


[bookmark: _Toc459099003]Investigational Product Labels

Sample English product labels that can be adapted for a study appear on the next page. These labels appear in English only. As per regulations, the labels should be set out in both official languages.   Labels on drug products to be used in clinical trials should comply with Section C.05.011 of the Health Canada - Food and Drug Regulations.


C.05.011 Despite any other provision of these regulations respecting labelling, the sponsor shall ensure that the drug bears a label that sets out the following information in both official languages:
(a) a statement indicating that the drug is an investigational drug to be used only by a qualified investigator; (Similar wording may be used, such as "for clinical trial use only".)
(b) the name, number or identifying mark of the drug;
(c) the expiration date of the drug; 
(d) the recommended storage conditions for the drug;
(e) the lot number of the drug;
(g) the name and address of the sponsor;
(g) the protocol code or identification; and
(h) if the drug is a radiopharmaceutical as defined in Section C.03.201, the information required by subparagraph C.03.202(1)(b)(vi).

(e) the lot number of the drug;

(f) the name and address of the sponsor;

(g) the protocol code or identification; and

(h) if the drug is a radiopharmaceutical as defined in section C.03.201, the information required by subparagraph C.03.202(1)(b)(vi).


























** Note:  Labels are designed to be printed on Avery 5164 shipping labels.
Highlighted portions are to be replaced with storage conditions as per protocol.

[TRANSLATOR NAME/CONTACT INFORMATION]
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	Sponsor Name
Sponsor Address
Sponsor Address

Product name (dose) or placebo

Protocol Code or ID/No de protocole:

LOT #/No de lot:  XXX                                           Visit #/No de visite:
Expiry Date/Date de péremption:  XX XX XX      Participant #/No du participant:
Investigator Name/Nom de l’enquêteur:

FOR CLINICAL USE ONLY
Caution:  Investigational Drug - To be used by Qualified Investigators Only.
POUR UTILISATION CLINIQUE UNIQUEMENT
Drogue de recherche. Réservée seulement à l’usage des chercheurs qualifiés.
.

Storage:  Store under refrigeration at 2°C to 8°C
[bookmark: _GoBack]Conservation:  Conserver sous refrigeration entre 2°C et 8°C
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