
DMID Product Support Team 
Temperature Excursion Reporting Form

NOTE: Quarantine affected study product immediately under appropriate storage conditions, until further notice.
Instructions: Please complete one form for each protocol affected and sign, scan, & submit the completed form via email to the DMID Product Support Team at DMIDProductSupportTeam@niaid.nih.gov.  Electronic signature of the completed form is permitted.  Instructions for the final disposition of affected study product will be provided after review of the information provided.
1. Clinical Research Site Information

	Clinical Research Site Name
	

	Principal Investigator Name
	

	Reporting Individual
Name & Title
	

	Protocol Number
	

	Signature & Date
	



2. Study Product & Temperature Excursion Information 
(Note: For multiple study products, use one line per study product, even if temperature range, excursion temperature, and duration is the same, as available information to determine acceptability may differ for each product. For Expiration and Date of Excursion columns, hover cursor over the cell at the left side and click to enter date from drop down menu.)
	Name of Study Product
	Lot Number(s)
	Expiration Date/ Retest Date 
(if available)
	Appropriate Temperature Storage Range
	Temperature Study Product Exposed to Outside of Appropriate Range
	Duration of Exposure
	
Date(s)
of
Excursion

	
	
	Click here to enter a date.	
	
	
	From: Click here to enter a date. Click here to enter a date.Click here to enter a date.
To: Click here to enter a date.Click here to enter a date.Click here to enter a date.

	
	
	Click here to enter a date.	
	
	
	From: Click here to enter a date. Click here to enter a date.Click here to enter a date.
To: Click here to enter a date.Click here to enter a date.Click here to enter a date.

	
	
	Click here to enter a date.	
	
	
	From: Click here to enter a date.Click here to enter a date.Click here to enter a date.
To: Click here to enter a date.Click here to enter a date.Click here to enter a date.

	
	
	Click here to enter a date.	
	
	
	From:Click here to enter a date. Click here to enter a date.Click here to enter a date.
To: Click here to enter a date.Click here to enter a date.Click here to enter a date.



(Note: Please include or attach any temperature recording print-out with the completed form.  Any temperature recording requiring the DMID Product Support Team assessment will be rounded to the nearest whole number.)
a. Other than this reported excursion, has this lot of study product experienced a temperature excursion at your site before?    
☐ Yes   		☐ No    		☐ Unknown
b. What is the primary continuous temperature monitoring device used for the affected storage area or equipment?
☐Chart recorder			☐Integrated facility system
☐Data logger			☐Other: Click to enter text
☐USB data logger  
c. Does the affected storage area or equipment have an alarm system to notify of temperature excursions?
☐Yes				☐No
3. Description of incident, including additional details regarding the events surrounding the temperature excursion and possible causes.
Click to enter text
4. Resolution and/or follow-up of temperature excursion incident.
Click to enter text
5. Provide the corrective measures that have been or will be implemented to ensure a similar incident does not occur in the future.
Click to enter text
6. Did any subjects or participants receive the affected study product?     ☐Yes   		☐No    
a. If yes, has this incident been reported to the Principal Investigator and site IRB? 	☐Yes   	☐No    

b. Did this incident result in an adverse drug event? 	☐Yes   	☐No    	
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