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1. Ordering of IMP for Sites 
It is the Sponsor’s responsibility to ensure that a site has all the necessary approvals before ordering IMP. For 
sites in the EU, the EU QP release has to be issued before drug ordering. As a prerequisite, Sponsor needs to 
provide the site and pharmacy information details to Roche. Drug ordering will be done via an online 
ordering tool called STRIDE. Sponsor has overall responsibility for the following activities in STRIDE: 

• Enter / upload all site shipment addresses 
• Maintain site shipment addresses 
• Activate / Inactivate sites 
• Order IMP for each site 

Note: Roche will not dispatch IMP shipments before the weekend, to avoid that the shipment falls into 
quarantine during transit.  
 

2. Shipping Temperature Monitoring Scenario 1: Cloud-based Temperature Monitoring 
All shipper boxes used in the Roche ECS Depot Network are validated by Roche to keep IMP between 
suitable temperature ranges for a period of 24 hrs to 120 hrs (depending on the depot and the shipper 
solution). The depot will use appropriate shipper boxes depending on the location to the site and the 
expected transit time. The shipper boxes include a cloud-based temperature monitoring device (called 
“Smart Sensor Data Logger”).  
 

 
Figure 1 - About the Smart Sensor Temperature Logger 
 



ROCHE MANUAL EXTRACT FOR SITES 
TOCILIZUMAB & BALOXAVIR MARBOXIL  

 

 
REMAP-CAP_Roche Manual Extract for Sites_V1.0_20251022 

Page 2 of 6 

 
Figure 2 - The Smart Sensor Display: Overview 
 

 
Figure 3 - The Smart Sensor Display: Details 
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Figure 4 - Instructions for Site: Receiving a Shipment 
 

 
Figure 5 - Shipment Documentation 
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Figure 6 - At the Clinical Site: Downloading the Temperature Report 
 

 
Figure 7 - What if the logger has not been stopped timely? (scenario 1) 
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Figure 8 - What if the logger has not been stopped timely? (scenario 2) 
 

 
Figure 8 - What if the site is unable to stop the logger due to limited/no cellular/mobile phone network? 
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3. Shipping Temperature Monitoring Scenario 2: TempTale® Ultra 
Upon receipt of the shipment, the recipient should unpack the shipment, locate the temperature device and 
store the IMP in a segregated area according to the storage requirements indicated on the product label or 
accompanying documentation. On the temperature device, press and hold the STOP button until the device 
confirms that the recording has stopped. The shipping documentation in the shipper box includes a 
temperature data sheet with handling instructions for the device. Connect the temperature monitoring 
device to your computer’s USB port. A window will show the available temperature log files. Ensure to print 
the PDF and archive this together with the shipping documentations in the site file.  

- If the temperature report has no alarm icon, IMP can be used and can be moved to available stock. 
- If the acknowledgment of receipt could not be completed due to a system error showing an 

incomplete temperature report or if the temperature monitor has an alarm, action needs to be 
taken. Site needs to immediately quarantine the materials and contact the Sponsor to report this 
situation together with the shipment documentation and any files generated by the temperature 
monitoring device. If final decision is: 

o Use Drug: IMP can be used and can be released from quarantine. 
o Do not use Drug: IMP must immediately be destroyed. 

 
The TempTale® Ultra temperature monitor User Manual can be found here: 
https://www.shareddocs.com/hvac/docs/2000/Public/06/t83000472-temptale-ultra-manual.pdf 
 

4. Disposal or Return of Shipper Boxes  
Roche is introducing multiple-use shipper boxes in a staggered approach throughout the Roche ECS Depot 
Network. If the supplying depot already uses multiple-use shipper boxes, the shipping documentation will 
include handling instructions for the return of empty shipper boxes. If no handling instructions are included, 
the sites are asked to dispose of the empty shipper boxes according to local regulations. The cloud-based 
temperature monitoring device “Smart Sensor Data Logger” must be returned to Roche. Information is 
provided in the shipping box. 
 

https://www.shareddocs.com/hvac/docs/2000/Public/06/t83000472-temptale-ultra-manual.pdf

