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	FORM COMPLETION INSTRUCTIONS:
· Do not modify or supplement this form without prior approval from AskPDQS (https://go.roche.com/askpdqsforms)
· Use this form for GMP-related deviations only. Do not report GCP Issues on this form.
· Complete this form for globally sourced Investigational Product (IP) (for the purpose of this form – includes, drug, biologic, medical device, drug/ medical device combination or diagnostic product under investigation. For locally sourced IP contact your Local Quality Management Department (LQMD) and/or wholesaler.
· Affected Investigational Products (IP)* must be quarantined at appropriate storage conditions until final assessment by Pharma Technical Quality (PTQ), Investigational Site Monitor or Roche Representative.
*Investigational Product (IP) –for the purpose of this form includes drug, biologic, device, drug/medical device combination or diagnostic product under investigation

	PART ONE: All fields within this section are mandatory and must be completed, unless specified otherwise

	Sponsor Protocol No.:
	
	Sponsor Site No./ Receiving Depot:
	
	Country:
	

	IP Name:
	
	Number of Kits Affected:
	
	Shipment No.: 
	(If applicable)

	Batch No.(s) / MEDNO(s):
	

	Form completion date:
(DD-MMM-YYYY)
	
	Name of person reporting:
	

	Next Patient Visit (NPV):
	Date of NPV:
	
	Is an expedited IP assessment required?
	No ☐
	Yes ☐ 
	Provide reason:

	
	N/A or Unknown:
	☐
	
	
	
	

	Type of Issue
(Tick ONE option only)
	Temperature Deviation 
(e.g. excursions at investigational site, depot or excursions during shipments)
	☐
	Enter description below and go to Part TWO

	
	Complaint
	Product Complaint
any potential product-related defect reported from a clinical trial investigator (e.g. under/overfilled tablet bottle, particle in vial).
	☐
	Enter description below and go to Part THREE

	
	
	Distribution Deviation
any deviation that occurs during storage or transport of the product, while the product is still under Roche control, with the exception of temperature deviations (e.g. transport damage, logger failure, delivery to the wrong site, missing documentation).
	☐
	

	Description of event(s): (Provide detailed description including date identified or discovered and date of occurrence.)

	








	PART TWO: Temperature Deviation

	Specify Recorded Temperature(s) Excursion and the duration  
	Min Temperature Recorded:
	
	°C
	Max Temperature Recorded:
	
	°C

	
	Duration below lower limit:
	
	hh:mm
	Duration above upper limit:
	
	hh:mm

	Did the concerned IP have a temperature deviation before?
	Yes ☐
(Add details in Description section)
	No ☐
	Unknown ☐

	Select ONE deviation type from the options listed below:
	Action by Roche Representative 
(i.e. CRA, Depot)

	Site Deviations  (Study product stored at site)
	T °C→
Storage condition ↓
	<0.5
	0.5 - 2
	2 - 8
	8 - 15
	15 - 20
	20 - 25
	25 - 30
	>30
	

	
	Refrigerated
products
	2°-8°C
	☐ B
	☐ A
	
	≤30min ☐ A
>30min ☐ B
	☐ B
	☐ B
	A
· No need to report or file PD103 form

	
	Ambient products
	2°-25°C
	
	
	
	≤30min ☐ A
>30min ☐ B
	
	· 

	
	
	2°-30°C
	
	
	
	
	

	
	
	15°-30°C
	
	☐ B
	
	
	
	

	
	
	15°-25°C
	
	
	
	
	≤30min ☐ A
>30min ☐ B
	
	B
· Complete and send form to PTQ for assessment (global.imp-tempdev@roche.com) 
· AND cc: Local/Lead Study Responsible.

	
	
	20°-25°C
	
	
	≤30min ☐ A
>30min ☐ B
	
	
	
	

	
	Frozen product
	For all deviations outside of required conditions ☐ B
	

	Depot Deviations (Study product Stored at Depot)
	For All temperature Excursions
	☐ C
	· Complete and send form to PTQ for assessment (global.imp-tempdev@roche.com) 
· AND cc: Local/Lead Study Responsible.

	Shipping Deviations (Deviations during shipment)
	For All temperature Excursions
	☐ D
	· Complete and Send form to PTQ for assessment (global.imp-tempdev@roche.com)
· AND cc: Local/Lead Study Responsible
· AND cc: Sending Depot



	PART THREE: Complaint

	Patient # (mandatory if applicable)
	     

	Shipping box arrived with damage?
	Yes ☐
	No ☐
	Patient kit outer packaging (e.g., carton box) arrived with damage?
	Yes ☐
	No ☐ 
	Sample available for return?
	Yes ☐
	No ☐

	Pictures available?
	Yes ☐
	No ☐
	If NO take pictures of the complaint sample with (1) product, (2) batch numbers and (3) defect clearly visible.

	Adverse Event (AE) or Serious Adverse Event (SAE) associated?
	Yes ☐
	No ☐
	If YES: Add Individual Case Safety Report #: (e.g. local reference number (LRN), Adverse Event Report (AER) number, Safety Case number)(mandatory)
	     

	NOTE: Send completed form to (kaiseraugst.global_impcomplaint_management@roche.com) and CC: Local/Lead Study Responsible 

	PART FOUR: Assessment                   
All parts of this section (1 to 3) are to be completed by PTQ as applicable

	1. Has an Expert Statement been referred to?
	Yes ☐   If YES Provide Name and Date below
	No ☐  If NO Go to 2

	
	Expert Name:
	

	
	Date Expert (DD-MMM-YYYY):
	

	2. Assessment Outcome
	Based on available stability data the reported deviation(s) will have no impact on the quality of the IP(s) identified in this report. The IP(s) can be further used.
	☐

	
	Based on available stability data or due to insufficient information for the reported deviations an impact on the quality of the IP(s) identified in this report cannot be excluded. The use of the IP(s) must be discontinued.
	☐

	
	Other (specify):

	3. Final Approval
	Approver Name
	Date Approval
(DD-MMM-YYYY)
	Signature*

	
	





	
	

	*This form may be signed using a CFR 21 Part 11 compliant electronic signature, such as DocuSign Part 11 (GxP Relevant) or other digital signature, where this is in accordance to local legal and regulatory requirements. In cases where this form cannot be signed using a CFR 21 Part 11 compliant signature, a handwritten (wet-ink) signature may be used.
DISCLAIMER: Where available, the equivalent electronic version of this form may be used. The electronic form may differ in layout but the end result of data outputs will be identical.    

	FORM ARCHIVING INSTRUCTIONS:

	PTQ archive the signed original in the PTQ local archive (for paper forms). Archiving of copies is defined at site of event. For cases submitted via the PD103 application a copy of the application pdf generated form should be filed in Investigator Files and Roche TMF by CRA.
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