Sharon A. Segal, Ph.D.

Director of Regulatory Science

Morgan, Lewis & Bockius LLP

1111 Pennsylvania Avenue, NW | Washington, DC 20004








May 11, 2009

Melody,
There currently is no status for the Kokoro Gatari (KG) at FDA.  There never was an intention to submit an IDE -- the KG is not a significant risk device, and only requires IRB approval for your study.
As we discussed, provided below is the support you need for your IRB re: the status of the Kokoro Gatari (KG) study.

KG is a not a significant risk medical device.  FDA defines significant risk devices as follows (21 C.F.R. § 812.3(m)):

"(1) Is intended as an implant and presents a potential for serious risk to the health, safety, or welfare of a subject; 

(2) Is purported or represented to be for a use in supporting or sustaining human life and presents a potential for serious risk to the health, safety, or welfare of a subject;

(3) Is for a use of substantial importance in diagnosing, curing, mitigating, or treating disease, or otherwise preventing impairment of human health and presents a potential for serious risk to the health, safety, or welfare of a subject; or

(4) Otherwise presents a potential for serious risk to the health, safety, or welfare of a subject."

Clearly, the KG does not meet the definition of a significant risk device.  We believe that a brief explanation of why the KG does not meet any of the criteria listed above for a significant risk device properly should suffice for your IRB.  Let us know if you need any assistance in preparing this documentation.

FDA has posted guidelines for IRB's concerning significant vs. nonsignificant risk devices (available at: http://www.fda.gov/oc/ohrt/irbs/devices.html#risk). 

Provided below is a useful excerpt from FDA's website (see: http://www.fda.gov/cdrh/devadvice/ide/print/ideall.pdf for a complete discussion of the IDE regulations and requirements):

"Nonsignificant Risk Device”

Nonsignificant risk devices are devices that do not pose a significant risk to the human subjects. Examples include most daily-wear contact lenses and lens solutions, ultrasonic dental scalers, and foley catheters. A nonsignificant risk device study requires only IRB approval prior to initiation of a clinical study.  Sponsors of studies involving nonsignificant risk devices are not required to submit an IDE application to FDA for approval.  [emphasis added]  Submissions for nonsignificant device investigations are made directly to the IRB of each participating institution. Sponsors should present an explanation to the IRB where the study will occur of why the device does not pose a significant risk. If the IRB disagrees and determines that the device poses a significant risk, the sponsor must report this finding to FDA within five working days [§812.150(b)(9)]. FDA considers an investigation of a nonsignificant risk device to have an approved IDE when IRB concurs with the nonsignificant risk determination and approves the study.

The sponsor also must comply with the abbreviated IDE requirements under §812.2 (b):

·         Labeling - The device must be labeled in accordance with the labeling provisions of the IDE regulation (§812.5) and must bear the statement "CAUTION - Investigational Device. Limited by Federal (or United States) law to investigational use.";

·         IRB Approval – The sponsor must obtain and maintain Investigational Review Board (IRB) approval throughout the investigation as a nonsignificant risk device study;

·         Informed Consent – The sponsor must assure that investigators obtain and document informed consent from each subject according to 21 CFR 50, Protection of Human Subjects, unless documentation is waived by an IRB in accordance with §56.109(c);

·         Monitoring - All investigations must be properly monitored to protect the human subjects and assure compliance with approved protocols (§812.46). Guidance on monitoring investigations can be found in "Guideline for the Monitoring of Clinical Investigations";

·         Records and Reports - Sponsors are required to maintain specific records and make certain reports as required by the IDE regulation.

·         Investigator Records and Reports – The sponsor must assure that participating investigators maintain records and make reports as required (see Responsibilities of Investigators); and

·         Prohibitions –Commercialization, promotion, test marketing, misrepresentation of an investigational device, and prolongation of the study are prohibited (§812.7)."

Please let us know if this information will suffice for your IRB, or if you need more. 

Best regards,

Sharon

