Excerpt from IRB Policies and Procedures (v4)

V.C.3.

Submission materials: Device research 

Research that involves a medical device may vary in design, from investigation of the safety, efficacy and practicality of investigational devices, to comparison of two approved devices, to the evaluation of approved devices for indications other than those for which they were approved. 

A medical device is defined in the revised federal Food, Drug and Cosmetic Act as an instrument, apparatus, implement, machine, contrivance, implant, in vitro reagent, or other similar or related article, including a component part, or accessory which is:

a. recognized in the official National Formulary, or the United States Pharmacopoeia, or any supplement to them; 

b. intended for use in the diagnosis of disease or other conditions, or in the cure, mitigation, treatment, or prevention of disease, in man or other animals, or 

c. intended to affect the structure or any function of the body of man or other animals, and which does not achieve any of it's primary intended purposes through chemical action within or on the body of man or other animals and which is not dependent upon being metabolized for the achievement of any of its primary intended purposes.

In addition to the material listed in the preceding section (V.B.) related to the type of event (e.g., new protocol, renewal, modification), the following material and/or information is required for all research involving devices:

a.
device manual, if industry-sponsored;

b.
documentation of current FDA status, (e.g., FDA approval letter with terms if an Investigational Device Exemption (IDE) is indicated, printout of approved indications from FDA website if 510(k) approval);

c. 
d.
completion of the Investigational Products section (Working Practice Document #92) for each agent involved.

A sponsor’s determination of non-significant or significant risk, and basis for the determination, is recommended for studies that do not already have an approved IDE.  If this information is not provided, the IRB will make its determination absent this input; if additional information is needed, the determination, and hence the overall review, may be delayed.  Alternatively, the result may be a decision that is inconsistent with the sponsor’s but would nevertheless be binding absent justification for a reconsideration from the sponsor.

When devices that are not yet FDA-approved will be used, plans for handling of the investigational article should be included in the submission to the IRB.  The following factors should be addressed:

a. When recruitment and ordering of devices will begin (e.g., that no patients will be contacted or recruited, and no investigational devices will be ordered, until IRB approval has been obtained and applicable contracts have been signed);

b. That the PI is responsible for ordering, and proper accountability, handling, and storage, of devices;

1) How and by whom devices will be ordered (e.g., ordering will be done in accordance with the terms of the protocol and contract, and only after IRB approval is obtained);

2) By whom devices will be received (e.g., devices will be received only by the PI or designee, or NYP personnel when there is an NYPH policy or procedure for device management (e.g., in Operating Room));

3) How device accountability will be documented including receipt from manufacturer, method for labeling and tracking individual devices date of use, subject identifier, and lot number of the device, and return of (or destruction of in accordance with manufacturer’s instructions/protocol)  unused devices to the manufacture or sponsor. The spreadsheet or dispensing log for device accountability should be included with the plan for handling investigational devices);

4) By whom devices  may be handled (e.g., devices will be handled only by individuals listed on the protocol or by NYP personnel when there is an NYP policy or procedure in place (e.g., in Operating Room));

5) Who will ensure the sterility of the device prior to use with a subject (i.e., either the product is shipped to the PI in sterile condition or the device will be sterilized on the premises per the protocol and NYP policies).

6) In what manner will devices be stored to ensure accountability, sterility, and integrity of packaging  (e.g., a plan for storing devices securely to ensure physical stability of packaging and appropriate temperature,  and separate from similar commercial and/or investigational devices will be implemented);

7) Procedures by which disposition of devices will occur (e.g., devices will not be destroyed, devices will be disposed of in accordance with the manufacturer’s or sponsor’s (as applicable) requirements (e.g., returned to sponsor)).

8) If the device will be explanted from the subject, plans to first send the device to Pathology for their review in accordance with standard practice. 

c. That manufacturer and/or sponsor representatives who are involved with use of the device at a study site under the direction of a Columbia investigator will abide by site requirements and policies regarding privileges and access to facilities, patients, and confidential information.

