Declaration for Disclosure of Information 607 
Please read this information sheet before you complete the declaration form.  608 
 609 
This Information Sheet will assist you in completing the Conflict of Interest Declaration for 610 
Disclosure of Information. 611 
 612 
What to declare? 613 
 614 
Each individual is responsible for the declaration of his/her interests, and the interests of their 615 
spouse/partner, and/or dependent child. When completing Question 1, you are only required to 616 
indicate the company name, and the type of interest, such as stocks, shares, or bonds etc. In order 617 
to maintain privacy, do not identify the individual who owns the interest, nor the financial 618 
amounts. 619 
 620 
Changing circumstances of affiliations and interests 621 
 622 
If there is a change in the circumstances reported on the Affiliations and Interest Declaration 623 
Form during your Project you must promptly report such changes to the Secretariat. 624 
 625 

626 
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How will the information in my declaration be used? 627 
 628 
Health Canada will review your completed declaration form with a view to ensuring that there is 629 
no conflict of interest with respect to the information requested for the purpose of carrying out 630 
the proposed project related to the protection or promotion of human health or the safety of the 631 
public. 632 
 633 
Protection of personal information 634 
Once completed, your personal information in the Conflict of Interest Declaration for Disclosure 635 
of Information is protected in accordance with the Privacy Act. 636 
 637 
Before you mail your completed declaration 638 
Before you send this application form to the Secretariat, please make sure that you have 639 
completed, signed and dated your declaration. 640 
  641 
Conflict of Interest Declaration for Disclosure of Information 642 
 643 
To be completed by individuals requesting disclosure of information for the purposes of a project 644 
that relates to the protection or promotion of human health or safety of the public. 645 
 646 
Prefix 647 
Mr. Mrs. Ms. 648 
Miss 649 
First Name Last Name 650 
Home Address (No., Street, Apt., P.O. Box, R.R) 651 
City Prov./Territory 652 
Postal Code 653 
Country 654 
Mailing Address □ Same as above Or (No., Street, Apt., P.O. Box, R.R) 655 
City Prov./Territory 656 
Postal Code Country 657 
Daytime Phone Number 658 
Evening Phone Number 659 
Preferred language for receiving future communications: French □ or English □ 660 
SECTION B – INFORMATION ABOUT YOUR AFFILIATIONS AND 661 
Direct Financial Interests 662 
 663 
Q 1) Do you, your spouse/partner, and/or dependent minor child have any direct financial 664 
interests with the regulated industry that are of relevance to the subject of the information 665 
request including current employment, investments in companies, partnerships, equity, royalties, 666 
joint ventures, trusts, real property, stocks, shares, or bonds? 667 
□ Yes 668 
□ No 669 
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If yes, please list the company name, and the type of interest. In order to maintain privacy, 670 
household members do not need to be identified. 671 
 672 
Response: 673 
 674 
Indirect financial interests 675 
 676 
Q 2) Within the past five years, have you received from the regulated industry payment for 677 
work done or being done, or financial support, of relevance to the subject of the information 678 
request? Include past employment, contracts or consulting, research support, personal education 679 
grants, contributions, fellowships, sponsorships, and honoraria for teaching, speaking, or writing 680 
engagements. 681 
 682 
Note: if you are currently employed by the regulated industry and have declared this under Q1), 683 
do not include any of the above from your present employer. 684 
□ Yes 685 
□ No 686 
If yes, please list the approximate value. When was the work performed? What was your role? 687 
Who provided the support? When did the support cease? 688 
 689 
Response: 690 
 691 
Q 3) Within the past five years, have you received materials, discounted products, gifts, or 692 
other benefits, or attended conferences or meetings where all or part of the travel and 693 
accommodation costs were provided by the regulated industry, of relevance to the subject of the 694 
information request. 695 
 696 
Note: if you are currently employed by the regulated industry and have declared this under Q1), 697 
do not include any of the above from your present employer. 698 
□ Yes 699 
□ No 700 
 701 
If yes, please provide the dates and details, including who provided the support and the 702 
approximate value. 703 
 704 
Response: 705 
 706 
Q 4) Within the past three years, have any of the organizations where you are currently 707 
employed or where you participate in internal decision making (that is, as a board member, or as 708 
an executive or non-executive director) received grants or other funding from the regulated 709 
industry, of relevance to the subject of the information request? 710 
□ Yes 711 
□ No 712 
If yes, please provide the dates and details, including who provided the support, and the amounts. 713 
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 714 
Response: 715 
 716 
Intellectual interests 717 
 718 
Q 5) Within the past five years, have you provided any formal advice or opinion to industry, a 719 
Canadian federal, provincial, or municipal government, a foreign government, or a 720 
nongovernment organization, on a matter of relevance to the subject of the information request? 721 
 722 
Include expert testimony or acting as witness (full or part time), participation on an advisory 723 
body, etc. 724 
□ Yes 725 
□ No 726 
If yes, please provide the dates and details and note if you volunteered your services or were 727 
paid. 728 
 729 
Response: 730 
 731 
Q 6) Have you ever made public a statement (including speeches, lobbying, etc.) or publicly 732 
stated a point of view (including in scientific papers, articles, journals, or other publications or 733 
on Web sites) on issues of relevance to the subject of the information request? 734 
□ Yes 735 
□ No 736 
If yes, please list by date, title, and publication 737 
 738 
Response: 739 
 740 
Q 7) Do you currently have any professional or volunteer affiliations (such as membership 741 
of professional/scientific societies, trade associations, lobbying, public interest or advocacy 742 
groups, etc.) who may have an interest in the subject of the information request? 743 
□ Yes 744 
□ No 745 
If yes, please describe. 746 
 747 
Response: 748 
 749 
Other affiliations and interests 750 
 751 
Q 8) Do you have any other affiliations and interests or potential circumstances that might give a 752 
well-informed member of the public reasonable apprehension or grounds for concern that access 753 
to the information for which you have requested disclosure could place you in a conflict of 754 
interest? 755 
□ Yes 756 
□ No 757 



Health Canada Disclosure of Confidential Business Information under 
Draft Guidance Document - For comment purposes only Paragraph 21.1(3)(c) of the Food & Drugs Act 

 

 
Draft Date: 2016/03/10  21

If yes, please describe. 758 
 759 
Response: 760 
 761 
Section C – Your Declaration 762 
 763 
I _________________ (name) have reviewed my affiliations and interests as they relate to the 764 
matters itemized in this disclosure form, and I hereby certify that I have disclosed all relevant 765 
information. Except as otherwise disclosed in this form, I declare that I have no additional 766 
relevant affiliations and interests to report. 767 
 768 
I understand that it is my responsibility to report to the Secretariat any material change in 769 
circumstances in my affiliations and interests as soon as it is known to me. 770 
 771 
_____________________________________________________________________________ 772 
Name of individual requesting disclosure of information 773 
Signature Date YY / MM / DD 774 
 775 
Please return your completed form to: 776 
 777 
Health Products and Food Branch 778 
250 Lanark Avenue, Room 452 779 
Ottawa, ON K1A 0K9 780 
 781 
FOR OFFICE USE ONLY 782 
Direct Financial Interest 783 
□ YES 784 
□ NO 785 
 786 
Signature: 787 
Date: / / 788 
YY MM DD 789 
 790 
Comments: 791 
 792 

793 
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CONFIDENTIALITY AGREEMENT TEMPLATE 794 
 795 

BETWEEN: 796 
 797 

HER MAJESTY THE QUEEN IN RIGHT OF CANADA, 798 
as represented by the Minister of Health (“Health Canada”) 799 

 800 
- and - 801 

 802 
XYZ 803 

 804 
WHEREAS:  805 
 806 
A.  XYZ wishes to obtain information from Health Canada for the purposes of the Project;  807 
B.  Health Canada is willing to disclose relevant information to XYZ exclusively for the 808 

purposes of the Project;  809 
C.  The purpose of the disclosure is related to the protection or promotion of human health or the 810 

safety of the public;  811 
D.  XYZ is a person who carries out functions relating to the protection or promotion of human 812 

health or the safety of the public;  813 
E.  Health Canada wishes to preserve the confidentiality of the information it is willing to 814 

disclose to XYZ;  815 
F.  The information that Health Canada is willing to disclose includes Confidential Business 816 

Information, which may be disclosed pursuant to paragraph 21.1(3)(c) of the Food and 817 
Drugs Act (R.S.C., 1985, c. F-27);  818 

G.  The Parties wish to set out in this Agreement the terms and conditions under which Health 819 
Canada is disclosing information to XYZ for the purposes of the Project;  820 

 821 
NOW THEREFORE IN CONSIDERATION of the mutual terms and conditions, the Parties 822 
agree as follows: 823 
 824 
1. PREAMBLE  825 
 826 
The preamble forms an integral part of this Agreement. 827 
 828 
2. DEFINITIONS  829 
 830 
a) “Agreement” means this agreement between Health Canada and XYZ respecting the 831 
information disclosed by Health Canada to XYZ for the purposes of the Project.  832 
 833 
b) “Confidential Business Information” means, information that may be captured under the 834 
definition of Confidential Business Information in section 2 of the Food and Drugs Act which 835 
provides:  836 
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 837 
“confidential business information”, in respect of a person to whose business or affairs 838 
the information relates, means - subject to the regulations - business information 839 

(a) that is not publicly available,  840 
(b) in respect of which the person has taken measures that are reasonable in the 841 
circumstances to ensure that it remains not publicly available, and  842 
(c) that has actual or potential economic value to the person or their competitors 843 
because it is not publicly available and its disclosure would result in a material 844 
financial loss to the person or a material financial gain to their competitors;  845 
d) “Disclosed Information” means any information, including, data, or any part or 846 
portion thereof, that has been provided by Health Canada to XYZ under this 847 
Agreement, that is listed in Annex B, for the purposes of the Project and includes 848 
Confidential Business Information;  849 
e) “Party” means either Health Canada or XYZ individually, and “Parties” means 850 
both Health Canada and XYZ collectively.  851 
f) “Project” means a non-commercial undertaking that relates to the protection and 852 
promotion of human health or the safety of the public as described more specifically 853 
in Annex A to this Agreement.  854 

 855 
3. CONFIDENTIALITY  856 
 857 
a)  Obligation of Confidentiality - Disclosed Information provided to XYZ under this 858 

Agreement shall:  859 
 860 

i. be held in confidence by the XYZ ;  861 
ii.  be used by XYZ exclusively for the purposes of the Project;  862 
iii.  be safeguarded by XYZ by maintaining appropriate physical and technological 863 

safeguards to limit the risk of theft, loss, unauthorized access, copying, use, disclosure or 864 
disposal of the Disclosed Information;  865 

iv.  not be reproduced in whole or in part in any document, paper, manuscript, etc. that XYZ 866 
intends to publish or otherwise make public.  867 

v.  not be disclosed to third parties.  868 
 869 
b)  No Waiver of Privilege - XYZ acknowledges that Health Canada and/or the third party who 870 

provided the Disclosed Information to Health Canada does not intend to waive any rights, 871 
title or privilege that either may have in respect of any of the Disclosed Information.  872 

 873 
c)  Duty of Confidentiality - Nothing in this Agreement derogates, displaces or otherwise 874 

diminishes the common law or equitable duty of confidentiality applicable to XYZ 875 
concerning the Disclosed Information.  876 

 877 
d)  Confidentiality Exclusions - The obligations imposed by Article 3 (Confidentiality) do not 878 

apply to information which:  879 
 880 
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i.  In the Public Domain - is now or hereafter becomes, through no act or failure to act on 881 
the part of XYZ, generally known or available to the public;  882 

ii.  Already Known to XYZ - was already in the possession of XYZ at the time of disclosure;  883 
iii. Disclosed by a Third Party - becomes available from a third party who has a lawful and 884 

legitimate right to disclose the information to others;  885 
iv.  Independently Developed - was independently developed by XYZ without any of the 886 

Disclosed Information being reviewed or accessed by the XYZ;  887 
v.  Required to be Disclosed Pursuant to law, including, on the basis of a Judicial or 888 

Administrative Order – the disclosure of which was required by law or pursuant to a 889 
compulsory order under a judicial process or under a compulsory regulatory requirement. 890 
XYZ shall provide written notice of any such disclosures to Health Canada, as soon as 891 
reasonably possible;  892 

vi.  Consent has been Obtained - where the originator of the Disclosed Information, whether 893 
it be Health Canada or a third party, agrees in writing that it can be disclosed.  894 

 895 
4. RESEARCH AND PUBLICATIONS  896 
 897 
a)  XYZ shall provide Health Canada with a copy of any draft manuscript which was developed 898 

using the Disclosed Information at least 15 business days prior to submitting it for 899 
publication or otherwise disseminating it in order for Health Canada to verify that the 900 
Disclosed Information was used for the purpose of the Project.  901 

b)  If XYZ references Health Canada in any publication, XYZ shall include a statement in the 902 
publication that the analysis, conclusions, opinions and/or statements expressed therein are 903 
those of the author and are not necessarily those of Health Canada.  904 

 905 
5. DESTRUCTION OF DISCLOSED INFORMATION  906 

 907 
a)  XYZ shall destroy in a secure manner the Disclosed Information, as well as any copies or 908 

extracts, including electronic files, after completion of the Project or upon termination of this 909 
Agreement and shall provide notification of destruction in writing to Health Canada.  910 

 911 
6. INTELLECTUAL PROPERTY  912 
 913 
This Agreement does not grant or transfer any rights to XYZ respecting the intellectual property 914 
associated with the Disclosed Information. XYZ further understands that 915 
 916 
a) by obtaining the Disclosed Information, XYZ is not obtaining an implied license to that 917 

Disclosed Information; and  918 
b) the use of the Disclosed Information shall be limited to the purpose of the Project as further 919 

detailed in this Agreement.  920 
 921 
7. EFFECTIVE DATE  922 
 923 
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This Agreement shall come into force and effect on the date of last signature (the “Effective 924 
Date”).  925 
 926 
8. INDEMNIFICATION  927 
 928 
XYZ shall, at his own cost, indemnify and save harmless Health Canada from and against all 929 
claims, demands, losses, damages, costs (including the complete costs of defending any legal 930 
action by a third party), actions, suits or other proceedings, all in any manner based upon, arising 931 
out of, related to, occasioned by or attributable to, any acts or omissions whatsoever of XYZ 932 
(whether by reason of negligence or otherwise) in the breach by XYZ of the provisions of the 933 
Agreement.  934 
 935 
9. TERMINATION AND EQUITABLE REMEDIES  936 
 937 
a)  Termination - Health Canada may terminate this Agreement immediately at any time by 938 

providing a written notice to XYZ.  939 
b)  Provisions that Survive Termination - Notwithstanding the termination or expiration of this 940 

Agreement, all obligations of the Parties, which expressly or by their nature survive 941 
termination or expiration, shall continue in full force and effect subsequent to and 942 
notwithstanding such termination or expiration, until they are satisfied or by their nature 943 
expire, including without limitation, Confidentiality (Article 3), Intellectual Property (Article 944 
6) and Indemnification (Article 8).  945 

c)  Should XYZ breach the provisions of this Agreement, Health Canada shall be entitled to 946 
equitable relief, in addition to all other remedies available to the Parties at law or in equity. 947 
The Parties agree that an award of damages may not be an effective remedy in the event of a 948 
breach of this Agreement.  949 

 950 
10. MISCELLANEOUS 951 
 952 
a)  Entire Agreement - This Agreement, and its Annexes, constitutes the entire agreement 953 

between the Parties pertaining to the subject-matter hereof and supersedes all prior 954 
agreements, understandings, negotiations and discussions, whether oral or written, of the 955 
Parties pertaining to such subject-matter. There are no warranties, representations or other 956 
agreements between the Parties in connection with the subject matter hereof, except those 957 
specifically set out herein. The execution of this Agreement has not been induced by, nor do 958 
any of the Parties rely upon or regard as material, any representations not included in this 959 
Agreement.  960 

b)  Amendment - No amendment to this Agreement shall be effective unless agreed to in writing 961 
and signed by the Parties.  962 

c)  Waiver - No waiver of any of the provisions of this Agreement shall be deemed or shall 963 
constitute a waiver of any other provision (whether or not similar) nor shall such waiver 964 
constitute a continuing waiver unless otherwise expressly provided.  965 

d)  No Representations or Warranties – Any use of the Disclosed Information shall be at the sole 966 
risk and expense of XYZ. Any Disclosed Information provided to XYZ by Health Canada is 967 
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provided on an “as is” basis without any warranty or guarantee or representation of any kind 968 
whatsoever.  969 

e)  Successors - This Agreement shall enure to the benefit of, and be binding upon, the Parties 970 
and their respective heirs, executors, administrators and permitted successors and assigns.  971 

f)  Relationship - The Parties expressly disclaim any intention to create a partnership, joint 972 
venture or joint enterprise.  973 

g)  Forum Conveniens and Applicable Laws - This Agreement shall be governed by and 974 
interpreted under the laws in force in XXXX, without regard to any choice of law rules. The 975 
courts of XXXX shall have exclusive jurisdiction over all matters arising in relation to this 976 
Agreement and each Party hereby submits to the jurisdiction of the courts of XXXX.  977 

h)  Assignment - This Agreement is personal to the Parties and cannot be assigned by a Party, in 978 
whole or in part, or any interest, right or obligations hereunder.  979 

i)  Breach - XYZ shall notify Health Canada immediately upon becoming aware of any breach 980 
or suspected breach of the provisions of this Agreement. XYZ shall advise Health Canada of 981 
all steps taken to correct any such breach.  982 

 983 
11. NOTICES  984 
 985 
a)  Contact Individuals, Addresses and Numbers - unless otherwise notified, the representative 986 

of the Parties for the purpose of the Agreement shall be:  987 
 988 

For HEALTH CANADA: [Insert name, address]  989 
Telephone: [Insert telephone number]  990 
Facsimile: [Insert facsimile number]  991 
Email: [Insert email address]  992 
 993 
For XYZ: [Insert name, address]  994 
Telephone: [Insert telephone number]  995 
Facsimile: [Insert facsimile number]  996 
Email: [Insert email address] 997 

 998 
b)  Mode of Service - Any notices or other communications required or permitted under this 999 

Agreement shall be in writing and shall be either  1000 
 1001 

i.  personally delivered;  1002 
ii.  sent by courier;  1003 
iii.  sent by registered mail, postage prepaid;  1004 
iv.  sent by facsimile; or  1005 
v.  sent by email;  1006 

 1007 
to the addresses and persons cited above. Any Party may change the names of the intended 1008 
recipient and addresses by written notice. 1009 

 1010 
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c)  Confirmation of Service - Any notice or communication 1011 
 1012 

i.  given by personal delivery shall be deemed to have been received on the date of delivery;  1013 
ii.  given by courier or registered mail shall be deemed to have been received on the date of 1014 

signature on the delivery slip;  1015 
iii.  given by facsimile shall be deemed to have been received on the date of the facsimile 1016 

transmission sheet;  1017 
iv.  given by email shall be deemed to have been received when the Internet “postmaster” 1018 

states receipt of the electronic message.  1019 
 1020 
d)  This Agreement may be executed in counterpart.  1021 
 1022 
12. EXECUTION / SIGNATURES  1023 
 1024 
IN WITNESS WHEREOF this Agreement has been executed by the Parties. 1025 
 1026 
HER MAJESTY THE QUEEN IN RIGHT OF CANADA  1027 
 1028 
By: 1029 
_______________________________ ____________________________________ 1030 
[Name of official]  Date  1031 
[Title]  1032 
 1033 
XYZ:  1034 
By:  1035 
________________________________ ______________________________________ 1036 
[Name] Date  1037 
[Title]  1038 

1039 
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ANNEX A - Project Description  1040 
 1041 
ANNEX B - Disclosed Information Provided by Health Canada to XYZ for the Purpose of the 1042 
Project 1043 


