TITLE:
INVESTIGATIONAL TEST ARTICLE ACQUISITION, STORAGE, DISPENSING, ACCOUNTABILITY AND




DISPOSITION

PRINCIPLE:

The Food and Drug Administration (FDA) and Environmental




Protection Agency (EPA) regulate the storage, dispensing, 




accountability and disposition of investigational test articles.  This 




SOP ensures compliance with FDA and EPA regulations.

SCOPE:

Members of the research division of Aurora.

MATERIALS:
Controlled and secured test article storage unit(s).  Title 21, Code of Federal Regulations, Part 312:  Investigational New Drug Application, Sub-part D-Responsibilities of Sponsors and Investigators and Part 812:  Investigational Device Exemptions, Subpart E. 

METHOD:

ACQUISITION:

1. Category B Devices may be provided by the sponsor or may be purchased by the institution at the contracted rate.

2. Prior to issuing a purchase order, Purchasing or Capitol Equipment Services will verify that the medical device is a category B device.

3. The purchase order will indicate that the device is a “new Investigational Device.”

4. The Business Manager of the department where the device is implanted, or a designee, will be responsible for the purchase order of the category B device.

STORAGE:

1.         An investigational test article will be stored in a sub-

stantially constructed area with “controlled and secured

access” as regulated by the FDA (i.e., locked area with keys or combination limited to Study Coordinator, Principal Investigator,

Study Pharmacist or designee).

2.       The study specific regulatory binder will identify where the 

test article is being stored and who has access to it.

3.       If the test article must be refrigerated, the refrigerator must 

have “controlled and secured access”.  This may be achieved by securing a substantially constructed locking storage box inside a refrigerator or placing the refrigerator in a locked room.  

4.  The Study Coordinator will be responsible for monitoring    to ensure compliance and that adequate storage conditions were met, per protocol.

5. All 510K use devices and devices approved with an HDE will be stored in the area of use and monitored by the inventory specialist. 

CHARGING:

1. If the sponsor provides the device free of charge, the study coordinator notifies the inventory specialist/clerk who then enters the device into the mainframe database with a $0 charge code for documentation purposes.

2. If the device is a category B device, the device information is given to the inventory specialist, who enters the device into the mainframe database with a “no mark up” code attached to ensure that the device will not be marked up.

3. For devices implanted in surgery, the study coordinator notifies the surgery billing specialist or materials management coordinator of the investigational device and the appropriate billing. (i.e. “$0 charge” or “no mark up”




DISPENSING AND ACCOUNTABILITY:

1.      Upon arrival of an investigational test article, the Study

Coordinator or the Study Pharmacist will immediately conduct an inventory count and verify the count against the shipping documents.  The Study Coordinator or the Study Pharmacist must record the inventory balance on sponsor-provided accounting sheets and sign and date the sheets.  If there is a discrepancy in the amount received and the shipping documents, the Study Coordinator or the Study Pharmacist will notify the sponsor immediately, notified by telephone followed by facsimile transmission.  The Study Coordinator or the Study Pharmacist will retain a copy of the notification as part of the accountability records.

2.     When site personnel dispense the test article to qualifying, 

consenting subjects, the person performing the dispensing must record, sign, and date the subject’s identification number, lot number, and amount dispensed.  A notation of the amount of test article dispensed and/or returned will be recorded in the subject’s medical record.

3.         The expiration date will be checked prior to the dispensing

            of any test article.  In addition, all drug dispensed will be

            labeled with instructions for subject use if they are to dose

            themselves on an out-patient basis and will be labeled “For

            Investigational Use Only”.

4.      Site personnel will instruct the subject to return all unused 

test article(s) to the Study Coordinator.  The returned test article(s) will be recorded on the accounting sheets, and the sheets will be signed and dated by the Study Coordinator or Principal Investigator receiving the drug.  Site personnel will inventory, seal and affix a label to the container of the returned supply (as applicable) indicating the date and amount in the container, or as directed by the sponsor.  The returned drugs will be held for return to the sponsor.

5.      It will be the responsibility of the Study Coordinator or the 

Study Pharmacist to notify the sponsor of any need to reorder another supply of test article or the expiration of any test article.

6.      All records must be kept current and stored in compliance

with FDA regulations.




INVESTIGATIONAL TEST ARTICLE DISPOSITION:

1.       At the completion of the study, all unused test article(s)

will be collected from patients, inventoried, sealed, and a label affixed to the container indicating the date and amount in the container or as directed by the sponsor.  All unused supplies will be accounted for, signed, and dated on the sponsor-provided accountability sheets by the Study Coordinator and sponsor monitor.  The test article will be inventoried by the sponsor’s study monitor to verify the site records.  The inventory log will be photocopied and placed in the return shipment package.

2.       Due to Environmental Protection Agency (EPA)

            regulations, no drug will be destroyed by the Study Coordinator. Site personnel will return all 

unused drug supplies to the sponsor, or sponsor-designated facility or to the investigational site pharmacy for disposition.

3.      The unused test article(s) supply(ies) will be packaged in

accordance with the sponsor’s instructions with a copy or the original, as directed by the sponsor, of the inventory log indicating the amount enclosed, if the test article is to be returned to the sponsor or sponsor-designated facility.  This will be returned to the sponsor in accordance with FDA and EPA regulations.  The site will retain a copy of the shipping documents as part of the study documents in the regulatory binder.

4.        The test article will be returned to the sponsor in a timely fashion at the conclusion of the trial.

5.        The site will retain all copies of all shipment receipts, 

accountability sheets and returns as part of the study documents in accordance with FDA regulations.

RELATED SOP:
023:  Study Document Retention
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