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DEPARTMENT OF HEALTH & HUMAN SERVICES 
Public Health Service  
Food and Drug Administration
Center for Devices and Radiological Health
Office of Compliance (OC)
Division of Manufacturing and Quality (DMQ)

ICCR QUALITY SYSTEM REVIEW CHECKLIST

The Office of Compliance at CDRH received a consult from CDER requesting the identification 
of the device manufacturing sites for NDA 209310 which will require a device inspection. 

Date: June 15, 2017

To: ICCR Lead-Center Contact, Office, Location, E-mail: 
Bamidele Aisida, OPQ/ONDP,  Bamidele.Aisida@fda.hhs.gov
Craig Bertha, OPQ/ONDP, Craig.Bertha@fda.hhs.gov

CC: Office of Combination Product at: combination@fda.gov

Regulatory Business Program Manager (RBPM)/Regulatory 
Program Manager (RPM): 

Craig Bertha, OPQ/ONDP, Craig.Bertha@fda.hhs.gov
CDER/OPQ/OPF: Juandria.Williams@fda.hhs.gov

Through: Jamie Kamon-Brancazio, REGO/DMQ/OC, CDRH, WO 66, 
Rm 3427, E-mail: Jamie.Kamon-Brancazio@fda.hhs.gov

From: Susannah Gilbert, REGO/DMQ/OC, CDRH, WO 66, Rm 3431,
E-mail: Susannah.Gilbert@fda.hhs.gov

Applicant/Licensure: Intersect Ent Inc.
1555 Adams Dr. 
Menlo Park CA 94025
FEI: 3008301917

Submission (Type & Number): NDA209310

Combination Product Name: S8 Sinus Implant

Combination Product 
Intended Use:

Drug coated biodegradable implant 

Treatment of sino-nasal symptoms associated with sinus 
obstruction.

Device Constituent (Type): Drug coated biodegradable implant 

ICCR Number: ICCR1700221 

ICCR Instruction (ICCR Form): Facilities inspection consults for a CDER application (e.g. 
identifying the need for pre-market inspection of facilities for 
non-lead center constituent parts) to CDRH

Pre-Approval Facility 
Inspection: No 

Documentation Review 
(Status): Complete, Information - Adequate

CDRH/OC Recommendation: Approvable
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DEPARTMENT OF HEALTH & HUMAN SERVICES 
Public Health Service  
Food and Drug Administration
Center for Devices and Radiological Health
Office of Compliance (OC)  
Division of Manufacturing and Quality (DMQ)

PRODUCT DESCRIPTION
The subject product, the S8 Sinus Implant, is a combination product (drug-device) comprised of 
a bioabsorbable self-expanding dug-eluting sinus stent (implant) coated with 1350mcg of 
Mometasone Furoate (MF). This sino-nasal implant, which elutes a corticosteroid, is used to treat 

polyps, in adult patients who have had ethmoid sinus 
surgery. The product is provided with a single-use crimper and single-use delivery system.

The S8 Sinus Implant is designed to provide controlled release of drug to the mucosal tissue, and 
is designed with sufficient mechanical strength to improve obstruction in the ethmoid sinus.  

The implant is manufactured from  bioabsorbable copolymers that are 
formed to provide a rounded cap at the leading end  and arched components that expand after 
placement (as seen in Figure 1 below). The implant is coated with a coating that contains 
bioabsorbable polymer carriers and the mometasone furoate drug. The implant is provided with a 
single use crimping tool (Figure 2) that is used to compress the implant and load it into the 
included single use delivery system (Figure 3).

REGULATORY HISTORY
The following facility was identified as being involved in the manufacturing and/or development 
of the S8 Sinus Implant in NDA209310. 

Intersect ENT Inc. 
1555 Adams Dr.  
Menlo Park CA 94025 
FEI: 3008301917 
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Inspectional History: An analysis of the firm’s inspection history over the past 2 years 
showed that inspections were conducted 04/04/2017 to 04/06/2017, and 06/23/2014 to 
06/27/2014. These inspections covered the Management Controls, Corrective and Preventive 
Action (CAPA) Controls, and Production and Process Controls (P&PC) subsystems; and 
focused on Intersect ENTs latest device in US distribution: the Propel Contour and delivery 
system. These inspections were classified NAI.

INSPECTION RECOMMENDATION: 
An inspection is not required because the recent medical device inspection of the firm was 
acceptable.

DOCUMENTATION REVIEW

1. Was the last inspection OAI for drug or device observations? YES NO NA

2. Is the device constituent a PMA or class III device? YES NO UNK

3. Is the final combination product meant for emergency use? YES NO UNK

4. Is the combination product meant for a vulnerable population 
(infants, children, elderly patients, critically ill patients, or 
imimmunocompromised patients)?

YES NO UNK

5. Does the manufacturing site have a known history of multiple 
class I device recalls, repeat class II device recalls, a significant 
number of MDRs/AEs, or OAI inspection outcomes?

YES NO UNK

6. Would withholding approval of the finished combination product 
create a shortage? 

YES NO UNK

cGMP Risk: Low or Moderate Risk of cGMP issues: If yes is not checked above, 
please continue the checklist.

High Risk of cGMP issues: If yes is checked anywhere above, consider 
conducting a full ICCR review and issuing inspections based on a 
facilities review. If a full review and preapproval inspections are not 
warranted due to other factors such as device constituent classification, a
low or moderate overall risk of device constituent failure, or positive 
compliance history, please document your rationale below for not 
conducting a full ICCR review to continue to use the checklist.

Reviewer Comments: A previous version of the implant was approved in P100044.
Although this previous version was a PMA product, both the dosage and the product 
design have changed for this NDA. Despite these differences, the drug distribution 
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mechanism and risk have been previously assessed with the prior approval, and 
therefore the risk associated with the review of this drug product is decreased. 

7. Was the last inspection VAI for drug or device observations? YES NO NA

8. Has the firm not had any previous device inspections? YES NO UNK

9. Is the combination product meant for home use, hospital use, or 
military use?

YES NO UNK

10. Is the combination product meant for users with a condition in 
which an adverse event will occur if the product is not delivered 
correctly (example insulin products for specific diabetic patients)?

YES NO UNK

11. Does the firm have a known history of class II device recalls, 
MDRs/AEs, or VAI inspections?

YES NO NA

cGMP Risk: Low Risk of cGMP issues: If yes is not checked above, please continue 
the checklist.

Moderate Risk of cGMP issues: If yes is checked anywhere above, 
consider conducting a full ICCR review and issuing inspections based on a 
facilities review. If a full review and preapproval inspections are not 
warranted due to other factors such as device constituent classification 
(class I and class II devices), a low or moderate overall risk of device 
constituent failure, or positive compliance history, please document your 
rationale below for not conducting a full ICCR review to continue to use 
the checklist.

Reviewer Comments: The combination product is an implant that is inserted in a 
physician’s office setting.

The Quality System requirements applicable to a particular manufacturer may vary based upon
the type of constituent parts being manufactured and the aspects of their manufacture that are 
being performed at that site. All manufacturers are responsible for ensuring compliance with all 
requirements applicable to the manufacturing activities at their facilities. Where multiple 
facilities bear responsibility for various aspects of the manufacturing process, only the holder of 
the application or clearance for the product is responsible for compliance with all aspects of the
quality system requirements applicable to the entire manufacturing process and across all 
facilities.

Manufacturing Site: Intersect ENT Inc. 
1555 Adams Dr. 
Menlo Park CA 94025
FEI: 3008301917
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Management Responsibility, 21 CFR 820.20
The firm provided a summary of how the firm’s management has 
established responsibility to assure that the combination product 
is manufactured in compliance with all applicable CGMP 
requirements (see 21 CFR Part 4).

YES NO NA

The firm provided a description of the functions and responsibility 
of each facility involved in the manufacturing of the combination 
product and its constituent parts.

YES NO NA

Design Controls, General, 21 CFR 820.30
The firm explained how it utilized the design control process to 
develop the combination product under review and provided a
description of its design control procedures.  YES NO NA

The firm provided a copy or a summary of the plan used to design 
the combination product.

YES NO NA

Purchasing Controls, 21 CFR 820.50
The sponsor firm should summarize its procedure(s) for 
purchasing controls. 

YES NO NA

The summary should describe the firm’s supplier evaluation 
process and describe how it will determine type of and extent of 
control it will exercise over suppliers. 

YES NO NA

The summary should define how the firm maintains records of 
acceptable suppliers and how it addresses the purchasing data 
approval process.

YES NO NA

The summary should explain how the firm will balance purchasing 
assessment and receiving acceptance to ensure that products 
and services are acceptable for their intended use. 

YES NO NA

The firm should explain how it will ensure that changes made by 
contractors/suppliers will not affect the final combination product. 

YES NO NA

The firm should provide a description of how it applied the 
purchasing controls to the suppliers/contractors used in the 
manufacturing of the combination product. (e.g., through supplier 
agreement).

YES NO NA

Corrective and Preventive Action (CAPA), 21 CFR 820.100 
The sponsor firm should provide a summary of its procedure(s) for 
its Corrective and Preventive Action (CAPA) System.

YES NO NA
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The CAPA system should require:
a. Identification of sources of quality data and analysis of these 
data to identify existing and potential causes of nonconforming 
practices and products;

YES NO NA

b. Investigation of nonconformities and their causes; YES NO NA

c. Identification and implementation of actions needed to correct 
and prevent recurrence of nonconformities; and

YES NO NA

d. Verification or validation of the actions taken. YES NO NA

Installation, 21 CFR 820.170 (check NA if Installation is not 
required for the combination product)
If applicable for the combination product, the firm should provide a 
summary of how it has established installation, inspection 
instructions, and test procedures for the installation of the 
combination product.

YES NO NA

Servicing, 21 CFR 820.200 (check NA if Servicing is not 
required for the combination product)
Where servicing is a specified requirement for the combination 
product, the firm should provide a summary of how it has 
established and maintained instructions and procedures for 
performing and verifying that servicing of the combination product 
meets the specified requirements.

YES NO NA

 Page 6 of 7 






