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[bookmark: _Toc181294014]PURPOSE 
	The purpose of this standard operating procedure (SOP) is to ensure that all unused Investigational Products (IPs) returned from the sites to a designated area of the Central Medical Store (CMS) are destroyed properly during and/or at the end of the endTB clinical trials.


[bookmark: _Toc181294015]SCOPE
	This procedure applies to all CMS involved in the endTB clinical trials.
The procedures described in this SOP are valid for both endTB and endTB-Q trials. However, trial specific forms and logs (see appendices listed in section 8) have to be completed separately for each trial.


[bookmark: _Toc181294016]RESPONSIBLE FUNCTIONS
	Function
	Activities

	Site Principal Investigator (PI)
	· Accountable for the overall IP Management at the Site   

	Delegated Site Pharmacist 
	· Ensure that all IP returned to a designated area of the CMS are destroyed properly during and/or at the end of the clinical trial

	Clinical Trial Pharmacist 
	· Approval of IP destruction 


[bookmark: _Toc181294017]DEFINITIONS and ABBREVIATIONS
See endTB Pharmacy Manual, paragraph 1 definitions and abbreviations.
[bookmark: _Toc181294018]PROCEDURE
Delegated Site Pharmacist must ensure that all IPs that are ever distributed out of the CMS and that are damaged or expired and that any IPs returned by patients must be returned back to the CMS and stored in a designated area pending for destruction (see SOP IP-005-CT IP Return). The delegated Site Pharmacist must compile all the returns in the Drugs Global Return Logs (See SOP IP-005-CT IP Return).
Delegated Site Pharmacist should discard the empty IP bottles, containers and/or boxes according to the existing program or mission practice.
Delegated Site Pharmacist must complete the IP destruction approval form (Appendix A1), and email both the completed IP destruction approval form and the scanned Drugs Global Return Logs (See SOP IP-005-CT IP Return) to the Clinical Trial Pharmacist. The approval of IP destruction must be granted by Clinical Trial Pharmacist before delegated Site Pharmacist are allowed to destroy the returned, unused IPs. 
Delegated Site Pharmacist must obtain a destruction certificate for the IP destruction. This certificate is usually issued by local authorities. The destruction certificate must contain at least the following information:
· Date of destruction.
· Method of destruction.
· Location of destruction.
· List of items destroyed: designation, dosage, form, batch number, expiry date, quantity.
· It is acceptable if the certificate refers to the IP destruction approval form for the list of items.

Delegated Site Pharmacist shall retain the IP destruction approval form signed by the sponsor, the scanned Drugs Global Return Logs and the destruction certificate in the Pharmacy Site File (section of the Investigator Site File (ISF)).
Important note: the unused IPs (bottle/container/box still sealed) still in stock in DOT corners, wards, Institution pharmacy, dispensary pharmacy or back-up storage areas (if present) at the end of the clinical trial must be sent back to the CMS. The decision on the fate of unused, not expired, sealed containers of IPs and ancillary drugs either present or returned to the CMS is the responsibility of the Sponsor. The Sponsor will discuss with the Site PI and delegated Site Pharmacist all applicable options to minimize wastage. These drugs might be considered for use in the country outside of the clinical trial umbrella or for the endTB/endTB-Q trials if there is a need and following NRA approval.
In case of possibility to donate the unused IPs, the delegated Site Pharmacist has to send the Drugs Global Accountability Logs with identification of the drugs to be handed over to the Clinical Trial Pharmacist who will share by email the written Sponsor agreement for the donation. The email will be retained in the ISF/CIF, pharmacy “IP destruction” section together with the written NRA approval and the donation act, if present and scan of the Drugs Global Accountability Log showing the drug movement.
At site closure all endTB printed stickers (e.g. patient’s labels, endTB clinical trial stickers) must be destroyed.
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None
[bookmark: _Toc181294020]SUPPORTING DOCUMENTS
· [bookmark: _Toc181294021]SOP IP-005-CT IP Return (endTB Site Study Documents)  
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	Number
	Title

	endTB A1
endTB-Q A1
	IP-006-CT_endTB A1- IP destruction approval form
IP-006-CT_endTB-Q A1- IP destruction approval form
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