



Questions for the March 18, 2011 panel (P100018 Chestnut PED)
1. The current PMA contains no data for PED lengths greater than 20 mm. Given the absence of clinical evidence for PEDs greater than 20 mm in length, do you believe that additional clinical data are necessary to determine the safety and effectiveness of these longer lengths? 
2. Fluoroscopy exposure times during implantation procedures in the pivotal study range from 8.0 to 205.6 minutes.  Two subjects experienced radiation-induced alopecia.  Do the observed fluoroscopy exposure times and adverse events support a reasonable assurance of safety for the PED?   

3. In the PMA study, only limited use of ancillary devices (22 balloons, 1 coiling) was observed. The proposed labeling has no warnings or precautions regarding concomitant use of ancillary devices.  Do you believe that specific labeling warnings or precautions are warranted for the PED?

4. In 5 out of 50 cases performed using the Renegade Hi-Flo (Boston Scientific) microcatheter for PED delivery, the physician experienced excessive friction when trying to pass the delivery wire through the microcatheter.  No such cases of excessive friction were reported for the 55 cases with the Chestnut Marksman microcathether.   However, the proposed labeling allows for use of any microcatheter with a 0.027 inch inner diameter.   Should delivery of the PED be limited to:

a. Chestnut Marksman, or  

b. Catheters used in the IDE study, or
c. Any catheter with a 0.027 inch inner diameter?
5. The proposed indications for use statement reads, “The Pipeline™ Embolization Device (PED) is indicated for the endovascular treatment of large or giant wide-necked intracranial aneurysms (IAs) in the cavernous and paraclinoid regions of the internal carotid artery.”  Do you believe that modifications are warranted with respect to:

a. Age (youngest appropriate age)

b. Ruptured vs. unruptured

c. Anatomic location, and/or
d. Other considerations?
6. In light of the proposed post approval study, please address the following questions:

a. Does the primary endpoint adequately capture the safety concerns associated with the device?

b. Is the proposed safety threshold of less than 25% for the primary endpoint of ipsilateral stroke and neurovascular death appropriate?

c. Are there other subgroups in addition to the two proposed anatomic subgroups that are important to consider for performing statistically powered analyses?

7. Is there reasonable assurance that the PED is safe for use in patients who meet the criteria specified in the proposed indication?

8. Is there reasonable assurance that the PED is effective for use in patients who meet the criteria specified in the proposed indication?

9. Do the benefits of the PED for use in patients who meet the criteria specified in the proposed indication outweigh the risks of the PED for use in patients who meet the criteria specified in the proposed indication?

