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	Welcome to Drug Accountability.
In this course, you will learn to describe the processes used to receive, store, dispense, account for, and return investigational product (IP).
The drug accountability process has five important steps: accepting the product; storage and temperature control; dispensing and logging; inspection and reordering; and return or disposal.
Now it’s your turn to explore. Select a box to learn more about that part of the process.

	Drug Accountability
Describe the processes used to receive, store, dispense, account for, and return investigational product (IP).

 
	Interactive flowchart showing the five steps.
	The title and objective will appear during the narration, followed by the flowchart.
Each flowchart step will be highlighted as it is discussed in the narration.
The flowchart boxes are interactive. Users can select each box to learn more about that step.
The Conclusion button will appear after all steps have been completed.
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	When accepting a shipment of study materials, verify the shipment against approved study documentation, confirm any special handling requirements, and check for damage or discrepancies. Select each step to learn more.
	Check Required Information

Review special handling or study-masking requirements

Check for Damage and Discrepancies
 
	Use a generic image representing a shipping or receiving area.
	 Users will be able to click on each on-screen text option.
A pop-up with more information will appear when the user selects the text.
The Next button will appear after the user selects all text options.
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	At study launch, authorized site personnel receive investigational product (IP) and verify the shipment against approved study documentation.
· Confirm product and shipment identifiers
· Confirm the received quantity against approved shipment documentation
· Review expiration information, when applicable
· Inspect materials for visible damage
After all study materials have been verified, enter the required information in the accountability record.
	Authorized site personnel verify the shipment against approved study documentation. They will:
· Confirm product and shipment identifiers
· Confirm the received quantity
· Review expiration information, when applicable
· Inspect materials for visible damage

	Use a generic image representing investigational product packaging.
	The Close button will appear near the end of the narration.
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	When receiving a shipment, authorized personnel must determine whether special handling, access, or study-masking requirements apply.
For controlled or specially regulated materials, follow applicable laws, the study protocol, and approved site procedures.
For masked studies, only appropriately assigned personnel should handle materials in accordance with the study plan.
	
Follow applicable laws, the study protocol, and approved site procedures for controlled or specially regulated materials.
For masked studies, only appropriately assigned personnel should handle materials in accordance with the study plan.
	Use a generic image representing secure study-material handling.
	The Close button will appear near the end of the narration.
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	If shipment damage or discrepancies are identified, follow the study protocol and approved site procedures for notification, documentation, and filing.
	
Report and document shipment damage or discrepancies according to the study protocol and approved site procedures.
	Use a generic image representing damaged packaging.
	The Close button will appear near the end of the narration.
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	After receipt is complete, store the investigational product under the conditions specified by the protocol and product label. Maintain required records and address discrepancies according to approved procedures.
	Secure Storage

Storage Monitoring

Storage Excursions
	Use a generic image representing a secure storage area.
	 Users will be able to click on each on-screen text option.
A pop-up with more information will appear when the user selects the text.
The Next button will appear after the user selects all text options.
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	Access to investigational product is limited to authorized study personnel. Store the product in an approved, secure location under the conditions specified by the study protocol and product label.
For masked studies, follow the approved study masking plan.
	Store investigational product in an approved, secure location under the conditions specified by the study protocol and product label.
For masked studies, follow the approved study masking plan.
	Use a generic image representing secure, temperature-controlled storage.
	The Close button will appear near the end of the narration.
	  








	Screen Title: Storage Monitoring 3.3 Lighthouse

	Audio 
	On-Screen Text
	On-Screen Graphic
	Notes and Navigation
	Review Comments

	Authorized personnel monitor and document storage conditions at the frequency required by the study protocol and approved site procedures.
For masked studies, assigned personnel maintain the appropriate records in accordance with the approved study plan.

	Authorized personnel monitor and document storage conditions as required by the study protocol and approved site procedures.

	Use a generic image representing storage monitoring records.
	The Close button will appear near the end of the narration.
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	If storage conditions fall outside the required range, follow the approved excursion-response process.
For masked studies, appropriately assigned personnel respond in accordance with the approved study plan.



 
	If storage conditions fall outside the required range, follow the approved excursion-response process.

	Use a generic image representing temperature monitoring.
	The Close button will appear near the end of the narration.
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	During the study, authorized personnel prepare and dispense investigational product, maintain required accountability records, and follow approved procedures for urgent study-masking decisions. Select each step to learn more.
	Dispensing and Preparing

Accountability Log

Urgent Masking Decisions
	Use a generic image representing investigational product dispensing.
	 Users will be able to click on each on-screen text option.
A pop-up with more information will appear when the user selects the text.
The Next button will appear after the user selects all text options.
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	Before dispensing investigational product, verify the following information:
Verify the investigational product, expiration status, and participant assignment using approved study documentation.
Complete any required independent verification according to the study protocol and approved site procedures.
Complete special preparation or mixing according to the study protocol, product label, and approved instructions.

 
	Check the following information:
· Investigational product
· Expiration status
· Participant assignment
Complete any required independent verification according to the study protocol and approved site procedures.
Complete special preparation or mixing according to the study protocol, product label, and approved instructions.

	Use a generic image representing preparation by authorized personnel.
	The Close button will appear near the end of the narration.
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	Record investigational product dispensing in the approved accountability record. Use the sponsor-provided record or an approved site record, as applicable.
Authorized personnel update accountability records to document receipt, dispensing, returns, and remaining inventory.
	Authorized personnel update accountability records to document receipt, dispensing, returns, and remaining inventory.
	Use a generic image representing inventory documentation.
	The Close button will appear near the end of the narration.
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	If an urgent medical need requires access to masked treatment information, follow the protocol-defined process, document the event, and complete required notifications.

 
	If an urgent medical need requires access to masked treatment information, follow the protocol-defined process and document the event.
	Use a generic image representing an urgent clinical decision.
	The Close button will appear near the end of the narration.
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	Authorized personnel inspect and reorder investigational product as needed throughout the study. Select each step to learn more.
	Inspections

Reordering
	Use a generic image representing an authorized person in a secure storage area.
	 Users will be able to click on each on-screen text option.
A pop-up with more information will appear when the user selects the text.
The Next button will appear after the user selects all text options.
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	Authorized personnel inspect investigational product at the frequency required by the protocol and approved site procedures. During inspection, they should:
· Inspect the investigational product
· Review expiration status and storage organization
· Confirm inventory is adequate for study needs

 
	During the inspection, authorized personnel should:
· Inspect the investigational product
· Review expiration status and storage organization
· Confirm inventory is adequate for study needs

	Use a generic image representing product inspection.
	The Close button will appear near the end of the narration.
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	Maintain adequate investigational product inventory throughout the study. Follow sponsor and protocol requirements for shipment scheduling and reordering.
· Review sponsor shipment arrangements
· Monitor inventory against anticipated study needs
· Reorder according to approved study procedures
 
	Follow sponsor and protocol requirements for shipment scheduling and reordering.
· Review sponsor shipment arrangements
· Monitor inventory against anticipated study needs
· Reorder according to approved study procedures

	Use a generic image representing inventory planning.
	The Close button will appear near the end of the narration.
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	At study closeout, return or dispose of remaining investigational product according to the study protocol, sponsor instructions, and applicable requirements.
Maintain required return or disposal documentation and file it in the appropriate study records.
	Return or dispose of remaining investigational product according to approved study requirements.

	Use a generic image representing return shipment preparation.
	 
The Close button will appear near the end of the narration.
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	In this course, you learned the drug accountability process: accepting the product; storage and temperature control; dispensing and logging; inspection and reordering; and return or disposal. Following these steps supports compliance and patient safety.
Thank you for helping ensure that these steps are followed.

	In this course, you learned the drug accountability process: accepting the product; storage and temperature control; dispensing and logging; inspection and reordering; and return or disposal. Following these steps supports compliance and patient safety.
	Flowchart with summary text overlay.
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