Department (specify department, institution)

Standard Operating Procedure 

Version #: _______

Effective date: ________

Investigational Product Accountability

1.0 Purpose

1.1 This procedure describes the methods and practice for the receipt, storage, distribution, and accountability of an investigational product.

1.2 This procedure is applicable to an open label study in which the investigational product is managed from the study site.

1.3 This procedure is intended to meet FDA federal regulations, ICH Good Clinical Practice Guidelines and Partners Institutional policies.

2.0 
Responsibilities

2.1
The Principal Investigator is ultimately responsible for investigational product accountability at the study site.

2.2
The Principal Investigator will ensure only those subjects enrolled in the study will receive investigational product.

2.3 The (designated study staff) is responsible for:

2.3.1
Maintaining product inventory logs

2.3.2 Maintaining storage unit logs

2.3.3 Maintaining temperature logs (when applicable)

2.3.4
Corresponding with Sponsor/research pharmacy (where applicable) regarding product inventory

2.3.4
Returning expired or unused drug to Sponsor in accordance with Sponsor guidelines

2.4
The Monitor, contracted from Sponsor, will be responsible for reviewing site product inventory logs.

3.0        Procedures 
3.1        Receipt of Investigational Product

3.2        Upon receipt of investigational product, the Coordinator will visually inspect product. The 

             Coordinator will contact the Sponsor if the product appears to be tampered with/damaged in

             any way.

3.3 Using the Product Accountability log (attach), the Coordinator will record the following

             information for all product:  batch/lot numbers, quantity, date of receipt. The Product 

             Receipt/Return log will be signed and dated by the person recording this information. 

3.4         Shipping and packing receipts/invoices will be filed with Product Receipt/Return log in the  

              regulatory binder.

4.0        Storage of Investigational Product (see alternative scenario below)
4.1
There are no specific temperature or humidity requirements for the investigational product (Reference Sponsor IB version XX, dated XX).  

4.2
Investigational product will be stored in a locked cabinet located in room 1-234. The Coordinator and Principal Investigator hold the key to the cabinet.

5.0
Product Accountability

5.1
The Coordinator or Principal Investigator will remove investigational product from storage at the time of subject visit. 

5.2
Product accountability will be recorded on Product Accountability log (attach). Date investigational product is dispensed, batch/lot #, quantity, product expiration date and subject ID should be documented on the log. The Product Accountability log will be signed and dated by the person recording this information.  

5.3
The Coordinator or PI will cross-reference expiration date with dispensing date to ensure expired investigational product is not distributed.

6.0
Investigational Product Return/Destruction
6.1
If the study is terminated, suspended, discontinued, or completed, the Coordinator or PI will arrange with the Sponsor to return unused investigational product or request authorization to destroy on site.

6.2 The Coordinator will arrange with the Sponsor to return/destroy any expired investigational product.

6.3 All returned investigational product will be recorded by the Coordinator in the Product Receipt/Return log. 

6.4 After inventory of the investigational product is finalized, the Principal Investigator, and study monitor will sign off on Investigational Product Receipt/Return log and Product Accountability log.

Regulations and Guidelines:

US Code of Federal Regulations, 21 CFR 312 – Investigational New Drug Application, Subpart D

US Code of Federal Regulations. 21 CFR 812 – Investigational Device Exemptions, Subpart E

References:

International Conference on Harmonisation (1996). Good Clinical Practice Guidelines. Found at: 
http://www.ich.org/LOB/media/MEDIA482.pdf 

Drug Accountability Guidance: 

Post URL when added to website
Attachments:

http://www.partners.org/phsqi/QIWeb/logs/DRUG%20DISPENSING%20LOG_5.7.08.dot
http://www.partners.org/phsqi/QIWeb/logs/DeviceLog.dot
Process Overview: 

(e.g.  – Flow chart schema for the drug accountability process)
Alternative scenario: Storage of Investigational Product

4.1
Investigational product will be stored 0(C, ambient humidity, away from direct sunlight (Reference Sponsor IB version XX, dated XX) in study site Freezer A1, located in room 1-234.  

4.2
The Coordinator will document freezer temperature on the Temperature log (attach) each work-day at 9 AM. 

4.3
In the case of freezer malfunction, drug will be transferred to Freezer A2, located in room 1-234.
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