
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration

Certification of Compliance, under 42 U.S.C. § 282(j)(5)(B), with 
Requirements of ClinicalTrials.gov Data Bank (42 U.S.C. § 282(j))

SPONSOR / APPLICANT / SUBMITTER INFORMATION 
1. NAME OF SPONSOR/APPLICANT/SUBMITTER

(For submission with an application/submission, including amendments, supplements, and resubmissions, under §§ 505, 515, 520(m), or 510(k) of the 
Federal Food, Drug, and Cosmetic Act or § 351 of the Public Health Service Act.)

DATE OF 
CERTIFICATION

(Tel.)

2. DATE OF THE APPLICATION/SUBMISSION 
WHICH THIS CERTIFICATION ACCOMPANIES

PRODUCT INFORMATION

4. TELEPHONE AND FAX NUMBER 
(Include Area Code)

See OMB Statement on Reverse. Form Approved: OMB No. 0910-0616, Expira ion Date: 06-30-2008

APPLICATION / SUBMISSION INFORMATION

3. ADDRESS (Number, Street, State, and ZIP Code)

NDA

FDA-3674 (1/08)  (FRONT) PSC Graphics  (301) 443-1090 EF

6. TYPE OF APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES

ANDA BLA PMA HDEIND 510(k) PDP

5. FOR DRUGS/BIOLOGICS: Include Any/All Available Established, Proprietary and/or Chemical/Biochemical/Blood/Cellular/Gene Therapy Product Name(s)
FOR DEVICES: Include Any/All Common or Usual Name(s), Classification, Trade or Proprietary or Model Name(s) and/or Model Number(s)
(Attach extra pages as necessary)

Other

7. INCLUDE IND/NDA/ANDA/BLA/PMA/HDE/510(k)/PDP/OTHER NUMBER (If number previously assigned)

I certify that the requirements of 42 U.S.C. § 282(j), Section 402(j) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law
110-85, do not apply to any clinical trial referenced in the application/submission which this certification accompanies.

8. SERIAL NUMBER ASSIGNED TO APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES

CERTIFICATION STATEMENT / INFORMATION
9.

10.

11.

13.

12.

14. 15.

A.

B.

C.

CHECK ONLY ONE OF THE FOLLOWING BOXES (See instructions for additional information and explanation)

I certify that the requirements of 42 U.S.C. § 282(j), Section 402(j) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law
110-85, do not apply because the application/submission which this certification accompanies does not reference any clinical trial.

I certify that the requirements of 42 U.S.C. § 282(j), Section 402(j) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law
110-85, apply to one or more of the clinical trials referenced in the application/submission which this certification accompanies and that
those requirements have been met.

IF YOU CHECKED BOX C, IN NUMBER 9, PROVIDE THE NATIONAL CLINICAL TRIAL (NCT) NUMBER(S) FOR ANY "APPLICABLE CLINICAL TRIAL(S),"
UNDER 42 U.S.C. § 282(j)(1)(A)(i), SECTION 402(j)(1)(A)(i) OF THE PUBLIC HEALTH SERVICE ACT, REFERENCED IN THE APPLICATION/
SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES (Attach extra pages as necessary)

NCT Number(s):

The undersigned declares, to the best of her/his knowledge, that this is an accurate, true, and complete submission of information. I understand that the
failure to submit the certification required by 42 U.S.C. § 282(j)(5)(B), section 402(j)(5)(B) of the Public Health Service Act, and the knowing submission
of a false certification under such section are proh bited acts under 21 U.S.C. § 331, section 301 of the Federal Food, Drug, and Cosmetic Act. 
Warning: A willfully and knowingly false statement is a criminal offense, U.S. Code, title 18, section 1001.

(Tel.)

TELEPHONE AND FAX NUMBER 
(Include Area Code)

SIGNATURE OF SPONSOR/APPLICANT/SUBMITTER OR AN 
AUTHORIZED REPRESENTATIVE (Sign)

NAME AND TITLE OF THE PERON WHO SIGNED IN NO. 11

(Fax)

(Name)

(Title)

(Fax)

ADDRESS (Number, Street, State, and ZIP Code) (of person identified 
in No. 11 and 12)

82 43-532-7458

82 43-532-7458

09/02/2011

Iwol electricity-electronic  Agro-industrial Complex, 1127, Sinwol-ri, Iwol-myeon, 
Jincheon-gun, Chungcheongbuk-do, Korea

NIBEC Co., Ltd.

Trade name: OCS-B

Device Name: An organic Bovine Bone Filling Material

Device Class :  Unclassified

 21 CFR  872.3930

Product Code : NPM

Device Classification Name : Esophageal Prosthesis

General Manager

Daniel Nam

09/02/20111415-1441 Gardena Ave.,Glendale, CA 91204 

213-626-1548

213-626-1544
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Certification of Compliance, under 42 U.S.C. § 282(j)(5)(B), with Requirements of ClinicalTrials.gov Data Bank (42 U.S.C. § 282(j))
Form 3674 must accompany an application/submission, including amendments, supplements, and resubmissions, submitted under §§ 505,
515, 520(m), or 510(k) of the Federal Food, Drug, and Cosmetic Act or § 351 of the Public Health Service Act.

1. Name of Sponsor/Applicant/Submitter - This is the name of the sponsor/applicant/submitter of the drug/biologic/device application/
submission which the certification accompanies. The name must be identical to that listed on the application/submission.

2. Date - This is the date of the application/submission which the certification accompanies.

3. & 4. - Provide complete address, telephone number and fax number of the sponsor/applicant/submitter.

5. Product Information - For Drugs/Biologics: Provide the established, proprietary name, and/or chemical/biochemical/blood product/
cellular/gene therapy name(s) for the product covered by the application/submission. Include all available names by which the product is
known. For Devices: Provide the common or usual name, classification, trade or proprietary or model name(s), and/or model number(s).
Include all available names/model numbers by which the product is known.

6. Type of Application/Submission - Identify the type of application/submission which the certification accompanies by checking the
appropriate box. If the name of the type of application/submission is not identified, check the box labeled "Other."

7. IND/NDA/ANDA/BLA/PMA/HDE/510(k)/PDP/Other Number - If FDA has previously assigned a number associated with the application/
submission which this certification accompanies, list that number in this field. For example, if the application/submission accompanied by
this certification is an IND protocol amendment and the IND number has already been issued by FDA, that number should be provided in
this field.

8. Serial Number - In some instances a sequential serial number is assigned to the application. If there is such a serial number, provide it in
this field.

9.

10.

11.

12.

Certification - This section contains three different check-off boxes.
Box A should be checked if the sponsor/applicant/submitter has concluded that the requirements of 42 U.S.C. § 282(j), section 402(j) of
the Public Health Service Act, do not apply because no clinical trials are included, relied upon, or otherwise referred to, in the application/
submission which the certification accompanies.

Box B should be checked if the sponsor/applicant/submitter has concluded that the requirements of 42 U.S.C. § 282(j), section 402(j) of
the Public Health Service Act, do not apply at the time of submission to any clinical trials that are included, relied upon, or otherwise
referred to, in the application/submission which the certification accompanies. This means that, at the time the application/submission is
being made, the requirements of 42 U.S.C. § 282(j), section 402(j) of the Public Health Service Act, do not apply to any of the clinical trials
included, relied upon, or otherwise referred to, in the application/submission which this certification accompanies.

Box C should be checked if the sponsor/applicant/submitter has concluded that the requirements of 42 U.S.C. § 282(j), section 402(j) of
the Public Health Service Act, do apply at the time of submission to some or all of the clinical trials that are included, relied upon, or
otherwise referred to, in the application/submission which the certification accompanies. This means that, at the time the application/
submission is being made, the requirements of 42 U.S.C. § 282(j), section 402(j) of the Public Health Service Act, apply to one or more of
the clinical trials included, relied upon, or otherwise referred to, in the application/submission which this certification accompanies.

National Clinical Trial (NCT) Numbers - If you have checked Box C in number 9 (Certification), provide the NCT Number obtained from
www.ClinicalTrials.gov for each clinical trial that is an "applicable clinical trial" under 42 U.S.C. § 282(j)(1)(A)(i), section 402(j)(1)(A)(i) of the
Public Health Service Act, and that is included, relied upon, or otherwise referred to, in the application/submission which the certification
accompanies. Type only the number, as NCT will be added automatically before number. Include any and all NCT numbers assigned to
the clinical trials included, relied upon, or otherwise referred to, in the application/submission which this certification accompanies. Multiple
NCT numbers may be required for a particular certification, depending on the number of "applicable clinical trials" included, relied upon, or
otherwise referred to, in the application/submission which the certification accompanies.

Name and Title of Person Who Signed in number 11. - Include the name and title of the person who is signing the certification. If the
person signing the certification is not the sponsor/applicant/submitter of the application/submission, he or she must be an authorized
representative of the sponsor/applicant/submitter.

Provide the full address, telephone and fax number of the person who is identified in number 11 and signs the certification in
number 11.

15.

13. & 14. - 

Provide the date the certification is signed. This date may be different from the date provided in number 2.

Instructions for Completion of Form FDA 3674

FDA-3674 (1/08)   (BACK)

Public reporting burden for this collection of information is estimated to average 15 minutes and 45 minutes (depending on the type of application/submission) per
response, including time for reviewing instructions. Send comments regarding this burden estimate or any other aspect of this collection of information, including
suggestions for reducing this burden to the applicable address below.

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information, unless it displays a currently valid OMB control
number.

Food and Drug Administration
Center for Drug Evaluation and Research
Central Document Room
Form No. FDA 3674
5901-B Ammendale Road
Beltsville, MD  20705-1266

Food and Drug Administration
Center for Devices and Radiological Health
Program Operations Staff (HFZ-403)
9200 Corporate Blvd.
Rockville, MD 20850

Food and Drug Administration
Center for Biologics Evaluation and Research
1401 Rockville Pike
Rockville, MD 20852-1448 

Paperwork Reduction Act Statement

Signature of Sponsor/Applicant/Submitter or an Authorized Representative - The person signing the certification must sign in this
field.
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1415-1441 Gardena Ave,
Glendale California 91204 USA

e-Mail: pats0433@yahoo.com
Phone: 213-626-1544 FAX: 213-626-1548

Oct 20, 2011
Document Mail Center
Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room W-066-0609
Silver Spring. MD20993-0002

Attention: Document Mail Clerk

Reference: 510K Notifications
Product: OCS-B
Submitter: NIBEC Co., Ltd.
Applicant: PATS CORP
Manufacturer: NIBEC Co., Ltd.

In accordance with the attached letter, we hereby submit an original and two copies of a 510K 
premarket Notification. Please find enclosed the following.

Table of Contents
1. 510(k) Cover Letter
2. Truthful and Accurate Statement
3. Indication for Use
4. Safety and Effectiveness Statement
5. Screen Checklist
6. FDA Form 3674, Form 3654
7. Label and Package
8. User Manual
9. Product Description
10. Sterility Validation Report
11. Substantial Equivalence Report
12. Biocompatibility and Performance Test report
13. Risk Analysis Report
14. Clinical data
15. 510(k) Summary

Very truly yours,

--------------------------------
/ Daniel Nam
Authorized Agent for 
NIBEC Co., Ltd
and 510K Applicant.
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1415-1441 Gardena Ave,
Glendale California 91204 USA

e-Mail: pats0433@yahoo.com
Phone: 213-626-1544 FAX: 213-626-1548

Aug 20, 2011
Document Mail Center
Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room W-066-0609
Silver Spring. MD20993-0002

Attention: Document Mail Clerk

Re: Cover Letter
Traditional 510K Notifications for Bone grafting material
Product:OCS-B

Pursuant to the requirements of Section 510K of the Food, Drug and Cosmetic Act, notification
is hereby made of the intention of the Submitter, <NIBEC Co., Ltd. >, < Iwol electricity-
electronic  Agro-industrial Complex, 1127, Sinwol-ri, Iwol-myeon, Jincheon-gun, 
Chungcheongbuk-do, Korea >. The Applicant of this 510K submission is. <Pats corp>. The 
Manufacturer is < NIBEC Co., Ltd. >.

The purpose of this notification is to establish the equivalency of the product to other legally 
marketed devices, and provide documentation demonstrating such equivalency.

The following information is being provided in conformance with 21 CFR 807.87.

1. Classification Name: Bone Filling Material
2. Common / Usual Name: An organic Bovine Bone Filling Material
3. Proprietary Name: OCS-B
4. Establishment Registration: Pending
5. Classification / Product Code: Unclassified / NPM
6. Labeling, User Manual, Advertising Literature: See Label and Package
7. Intended Use:

Intended for use in dental surgery. 
The products may be used in surgical procedures such as:

* Augmentation or reconstructive treatment of alveolar ridge
* Filling of periodontal defects
* Filling of defects after root resection, apicocectomy, and cystectomy
* Filling of extraction sockets to enhance preservation of the alveolar ridge
* Elevation of maxillary sinus floor

* Filling of periodontal defects in conjunction with products intended for 
Guided Tissue Regeneration (GTR) and Guided Bone Regeneration (GBR)

* Filling of peri-implant defects in conjunction with products intended for
Guided Bone Regeneration

8. Substantial Equivalence
-
-Predicate Device 
SE Number: K033815
Product name: BIO-OSS®, BIO-OSS®) Blocks, BIO-OSS® Collagen
Company: Geistlich Pharma Ag.
The subject device and predicate devices are substantially equivalent. All have the same
intended use…..

It is our intent that the marking of this device is considered confidential information and is to be 
treated as such by the FDA.
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1415-1441 Gardena Ave,
Glendale California 91204 USA

e-Mail: pats0433@yahoo.com
Phone: 213-626-1544 FAX: 213-626-1548

We would appreciate your earliest attention to this 510K submission. If you have any question or 
comments, please feel free to contact me at any time.

Very truly yours,

-----------------------------
/ Daniel Nam
Authorized Agent for 
NIBEC Co., Ltd
and 510K Applicant.
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PREMARKET NOTIFICATION
TRUTHFUL AND ACCURATE STATEMENT 

[As Required by 21 CFR 807.87(k)] 

I certify that, in my capacity as President of NIBEC Co., Ltd. I believe to the best of my 
knowledge, that all data and information submitted in the premarket notification are truthful 
and accurate and that no material fact has been omitted. 

                            
(Signature) 

Chong-Pyong.Chung/President

(Date) 

2011-10-02
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SCREENING CHECKLIST 
FOR ALL PREMARKET NOTIFICATION [510(k)] SUBMISSIONS 

510(k) Number: ________________  
The cover letter clearly identifies the type of 510(k) submission as (Check the appropriate box):  

 Special 510(k) - Do Sections 1 and 2 

 Abbreviated 510(k) - Do Sections 1, 3 and 4

 Traditional 510(k) or no identification provided - Do Sections 1 and 4 

Section 1: Required Elements for All Types of 510(k) submissions: 

   
Present or 
Adequate 

Missing or 
Inadequate

Cover letter, containing the elements listed on page 3-2 of the 
Premarket Notification [510)] Manual. 
Table of Contents. 
Truthful and Accurate Statement. 
Device’s Trade Name, Device’s Classification Name and Establishment
Registration Number. 
Device Classification Regulation Number and Regulatory Status (Class
I, Class II, Class III or Unclassified). 
Proposed Labeling  including the material listed on page 3-4 of the 
Premarket Notification [510)] Manual. 
Statement of Indications for Use that is on a separate page in the 
premarket submission. 

Substantial Equivalence Comparison, including comparisons of the new
device with the predicate in areas that are listed on page 3-4 of the 
Premarket Notification [510)] Manual. 

510(k) Summary or 510(k) Statement. 
Description of the device (or modification of the device) including
diagrams, engineering drawings, photographs or service manuals. 
Identification of legally marketed predicate device. * 
Compliance with performance standards. * [See Section 514 of the Act 
and 21 CFR 807.87 (d).] 

N/A

Class III Certification and Summary. ** N/A  
Financial Certification or Disclosure Statement for 510(k) notifications
with a clinical study. * [See 21 CFR 807.87 (i)] 

N/A

510(k) Kit Certification *** N/A  
*   - May not be applicable for Special 510(k)s. 
**  - Required for Class III devices, only.  
*** - See pages 3-12 and 3-13 in the Premarket Notification [510)] Manual and the Convenience 
Kits Interim Regulatory Guidance. 
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Section 3: Required Elements for an ABBREVIATED 510(k)* submission: 
   Present Inadequate or

Missing 
For a submission, which relies on a guidance document and/or special
control(s), a summary report that describes how the guidance and/or
special control(s) was used to address the risks associated with the
particular device type.  (If a manufacturer elects to use an alternate
approach to address a particular risk, sufficient detail should be
provided to justify that approach.) 
For a submission, which relies on a recognized standard, a declaration
of conformity [For a listing of the required elements of a declaration of
conformity, SEE Required Elements for a Declaration of Conformity to a
Recognized Standard, which is posted with the 510(k) boilers on the H
drive.]
For a submission, which relies on a recognized standard without a 
declaration of conformity, a statement that the manufacturer intends to
conform to a recognized standard and that supporting data will be
available before marketing the device. 

      

For a submission, which relies on a non-recognized standard that has 
been historically accepted by FDA, a statement that the manufacturer
intends to conform to a recognized standard and that supporting data
will be available before marketing the device.   

      

For a submission, which relies on a non-recognized standard that has 
not been historically accepted by FDA, a statement that the
manufacturer intends to conform to a recognized standard and that
supporting data will be available before marketing the device and any
additional information requested by the reviewer in order to determine
substantial equivalence. 

      

Any additional information, which is not covered by the guidance
document, special control, recognized standard and/or non-recognized 
standard, in order to determine substantial equivalence. 

      

*   - When completing the review of an abbreviated 510(k), please fill out an Abbreviated Standards 
Data Form (located on the H drive) and list all the guidance documents, special controls, recognized 
standards and/or non-recognized standards, which were noted by the sponsor. 
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Section 4: Additional Requirements for ABBREVIATED and TRADITIONAL 510(k) submissions (If 
Applicable): 

   Present 
Inadequate or 

Missing 
a) Biocompatibility data for all patient-contacting materials, OR 

certification of identical material/formulation: 
0

b) Sterilization and expiration dating information: 0  
i)  sterilization process 0  
ii) validation method of sterilization process 0  
iii) SAL N/A  
iv) packaging N/A.  
v)  specify pyrogen free N/A  
vi) ETO residues 0  
vii) radiation dose N/A  
viii) Traditional Method or Non-Traditional Method Traditional  
c) Software Documentation: N/A  

Items with checks in the “Present or Adequate” column do not require e additional information from 
the sponsor.  Items with checks in the “Missing or Inadequate” column must be submitted before 
substantive review of the document. 

Passed Screening _____Yes   _____No 
Reviewer:___________________________________________ 
Concurrence by Review Branch:________________________ 

Date:__________________                            

The deficiencies identified above represent the issues that we believe need to be resolved before our 
review of your 510(k) submission can be successfully completed.  In developing the deficiencies, we 
carefully considered the statutory criteria as defined in Section 513(i) of the Federal Food, Drug, and 
Cosmetic Act for determining substantial equivalence of your device.  We also considered the burden 
that may be incurred in your attempt to respond to the deficiencies.  We believe that we have 
considered the least burdensome approach to resolving these issues.  If, however, you believe that 
information is being requested that is not relevant to the regulatory decision or that there is a less 
burdensome way to resolve the issues, you should follow the procedures outlined in the “A Suggested 
Approach to Resolving Least Burdensome Issues” document.  It is available on our Center web page 
at:
http://www.fda.gov/cdrh/modact/leastburdensome.html
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Indications for Use 

510(k) Number (if known): 

Device Name: OCS-B

OCS-B is intended for use in dental surgery. 
The products may be used in surgical procedures such as:

* Augmentation or reconstructive treatment of alveolar ridge
* Filling of periodontal defects
* Filling of defects after root resection, apicocectomy, and cystectomy
* Filling of extraction sockets to enhance preservation of the alveolar ridge
* Elevation of maxillary sinus floor

* Filling of periodontal defects in conjunction with products intended for 
Guided Tissue Regeneration (GTR) and Guided Bone Regeneration (GBR)

* Filling of peri-implant defects in conjunction with products intended for
Guided Bone Regeneration

Prescription Use ___X___    AND/OR         Over-The-Counter Use _______ (Part 21 CFR 801 
Subpart D)        (21 CFR 801 Subpart C)  

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 

Concurrence of CDRH, Office of Device Evaluation (ODE) 
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Food and Drug Administration 
Center for Devices and Radiological Health 
9200 Corporate Blvd. (HFZ-401) 
Rockville, Maryland 20850 

RE: Attestation Statement to Safety and Effectiveness of OCS-B

Dear Sirs: 

I certify that, in my capacity as President of NIBEC CO LTD. I will make available all 
information included in this premarket notification on safety and effectiveness within 30 days 
of request by any person if the device described in the premarket notification submission is 
determined to be substantially equivalent. The information I agree to make available will be 
a duplicate of the premarket notification submission, including any adverse safety and 
effectiveness information, but excluding all patient identifiers, and trade secret and 
confidential commercial information, as defined in 21 CFR 20.61 

                         
(Signature) 

Chong-Pyong.Chung/
resident (Typed Name) 

(Date) 
2011-05-02
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11.1 PACKAING

11.1.1 Description of Packaging
 

Lot number, Expiry date, Manufacturer, Product code, Sterilization method, and Package inserts 
are supplied on the package. 

The final package is carton box for shipment.

Damaged packaging may indicate the presence of unsafe products and should not be used until 
careful inspection. If inner package or outer package is damaged, the product should not be 
used and should be returned. 
Once opened, the product should never be re-sterilized or re-used.

OCS-B products’ packaging was qualified for shelf life and stability. 

(b)(4) 

(b)(4) 

(b)(4) 

Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Technical File File No.
Rev. No.

11. Labeling & Instructions for Use Rev. Date
Page 3 / 14

 
Content Container Component Specification

Glass
Rubber

5ml
Vial OP

Glass
PS sheet

Octadon
polystyrene

COC
Rubber

A push stick
CAP

Topas
-

PP
PP

(2) Secondary Package:

Content Container Component Specification

Blister package Blister
Blister label

PET container
Tyvek

(3) Tertiary Package:

Content Container Component Specification
Paper Box White card Printed (green) card

(4) Final Package:

Content Container Component Specification

Box Corrugated cardboard Export

(b)(4) 
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(1) Product name
(2) Catalogue number
(3) Manufacturer
(4) Caution Statement
(5) Distributor Identification
(6) Weight
(7) Particle size
(8) Type(cancellous bone and cortical bone)
(9) Lot number
(10) Expiry date

(b)(4) 
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(1) Product name

(2) Catalogue number
(3) Manufacturer
(4) Caution Statement
(5) Distributor Identification
(6) Weight
(7) Particle size
(8) Type(cancellous bone and cortical bone)
(9) Lot number
(10) Expiry date

(b)(4) 
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11.3 Instruction for Use

After exposure of the bony defect with a full thickness mucoperiosteal flap, all granulation tissue 

must be carefully removed.

Mix OCS-B® with autogenous bone, osseous coagulum, patient's blood or sterile normal saline. If 

large maxillofacial defects are present, OCS-B®

In order to assure the formation of new bone, OCS-B

should be mixed with autogenous bone in a 

ratio of approximately 1:1
®

Pack OCS-B

should only be placed in direct contact 

with well vascularized bone. Cortical bone should be mechanically perforated, if necessary.
®

Overfilling of the defects should be avoided.

granules into the osseous defect using light to moderate pressure with a sterile 

instrument. Use of excessive force will result in crushing of particles and loss of trabecular 

architecture.

The mucoperiosteal flaps should be sutured to achieve primary closure without tension, if 

possible. Advancement of the flap or flap rotation may be applied in order to minimize the 

tension and achicve desired results. A surgical dressing, resorbable membrane or non-

resorbable membrane may also be placed over the graft site as necessary.

Sites grafted with OCS-B® should be allowed to heal approximately 6 months prior to implant 

placement

(b)(4) 
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INDICATIONS FOR USE

510(K) Number:                                         
Device Name:             OCS-B® Natural Bone Mineral Matrix

INDICATIONS AND USAGE:
OCS-B®

Augmentation or reconstructive treatment of the alveolar ridge.

is recommended for:

Filling of infrabony periodontal defects.

Filling of defects after root resection, apicoectomy, and cystectomy.

Filling of extraction sockets to enhance preservation of the alveolar ridge.

Elevation of the maxillary sinus floor.

Filling of periodontal defects in conjunction with products intend for Guided Tissue

Regeneration(GTR) and Guided Bone Regeneration(GBR)

Filling of peri-implant defects in conjunction with products intended for Guided Bone 

Regeneration(GBR).

Presciption Use            AND/OR    Over-The-Counter Use          
(Part 21 CER 801 Subpart D)            (21 CFR 801 Subpart C)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(b)(4) 
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Instruction for Use

Intended use of OCS-B

OCS-B® is recommended for:

Augmentation or reconstructive treatment of the alveolar ridge.

Filling of infrabony periodontal defects.

Filling of defects after root resection, apicoectomy, and cystectomy.

Filling of extraction sockets to enhance preservation of the alveolar ridge.

Elevation of the maxillary sinus floor.

Filling of periodontal defects in conjunction with products intend for Guided Tissue

Regeneration(GTR) and Guided Bone Regeneration(GBR)

Filling of peri-implant defects in conjunction with products intended for Guided Bone Regeneration(GBR).

Warning

1. After exposure of the bony defect with a full thickness mucoperiosteal flap, all granulation tissue must be carefully 

removed.

Mix OCS-B® with autogenous bone, osseous coagulum, patient's blood or sterile normal saline. If large maxillofacial 

defects are present, OCS-B® should be mixed with autogenous bone in a ratio of approximately 1:1

In order to assure the formation of new bone, OCS-B® should only be placed in direct contact with well vascularized 

bone. Cortical bone should be mechanically perforated, if necessary.

Pack OCS-B® granules into the osseous defect using light to moderate pressure with a sterile instrument. Use of 

excessive force will result in crushing of particles and loss of trabecular architecture.

Overfilling of the defects should be avoided.

The mucoperiosteal flaps should be sutured to achieve primary closure without tension, if possible. Advancement of 

the flap or flap rotation may be applied in order to minimize the tension and achicve desired results. A surgical 

dressing, resorbable membrane or non-resorbable membrane may also be placed over the graft site as necessary.

Sites grafted with OCS-B® should be allowed to heal approximately 6 months prior to implant placement

CAUTION: Federal law restrict this device to sale by or on the order of a physician.
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-syringe type
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INDICATIONS FOR USE

510(K) Number:                                         

Device Name:             OCS-B®

INDICATIONS AND USAGE:

OCS-B® is recommended for:

Augmentation or reconstructive treatment of the alveolar ridge.

Filling of infrabony periodontal defects.

Filling of defects after root resection, apicoectomy, and cystectomy.

Filling of extraction sockets to enhance preservation of the alveolar ridge.

Elevation of the maxillary sinus floor.

Filling of periodontal defects in conjunction with products intend for Guided Tissue

Regeneration(GTR) and Guided Bone Regeneration(GBR)

Filling of peri-implant defects in conjunction with products intended for Guided Bone 

Regeneration(GBR).

Presciption Use            AND/OR    Over-The-Counter Use         

(Part 21 CER 801 Subpart D)            (21 CFR 801 Subpart C)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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fjg
1.1 Product responsibility

1.1.1 Manufacturer

Name: NIBEC Co., Ltd.
Address: Iwol electricity-electronic  Agro-industrial Complex, 1127, Sinwol-ri, 

Iwol-myeon, Jincheon-gun, Chungcheongbuk-do, Korea
Tel: +82-43-532-7458
Fax: +82-43-537-1714

1.1.2 EC Representative

B & V Vouge
Unit 28 Kingspark Business Centre, 152-178 Kingston Road, New Malden, Surrey, 
KT3 3ST U.K.

1.2 Product Overview

1.2.1 Product Name and model name

Product Name: Bone Graft
Model Name: OCS-B
Annex 1 Code List 

1.2.2 Description

This product is made from natural hydroxyapatite derived from bovine bone. The organic 
material is efficiently removed and does not show immune reaction. Also it uses bovine bone
which has not shown and BSE(bovine spongiform encephalopathy) infection .
It can be applied to bony defect from various dental diseases, trauma and degeneration.

1.2.3 Intended Use

OCS-B Is intended for use in dental surgery.
The products may be used in surgical procedures such as:
* Augmentation or reconstructive treatment of alveolar ridge
* Filling of periodontal defects
* Filling of defects after root resection, apicocectomy and cystectomy
* Filling of extraction sockets to enhance preservation of the alveolar ridge
* Elevation of maxillary sinus floor
* Filling of periodontal defects in conjunction with products intended for Guided Tissue Regeneration 
(GTR) and Guided Bone Regeneration (GBR)
* Filling of peri-implant defects in conjunction with products intended for Guided Bone Regeneration

(b)(4) 
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1.3 Product Classification

OCS-B is classified under Medical Device Directive (MDD, 93/42/EEC amended by 
2007/47/EC) Annex IX as a Class III device. Rule 17 under Anne IX states:” All devices 
manufactured utilizing animal tissues or derivatives rendered non-viable are Class III except 
where such devices are intended to come into contact with intact skin only.”

1.4 Harmonized Standards

EN ISO 14630:2009
Non-active surgical implants - General requirements (ISO 14630:2008)

EN ISO 10993-1:2009
Biological evaluation of medical devices - Part 1: Evaluation and testing (ISO 10993-
1:2009)

EN ISO 22442-1:2007
Medical devices utilizing animal tissues and their derivatives - Part 1: Application of 
risk management (ISO 22442-1:2007)

EN ISO 22442-2:2007
Medical devices utilizing animal tissues and their derivatives - Part 2: Controls on 
sourcing, collection and handling (ISO 22442-2:2007)

EN ISO 22442-3:2007
Medical devices utilizing animal tissues and their derivatives - Part 3: Validation of 
the elimination and/or inactivation of viruses and transmissible spongiform 
encephalopathy(TSE) agents (ISO 22442-3:2007)

EN ISO 14971:2009
Medical devices - Application of risk management to medical devices (ISO 
14971:2007)

EN 980:2008
Symbols for use in the labeling of medical devices

(b)(4) 

Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Technical File File No.
Rev. No.

1. General Description Rev. Date
Page 3 / 3

 

EN 1041:2008
Information supplied by the manufacturer with medical devices

EN ISO 14155-1:2009
Clinical investigation of medical devices for human subjects - Part 1: General 
requirements (ISO 14155-1:2003)

EN ISO 14155-2:2009
Clinical investigation of medical devices for human subjects - Part 2: Clinical 
investigation plans (ISO 14155-2:2003)

EN 556-1:2001
Sterilization of medical devices - Requirements for medical devices to be designated 
"STERILE" - Part 1: Requirements for terminally sterilized medical devices

EN ISO 11137-1:2006
Sterilization of health care products - Radiation - Part 1: Requirements for 
development, validation and routine control of a sterilization process for medical 
devices (ISO 11137-1:2006)

EN ISO 11737-2:2007
Sterilization of medical devices - Microbiological methods - Part 1: Determination of 
a population of microorganisms on products

(b)(4) 
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(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Test Data
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 

Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 

Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 

Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



FDA > CDRH > 510(k) Premarket Notification Database Search

CDRH Home Page | CDRH A-Z Index | Contact CDRH | Accessibility | Disclaimer
FDA Home Page | Search FDA Site | FDA A-Z Index | Contact FDA | HHS Home Page

Center for Devices and Radiological Health / CDRH

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm?ID=13835 (2 / 2)2009-02-24 오후 5:01:28

Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 

Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 

(b)(4) 

(b)(4) 

Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Technical File File No.
Rev. No.

07. Clinical Data Rev. Date 2011. 08. 16
Page 1 / 1

(b)(4) 

(b)(4) 

Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) 
Records processed under FOIA Request 2016-3209; Released by CDRH on 8/8/2018

Questions?Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



510(K) SUMMARY 
[as required by 807.92(c)] 

A.510k Number: 

B. Applicant:  Company name: PATS CORP
Address: 205 Broadway 718ste Los Angeles CA. USA

C. Proprietary and Established Names: NIBEC CO LTD
Address: Iwol electricity-electronic  Agro-industrial Complex, 1127, Sinwol-ri, Iwol-myeon, Jincheon-gun, 

Chungcheongbuk-do, Korea

D. Regulatory Information 
- Classification Name: Bone Filling Material
- Common / Usual Name: Anorganic Bovine Bone Filling Material
- Proprietary Name: OCS-B
- Classification / Product Code: Unclassified / NPM

E. Intended use 

OCS-B is intended for use in dental surgery. 
The products may be used in surgical procedures such as:
* Augmentation or reconstructive treatment of alveolar ridge
* Filling of periodontal defects
* Filling of defects after root resection, apicocectomy, and cystectomy
* Filling of extraction sockets to enhance preservation of the alveolar ridge
* Elevation of maxillary sinus floor
* Filling of periodontal defects in conjunction with products intended for 
Guided Tissue Regeneration (GTR) and Guided Bone Regeneration (GBR)
* Filling of peri-implant defects in conjunction with products intended for
Guided Bone Regeneration

.

G. Substantial Equivalence Information 

-Predicate Device 
SE Number: K033815
Product name: BIO-OSS®, BIO-OSS®) Blocks, BIO-OSS® Collagen
Company: Geistlich Pharma Ag

The subject device and predicate devices are substantially equivalent. All have the same intended use…..

H. Performance Characteristics (If/when applicable) 

1. See the Exhibits. 
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January 7, 2013

U.S. Food and Drug Administration
Center for Devices and Radiological Health 
Document Mail Center – WO66-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

510K Number: K113246
Response to Information Request

Product: OCS-BTM (bovine derived hydroxyapatite)

To Whom It May Concern:

NIBEC herewith submits in duplicate our response to the deficiencies outlined in 
Ms. Lauren Giles’ email dated December 12, 2012 (see Tabular – Initial FDA 
Comments - email dated 12/12/2012) to 510(k) Number K113246, OCS-BTM

(bovine derived hydroxyapatite).

We are confident that the responses provided address the concerns raised in Ms 
Giles’ email support Agency clearance of the above-referenced 510(k) 
notification for OCS-BTM. We would like to thank the Division for its review of our 
submission.

****
For ease of review of this submission, data displays and discussion have been 
incorporated into the responses wherever possible. Where additional data or 
information is required, it is included as an Attachment.

For the convenience of the reviewer, we repeat below in BOLD AND RED the 
deficiencies conveyed by Ms. Lauren Giles, followed by NIBEC’s response to 
each deficiency. 
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