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Investigational Product (IP) Management Plan for [PROTOCOL #]


Notes to the Author
[This document is a template of an Investigational Product Management Plan document. The template includes instructions to the author, boilerplate text, and fields that should be replaced with the values specific to the project.
· Blue italicized text enclosed in square brackets ([text]) provides instructions to the document author, or describes the intent, assumptions and context for content included in this document.
· Blue italicized text enclosed in angle brackets (<text>) indicates a field that should be replaced with information specific to a particular project.
· Text and tables in black are provided as boilerplate examples of wording and formats that may be used or modified as appropriate to a specific project. These are offered only as suggestions to assist in developing documents; they are not mandatory formats.

When using this template, the following steps are recommended:
1. Replace all text enclosed in angle brackets (e.g., <Project Name>) with the correct field document values. These angle brackets appear in both the body of the document and in headers and footers. To customize fields in Microsoft Word (which display a gray background when selected) select File->Properties->Summary and fill in the appropriate fields within the Summary and Custom tabs.
After clicking OK to close the dialog box, update all fields throughout the document selecting Edit>Select All (or Ctrl-A) and pressing F9. Or you can update each field individually by clicking on it and pressing F9.
These actions must be done separately for any fields contained with the document’s Header and Footer.
2. Modify boilerplate text as appropriate for the specific project.
3. To add any new sections to the document, ensure that the appropriate header and body text styles are maintained. Styles used for the Section Headings are Heading 1, Heading 2 and Heading 3. Style used for boilerplate text is Body Text.
4. To update the Table of Contents, right-click on it and select “Update field” and choose the option - “Update entire table”.
5. Before submission of the first draft of this document, delete this instruction section “Notes to the Author” and all instructions to the author throughout the entire document.
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[bookmark: _Toc469058347][bookmark: _Toc469046181][bookmark: _Toc535830250]

[bookmark: _Toc169530495][bookmark: _Toc216855767]2.0 Preparation, Storage, and Accountability
[bookmark: _Toc469058348][bookmark: _Toc469046182][bookmark: _Toc535830251][bookmark: _Toc169530496][bookmark: _Toc216855768]2.1 Acquisition and Accountability
[If IP is a controlled substance, include information about reducing the chain of custody, per the OCS exemption. Example below: 
In accordance with Health Canada guidelines and our Office of Controlled Substances (OCS) exemption, IP will be directly delivered to the University of Calgary AHS Research Pharmacy. Study staff will have no contact with IP, which will be dispensed directly to participants by the pharmacy.]
[bookmark: _Toc169530497][bookmark: _Toc216855769]2.1.1 Manufacturing

[insert address of manufacturer and any relevant information of manufacturing process]

[bookmark: _Toc169530498][bookmark: _Toc216855770]2.1.2 Remanufacturing/Repackaging
	Address
	Pharmacy Contact

	AHS Research Pharmacy
3280 Hospital Drive NW
5th Floor - 5D05 
Calgary, AB
T2N 4Z6 
	Candice Cameron BA, BSP, ACPR
CWPH Building 4D76, 3280 Hospital Drive NW
Calgary, AB
T2N 4Z6
Ph: 403-944-1187	
E: candice.cameron@albertahealthservices.ca




The investigational product (IP) will be re-packaged into individual labelled bottles with blinded labels, the capsules of both IP doses look identical (size two white capsules) so do not need to blinded. Only a portion of the product will be re-packaged because the AHS Research Pharmacy is limited to a 6-month BUD (beyond-use-date). The remaining IP will then follow the same labelling process described.








[bookmark: _Toc169530499][bookmark: _Toc216855771]2.2 Blinding/Labelling
[include relevant information about the blinding and unblinding process]
[bookmark: _Toc169530500][bookmark: _Toc216855772]2.3 Storage

[bookmark: _Toc169530501][bookmark: _Toc216855773]2.4 Dispense/Reconciliation

[include any study specific information about the dispensing process]

 At least 24 hours before dispensing study staff will submit the ‘Study Medication Request Form’ to the AHS Research Pharmacy which will indicate the Study ID for the upcoming visit. Upon the pharmacy dispensing the IP, study staff and pharmacy staff will complete the Study Medication Request Form. 
 
[bookmark: _Toc153793156][bookmark: _Toc169530502][bookmark: _Toc216855774]2.5 Disposal
[include any study specific information about the dispensing process]


[bookmark: _Toc469058350][bookmark: _Toc469046184][bookmark: _Toc535830253][bookmark: _Toc169530503][bookmark: _Toc216855775]3.0 Product Stability and Temperature Monitoring
[bookmark: _Toc216855776]3.1 Stability:
 





[bookmark: _Toc169530504][bookmark: _Toc469058352][bookmark: _Toc469046186][bookmark: _Toc535830254][bookmark: _Toc216855777]3.2 Temperature Monitoring Procedures
[bookmark: _Toc216855778]3.2.1 Definitions:
Temperature Variance: a temperature reading outside of the acceptable temperature ranges and outside of the acceptable storage temperatures BUT NOT considered a temperature excursion (after rounding rules are applied).
· Although not considered a temperature excursion, temperature variances should still be reported in Temperature Excursion Reporting Form (Appendix B) for record keeping purposes. Only section 1, 3 and 4 of temperature excursion reporting form is applicable for reporting temperature variances. 
Temperature Excursion: a temperature reading outside of the acceptable temperature ranges and outside of the acceptable storage temperatures (after rounding rules are applied). 
· All temperature excursions must be reported in the Temperature Excursion Reporting Form (Appendix B). 

[bookmark: _Toc216855779]3.2.2 Rounding Rules:
Temperatures will be interpreted using the following rounding rules: 
1. For temperatures that are recorded and reported temperatures in tenth degrees (i.e. –   22.4 degrees or 3.8 degrees), these tenths will be rounded to the closest degree in Celsius   
a. If a temperature is equal to or greater than xx.5, then it will be rounded up to the nearest whole degree.  
b. If it is equal to or less than xx.4, then it will be rounded down to the nearest whole degree

[bookmark: _Toc216855780]3.2.3 Temperature and Humidity Monitoring Device:
Temperature monitoring for the IP in study is done fully via the University of Calgary AHS Research pharmacy 


[bookmark: _Toc216855781]3.2.4 Temperature Ranges for Storage: 
A. Acceptable Temperature Range: [ensure this information is consistent with the Investigator Brochure or Product Monograph. Reach out to manufacturer for additional information as necessary]


B. Temperature Variance:  [ensure this information is consistent with the Investigator Brochure or Product Monograph. Reach out to manufacturer for additional information as necessary]

C. Temperature Excursion: [ensure this information is consistent with the Investigator Brochure or Product Monograph. Reach out to manufacturer for additional information as necessary]



[bookmark: _Toc216855782]3.2.5 Process for Temperature Excursions:
1. If the temperature measured by the temperature monitoring device goes out of range (<acceptable range>), then the temperature monitoring software system will send a notification to the Sponsor. In the event Sponsor is not able to receive temperature alerts, designee should follow below steps as well as section “Notification of Study Sponsor of Temperature Excursion” below.  
2. The Sponsor is responsible for managing the alert. This includes;
a. Checking the device in question and confirming that temperature is in fact beginning to go outside of, or is outside of the appropriate range.
b. Sponsor can delegate to study team member on-site, or may personally come on-site to check the location in question. 
c. Determining if the temperature that is out of range is considered a temperature excursion per definitions and rounding rules provided above. 
d. Contacting CWPH Building Facilities Manager to make air temperature adjustments to thermostats if needed.[edit this information if IP is not being stored at main research pharmacy]
i. CWPH Facilities Manager: George Ishmurzin 
Office: (403) 220-5187. 
Cell:	(403) 970-9478
Email:	george.ishmurzin@ucalgary.ca
ii. In the event staff is unable to connect with Facilities Manager, please call the Customer Care Centre at 403.220.7555 (8 a.m. - 4:30 p.m. weekdays), or Campus Security at 403.220.5333 (afterhours, weekends, and statutory holidays). 
e. Determining and documenting the root cause of the temperature variance/excursion within 24 hours of the temperature variance/excursion occurring
f. Complete the Temperature Excursion Reporting Form (Appendix B). 
3. Sponsor/delegate is expected to act on the temperature alert notification within 30 minutes of receiving the alert.
4. In the event that the temperature meets definition of a temperature excursion, all IP that was involved will be immediately quarantined in appropriate storage conditions until further direction from the Sponsor. The quarantined inventory will be separated from other IP and clearly marked as not for patient use. Staff will fill out temperature excursion reporting form. 
a. IP will remain quarantined until deemed acceptable for use by Sponsor.
b. If Sponsor deems quarantined inventory as not acceptable for use, it will be delivered to the University of Calgary AHS Research Pharmacy for disposal. 
[bookmark: _Toc216855783]3.2.6 Notification of Study Sponsor of Temperature Excursion
1. In the event Sponsor has not received temperature alert, the responding designee will notify the Sponsor within 48 hours of the temperature excursion occurring.
2. If the sponsor does not respond within 48 hours of being notified of the temperature excursion, the designee shall refer to the study protocol, Investigator’s Brochure, and this Investigational Product Management Plan for specific instructions on temperature excursions and appropriate actions.
a. If the designee is unable to find adequate instructions on temperature excursions in the study protocol, Investigator’s Brochure, or Investigational Product Management Plan, then the IP will be quarantined and removed from available inventory until receiving further instruction from the sponsor.
3. Designee will submit Temperature Excursion Reporting Form and a copy of the relevant IP Storage Temperature Log(s) to the Sponsor within 1 working day of becoming aware of the temperature excursion. (Not applicable to temperature variances). 

[bookmark: _Toc216855784]3.2.7 Movement of Investigational Product
1. If the Sponsor/designee responding to temperature variance and/or excursion determines that the ambient air temperature will not be returned within range quickly, then the Sponsor/designee shall ensure that IP is moved to a temporary location with the same storage conditions. This may be done by the following:
a. Transfer IP to other location as appropriate per storage requirements of IP
b. Setting up portable fans, air conditioning units or heaters in the IP storage location for ambient temperature management if needed
c. Following sponsor-required notification and documentation for temperature excursions. IP shall remain at this temporary location until the issue has been resolved. 
2. If IP must be moved to another location outside of the CWPH building, Sponsor/designee shall ensure that an inventory of IP is taken by the next business day. 
3. If the IP must be moved to central pharmacy location, Sponsor/designee shall ensure that IP is segregated from other inventory and clearly labeled “For Investigational Use Only”. 
4. Sponsor/designee will make every effort to ensure that IP is transferred under appropriate conditions.
5. Sponsor/designee will notify study team of the movement of IP as necessary.


[bookmark: _Toc169530505][bookmark: _Toc216855785]4.0 Measures to Minimize Bias: Randomization and Blinding
[bookmark: _Toc216855786]4.1 Randomization:  
[describe the randomization process]
[bookmark: _Toc216855787]4.2 Drug Blinding: 
 [describe how the blind is maintained throughout the study]
[bookmark: _Toc216855788]4.3 Unblinding: 
[Describe procedures for unblinding in the case of emergency. Ensure there is a 24/7 unblinding plan in case emergency occurs outside regular business hours]
1. Primary contacts for unblinding: 


2. [bookmark: _Toc469058353][bookmark: _Toc469046187][bookmark: _Toc535830255]Secondary contact for unblinding: 

[bookmark: _Toc169530506][bookmark: _Toc216855789]5.0 Study Intervention Compliance
[bookmark: _Toc216855790]5.1 Compliance
[Describe how compliance will be assessed and documented]

[bookmark: _Toc216855791]5.2 Missed Dose:
[what is the procedure if a participant misses a dose, i.e should they take at next opportunity or miss it until the next dose is due]

[bookmark: _Toc469058354][bookmark: _Toc469046188][bookmark: _Toc535830256]

[bookmark: _Toc169530507][bookmark: _Toc216855792]6.0 Concomitant Therapy and IP Risk Management
[bookmark: _Toc216855793]6.1 Concomitant Therapy:
[identify concomitant medications and the timeline in which they should be avoided]

[bookmark: _Toc216855794]6.2 IP Risk Management:
[Identify the risks associated with the IP and describe any procedures for managing any adverse events or distressing symptoms that may occur, as applicable]


SPONSOR/PI SIGN-OFF                                                                                                                                           



[bookmark: _Toc169530508][bookmark: _Toc216855795]References



[bookmark: _Toc169530509]










[bookmark: _Toc216855796]Appendix A: Product Datasheet



[bookmark: _Toc169530510][bookmark: _Toc216855797]Appendix B: Sample Temperature Excursion Reporting Form
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I.I Alberta Health Pharmacy

. Ser\lices Temperatl:_n:gExcursion

Temperature Excursion Log Completed by:
Date:
Name:

Positior

1. Date and time the temperature excursion was noticed/reported:

@ h

2. Pharmacy alerted of the alarm/temperature excursion by:

[ security [ Facilities maintenance [] Pharmacy staff member

3. Current temperature reading for the [Jfridge [ freezer [] room temperature:

°C Date/Time: @ HR

4. Maximum excursion temperature recorded: °C / Minimum excursion temperature
recorded: °C (if known)
5. Duration of temperature excursion:

minutes or hours or Attach a copy of the graph to this document

6. Probable Cause of reported temperature excursion:
[ Prolonged opening of fridgeffreezer door ] Malfunction of monitoring device(explain):

[J Routine Maintenance of fridge/freezer [ Fridge/freezer/room temperature malfunction/failure

Other(briefly explain)

See page 2 of 2 to transfer IP to the alternate location in case of temperature excursion

Page 1




image2.png
If transfer of IP to alternate location/ back-up fridgelfreezer is required please complete the
section below:

Personnel involved in the relocation of IP:

Location of alternate fridge/freezer Barcode#(f applicable):

Date and Time IP removed from current location: e hr
Date and Time IP placed in back up location/alterate fridge/freezer: e hr
Current Temperature reading of back-up location/alternate fridgeffreezer: °c

Total time of IP transfer : minutes

To be completed by Research Pharmacy staff:
1.

Kit numbers affected and quarantined(if needed — see instruction in pharmacy manual section
o7):

Study CRA contacted: []

Sponsor Temperature Excursion Assessment form is completed and submitted for approval
along with fridge graph

Approved for use []yes [ no ( attach sponsor documentation)

Date and Time IP removed from the back-up location/alternate fridge/freezer:
@ hr

Date and Time IP retumed to original location(freezer/fridge, etc:

Current Temperature reading of pharmacy fridge/freezer or room temperatrue:

Total time of IP transfer : minutes
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Pharmacy Department 
Investigational Product 



Temperature Excursion Procedures 



 



  



 
Study:   Protocol #:  
 



 
 
Follow the instructions below to respond to a fridge or room temperature excursion: 
 



 
• For fridge products :  remove the investigational products and place into an alternate fridge 



which is calibrated and temperature monitored until such time that the storage fridge is fully 
operational. 



• Obtain a copy of the “Temperature Excursion Log” located in the plastic pocket behind this 
page and complete with requested information if a temperature excursion form has not been 
provided by the study sponsor.  Information collected on this form is required to evaluate of 
the stability and viability of the IP. 



• IP must be quarantined and cannot be dispensed until the sponsor has approved the 
product for use. 



• Research pharmacy staff must be notified immediately by email or phone in order inform the 
study coordinator and study CRA. 



 
• For Room temperature products;  remove the investigational products and place into an 



alternate location with a calibrated thermometer if possible until such time that the storage 
location temperature has returned to acceptable temperature limits. 



• Obtain a copy of the “Temperature Excursion Log” located in the plastic pocket behind this 
page and complete with requested information if a temperature excursion form has not 
been provided by the study sponsor.  Information collected on this form is required to 
evaluate of the stability and viability of the IP. 



• IP must be quarantined and cannot be dispensed until the sponsor has approved the 
product for use. 



• Research pharmacy staff must be notified immediately by email or phone in order inform 
the study coordinator and study CRA. 



 
 
• Maintain all correspondence behind the temperature excursion tab. 
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Study:    Protocol #:  

 

 

 

Follow the instructions below to respond to a fridge or room temperature excursion: 

 

 

•

 

For fridge products :  remove the investigational products and place into an alternate fridge 

which is calibrated and temperature monitored until such time that the storage fridge is fully 

operational.

 

•

 

Obtain a copy of the “Temperature Excursion Log” located in the plastic pocket behind this 

page and complete with requested information if a temperature excursion form has not been 

provided by the study sponsor.  

Information collected on this form is required to evaluate of 

the stability and viability of the IP. 

•

  IP must be quarantined and cannot be dispensed until the sponsor has approved the 

product for use. 

•

  Research pharmacy staff must be notified immediately by email or phone in order inform the 

study coordinator and study CRA. 

 

•

 

For Room temperature products;  remove the investigational products and place into an 

alternate location with a calibrated thermometer if possible until such time that the storage 

location temperature has returned to acceptable temperature limits.

 

•

 

Obtain a copy of the “Temperature Excursion Log” located in the plastic pocket behind this 

page and complete with requested information if a temperature excursion form has not 

been provided by the study sponsor.  

Information collected on this form is required to 

evaluate of the stability and viability of the IP. 

•

  IP must be quarantined and cannot be dispensed until the sponsor has approved the 

product for use. 

•

  Research pharmacy staff must be notified immediately by email or phone in order inform 

the study coordinator and study CRA. 

 

 

•

  Maintain all correspondence behind the temperature excursion tab. 

 

 


image4.jpg
UNIVERSITY OF
ALGAR





