
Section 4: Indications for Use Statement 

DEPARTMENT OF HEAL TH AND HUMAN SERVICES 
Food and Drug Administration 

51 0(k) Number {if.known) 

K.200167 

Device Name 

Indications for Use 

QuickClot Control+® Hemos!atk Dressing 

Indications for Use (Describe) 

Form Approved: 0MB No. 0910.0120 

Expiration Date: 06/3012020 

See PRA Statement below. 

QuickClot Ccmtrol+:E) Hemostatic Dressing is indicated for temporary control of internal organ space bleeding for patients 
displaying class In or class IV bleeding, It may ahm be used for control of severely bleeding wounds suCh as surgical 
wounds and traumatic, injuries. 

Type of Use (Select one or hath, as applicable) 

~ Prescription Use (Part 2i CFR 801 Subpart D) D Over~ The-Counter Use {21 CFR 801 Subpart C) 

CONTINUE ON A SEPARATE PAGE IF NEEDED. 

This section applies only to requirements. of the Paperwork Reduction Act of 1995. 

"'DO NOT SEND YOUR COMPLETE:O FORM TO THE PR.A STAFF EMAIL ADDRESS BELOW.* 

The burden time for this coUection of information is estimated to average 79 hours per response, Including the 
time to review ins!ructions, search existing data sources, gather and maintain the data needed and complete 
and review the collection of information, Send comments regarding this burden estimate or any other aspect 
of this Information collection, including suggestions for reducing this burden, to: 

Department of Health and Human Services 
Food and Drug Admlnlslration 
Office of Chief Information Officer 
Paperwork Reduction Act (PRA) Staff 
PRASteff@fda,hhs.gov 

"An agency may not conduct or sponsor, and a person is not required to respond to, a coifection of 
information unless ft displays a currently valid 0MB number," 
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510(k) Summary 
Z-Medica, LLC QuikClot Control+® Hemostatic Dressing - Line Extension 

SECTION 5: Sl0{k) SUMMARY {K200167) 

510(k) Number: 

Submitter: 

Contact Person: 

Preparation Date: 

Trade/Device Name: 

Regulatory Description 
and Classification: 

Predicate Device: 

Reference Device: 

Indications for Use: 

Device Description: 

Special Controls: 

Mechanism of Action: 

Z-Medica, LLC 

4 Fairfield Boulevard 
Wallingford, CT 06492 

Soraya King, Director Regulatory Affairs 

21 January 2020 

QuikClot Control+® Hemostatic Dressing 

Common Name: Temporary, Internal Use Hemostatic Wound Dressing 
Generic Name: Non-absorbable, hemostatic gauze for temporary 

internal use. 
Device Classification: Class II 
Regulation Number: 21 CFR §878.4454 

Product Code: POD 

Z-Medica, LLC QuikClot Control+® Hemostatic Dressing (DEN160012, 

cleared as D2 Dressing) 

Z-Medica, LLC QuikClot Control+® Hemostatic Dressing (K140757, 

cleared as D2 Dressing) 

QuikClot Control+® Hemostatic Dressing is indicated for temporary 

control of internal organ space bleeding for patients displaying class Ill 
or class IV bleeding. It may also be used for control of severely bleeding 

wounds such as surgical wounds and traumatic injuries. 

QuikClot Control+® Hemostatic Dressing is a prescription use non­

absorbable device containing kaolin (hemostatic agent) bound to gauze. 
The hemostatic dressings are x-ray detectable and are provided as a 
single-use sterile device available in various sizes. The device is available 

in single or multipacks. 

Device complies with the requirements as per 21 CFR 878.4454 for non­

absorbable, hemostatic gauze for temporary internal use. 

The QuikClot Control+® Hemostatic Dressings are packed into or on the 

wound and pressure is applied. Pressure is maintained until the 

bleeding is controlled and may be left in place up to 48 hours. More 
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510(k) Summary 
Z-Medica, LLC QuikClot Control+® Hemostatic Dressing - Line Extension 

Summary of Technological 
Characteristics: 

Performance Testing: 

than one QuikClot Control+® hemostatic dressing can be used. 

Hemostasis is achieved through the activity of the hemostatic agent 
kaolin bound to the gauze in conjunction with compression. 

The fundamental scientific and technological characteristics of the 
modified device are identical to the predicate (DEN160012). The key 
characteristics are as follows: 

• Mechanism of Action 

• Materials of Construction 

• Formulation 

• Packaging Materials 

• Sterilization Method 

• Performance Specifications 

• Indications/Intended Uses 

The QuikClot Control+® Hemostatic Dressing complies with the special 

controls identified in 21 CFR 878.4454. All of the size offerings are the 

manufactured with the same exact materials and formulation. The 
device meets the following performance specifications: 

• Biocompatibility as per ISO 10993-1 for a device with prolonged 

patient contact duration (>24 hours to 30 days) for external 
communicating device with tissue/bone/dentin contact. 

o Cytotoxicity (L929 Neutral Red Uptake Method) 

o Irritation (lntracutaneous Injection) 

o Sensitization (Guinea Pig Maximization Sensitization Test) 

o Systemic Injection (Intravenous Injection and lntraperitoneal 

Injection - Acute Systemic Toxicity) 

o Implantation (Rabbit Implantation Tests - Tissue, Muscle, 

and Bone) 

■ 4-week implantation study in subcutaneous tissue 

■ 1-week implantation study in muscle 

■ 4-week implantation study in muscle 

■ 4-week implantation study in bone 

■ 8-week implantation study in bone 

o Genotoxicity 

■ Salmonella Typhimurium and Escherichia Coli 

Reverse Mutation Assay 

■ Chromosomal Aberration Study in Mammalian Cells 

■ Peripheral Blood Micronucleus Study in Mouse 

o Additional Supporting Tests 

■ Carcinogenicity (Clonal Transformation Assay using 

SHE Cells for 7-days 

■ Repeat Exposure System Toxicity for Kaolin (6-

month animal survival study, custom test) 

■ Systemic Intravenous Injection for Kaolin Extract 

■ Systemic lntraperitoneal Injection for Kaolin Extract 
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Conclusion 

510(k) Summary 
Z-Medica, LLC QuikClot Control+® Hemostatic Dressing - Line Extension 

■ Pyrogen Test 

• X-Ray Detectable Material - meets required specifications. 

• Bench - the device meets the required specifications and 
acceptance criteria for tensile strength, elongation, clotting, and 
kaolin release. 

• Preclinical Animal Study - Three GLP large animal (swine), to include 

a survival model, and one non-GLP study demonstrated the safety 
and effectiveness of QuikClot Control+. The studies included 
assessments such as hemostasis. In addition to hemostasis 
assessments, the animal survival study also conducted evaluations 

for blood chemistry (hematology, serum, coagulation), and 
macroscopic and microscopic tissue/organ examinations (adhesion, 

thromboembolism, kaolin migration). The cumulative animal study 
results support the safety and efficacy of the device. 

• Stability - testing supports a 39-month expiration date. 

The subject devices are identical to the predicate in terms of materials of 

construction, hemostatic agent used, mode of operation, scientific 
technological characteristics, indications for use and intended uses. 
Same as the predicate device, the new size options will be provided 
sterile utilizing existing validated packaging systems. The additional size 
offerings do not raise new types of questions of safety and effectiveness 
and is substantially equivalent to the predicate device. 

Page 3 of 3 

Records processed under FOIA Request 2023-9460; Released by CDRH on 04-09-2024

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



Not applicable. 

Z-Medica, LLC QuikClot Control+® Hemostatic Dressing - Line Extension 
Traditional 510(k) 

SECTION 8: FINANCIAL CERTIFICATION OR DISCLOSURE STATEMENT 
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Z-Medica, LLC 
Soraya King 
Director, Regulatory Affairs 
4 Fairfield Boulevard 
Wallingford, Connecticut 06492 

Re: K200167 
Trade/Device Name: QuikClot Control+ 
Regulation Number: 21 CFR 878.4454 

April 23, 2020 

Regulation Name: Non-Absorbable, Hemostatic Gauze For Temporary Internal Use 
Regulatory Class: Class II 
Product Code: POD 
Dated: March 26, 2020 
Received: March 27, 2020 

Dear Soraya King: 

We have reviewed your Section 51 0(k) premarket notification of intent to market the device referenced 
above and have determined the device is substantially equivalent (for the indications for use stated in the 
enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the 
enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance 
with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a 
premarket approval application (PMA). You may, therefore, market the device, subject to the general 
controls provisions of the Act. Although this letter refers to your product as a device, please be aware that 
some cleared products may instead be combination products. The 510(k) Premarket Notification Database 
located at https:/ /www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfomn/pmn.cfrn identifies combination 
product submissions. The general controls provisions of the Act include requirements for annual registration, 
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. Please note: CDRH does not evaluate information related to contract liability warranties. We 
remind you, however, that device labeling must be truthful and not misleading. 

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it may be 
subject to additional controls. Existing major regulations affecting your device can be found in the Code of 
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements 
concerning your device in the Federal Register. 

Please be advised that FD A's issuance of a substantial equivalence determination does not mean that FDA 
has made a determination that your device complies with other requirements of the Act or any Federal 
statutes and regulations administered by other Federal agencies. You must comply with all the Act's 
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part 
801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 803) for 

U.S. Food & DrU£1 Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 

wwwJda.gpv 

Records processed under FOIA Request 2023-9460; Released by CDRH on 04-09-2024

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



K200167 - Soraya King Page 2 

devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see 
https ://www.fda.gov/ combination-products/ guidance-regulatory-in formation/postmarketing-safety-reporting­
combinati on-products); good manufacturing practice requirements as set forth in the quality systems (QS) 
regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR 4, Subpart A) for 
combination products; and, if applicable, the electronic product radiation control provisions (Sections 531-
542 of the Act); 21 CFR 1000-1050. 

Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part 
803 ), please go to https://www .f da. gov/medical-devices/medical-device-safety/medical-device-repmting:: 
mdr-how-report-medical-device-problems. 

For comprehensive regulatory information about medical devices and radiation-emitting products, including 
information about labeling regulations, please see Device Advice (https://www.fda.gov/medical-
devi ces/ device-advi ce-compre hensi ve-regulatory-assistance) and CD RH Learn 
(https://www. f da. gov /training-and-continuing-education/ cdrh-leam). Additionally, you may contact the 
Division oflndustry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See 
the DI CE website (https://www.fda.gov/medical-devices/ device-advice-comprehensive-regulatory­
assistance/ contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE 
by email (DICE(@,fda.hhs.gov) or phone ( 1-800-638-2041 or 301-796-7100). 

Enclosure 

Sincerely, 

Cindy Chowdhury -5 
Cindy Chowdhury, Ph.D., M.B.A. 
Acting Assistant Director 
DHT4B: Division oflnfection Control 

and Plastic Surgery Devices 
OHT4: Office of Surgical 

and Infection Control Devices 
Office of Product Evaluation and Quality 
Center for Devices and Radiological Health 
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From: Mason, Tiffani* [Tiffani.Mason@fda.hhs.gov] 
Sent: 1/24/2020 7:45:31 PM 
To: sking@z-medica.com 
Subject: K200167 Acknowledgement Notification 
Attachments: K200167 Acknowledgment Letter.pdf 

Tiffani R. Mason 
Tiffani.?vfason(d;fda.hhs.gov 
Record Management Specialist 1 DCC 51 OK 
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ADt"1lNISTRATlON 

Acknowledgment Letter 

1/24/2020 

Soraya King, Director, Regulatory Affairs 
Z-Medica, LLC 
4 Fairfield Boulevard 
Wallingford, CT 06492 
UNITED STA TES 

Dear Soraya King: 

The Center for Devices and Radiological Health (CDRH) of the Food and Drug Administration 
(FDA) has received your submission. This submission has been assigned the unique document 
control number below. All future correspondence regarding this submission should be identified 
prominently with the number assigned and should be submitted to the Document Control 
Center at the above letterhead address. Failure to do so may result in processing delays. If you 
believe the information identified below is incorrect, please notify the Program Operations Staff 
at (301) 796-5640. 

Submission Number: K200167 
Received: 1/23/2020 
Applicant: Z-Medica, LLC 
Device: QuikClot Control+ 

We will notify you when the review of this document has been completed or if any additional 
information is required. If you are submitting new information about a submission for which 
we have already made a final decision, please note that your submission will not be re-opened. 
For information about CDRH review regulations and policies, please refer to 
http://www.f da. gov /MedicalDevices/DeviceRegulationandGuidance/ default.htm. 

U.S. Food & Drug 1\dn1inistration 
10(.)03 New Hampshke Avenue 
Silver Spring, MD 20993 
www.fda.gov 

Sincerely yours, 

Center for Devices and Radiological Health 
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Attachment 4: Sensitization Test, Page 1 of 32 

GLP REPORT 

TEST FACILITY SPONSOR 

(b)(4) {b){4) 

CONFIDENTIAL STUDY TITLE 

ISO Guinea Pig .Maximization Sensitization Test 

TEST ARTICLE NAl\lE 

QuikClot Control+ l 2x 12 3-ply Dressing 

TEST ARTICLE IDENTIFICATION 

i (b)(4) 

Lab Number i (b)(4) i 
L--· - ·-·-·-· ·-·-·-·-·-·-> Pagel of2l 

(b)(4) GLPReport 
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Attachment 4: Sensitization Test, Page 24 of 32 

• GLP PROTOCOL 

SPONSOR 

{b){4) (b)(4) 

STUDY11TLE 

ISO Guinea Pig Maximization Sensitization Test 

• 

• 
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Site: MDUFMA Cover Sheet https://userfees.fda.gov /OA _ HTML/mdufmaCScdCfgltemsPopup.j sp?o ... 
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Section 1: User Fee and Payment Receipt, Page 1 of 4 

DEPARTMENT OF HEALTH AND HUMAN 
SERVICES 
FOOD AND DRUG ADMINISTRATION 
MEDICAL DEVICE USER FEE COVER 

SHEET 

Fonn Approved: 0MB No. 0910-0511 Expiration Date: August 31, 2022. See Instructions for (}MB Statement. 

____ J?AYMENI.ID..ENTI FICATION NUMBER: 
i (b)(4) i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Write the Payment Identification number on 
your check. 

A completed cover sheet must accompany each original application or supplement subject 
to fees. If payment is sent by U.S. mail or courier, please include a copy of this completed 
form with payment. Payment and mailing instructions can be found at: 
https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance 
/HowtoMarketYourDevice/ucm370879. htm 

1. COMPANY NAME AND ADDRESS (include 2. CONTACT NAME 
name, street address, city state, country, 
and post office code) 

Z-MEDICA LLC 
4 Fairfield Blvd 
Wallingford 
CT 06492 
us 

l l EMPLOYER IDENTIFICATION NUMBER 
• (EIN) 

*****2922 

Sheila Wallin 

2.1 E-MAIL ADDRESS 

swallin@z-medica.com 

2 2 
TELEPHONE NUMBER (include Area 

• code) 

203-294-0000 

2 3 
FACSIMILE (FAX) NUMBER (Include Area 

• code) 

203-294-0688 

3. TYPE OF PREMARKET APPLICATION (Select one of the following in each column; if you 
are unsure, please refer to the application descriptions at the following web site: 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments 
/ucm345263. htm 

Select an ap12lication ty12e: 

[X] Premarket notification(Sl0(k)); except for third 
party 

[] 513(g) Request for Information 

[ ] Biologics License Application (BLA) 

[ ] Premarket Approval Application (PMA) 

[ ] Modular PMA 

[ ] Product Development Protocol (PDP) 

[] Premarket Report (PMR) 

[ ] 30-Day Notice 

[] De Novo Request 

3 .1 Select a center 

[X] CDRH 

[] CBER 

3. 2 Select one of the ty12es below 

[X] Original Application 

Sui212lement Ty_12es: 

[ ] Efficacy (BLA) 

[ ] Panel Track (PMA, PMR, PDP) 

[] Real-Time (PMA, PMR, PDP) 

[ ] 180-day (PMA, PMR, PDP) 

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on 
determining this status) 

[X] YES, I meet the small business criteria and have NO, I am not a small business 
submitted the required qualifying documents to FDA 

4.1 If Yes, please enter your Small Business Decision Number: SBD208319 

1/20/2020, 6:28 PM 
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5. FDA WILL NOT ACCEPT YOUR SUBMISSION IF YOUR COMPANY HAS NOT PAID AN 
ESTABLISHMENT REGISTRATION FEE THAT IS DUE TO FDA. HAS YOUR COMPANY PAID 
ALL ESTABLISHMENT REGISTRATION FEES THAT ARE DUE TO FDA? 

[X] YES (All of your establishments have registered and paid the fee, or this is your first 
device and you will register and pay the fee within 30 days after entering into an operation 
that requires you to register and submit device listing information.) 

[ ] NO (If you currently market a medical device and your establishment is required to 
register and submit device listing information, FDA will not accept your submission until you 
have paid all fees due to FDA. See http://www.fda.gov/MedicalDevices 
/DeviceRegulationandGuidance/HowtoMarketYourDevice/Registrationandlisting 
/ucm053165.htm for additional information) 

6. IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE 
EXCEPTIONS? IF SO, CHECK THE APPLICABLE EXCEPTION. 

[ ] This application is the first PMA submitted by [ ] The sole purpose of the application is 
to support conditions of use for a 

a qualified small business, including any affiliates pediatric population 

[ ] This biologics application is submitted under [ ] The application is submitted by a 
section 351 of the Public Health Service Act for a state or federal government entity for a 
product licensed for further manufacturing use device that is not to be distributed 
only commercially 

7. IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE 
WAIVED DUE TO SOLE USE IN A PEDIATRIC POPULATION THAT NOW PROPOSES 
CONDITION OF USE FOR ANY ADULT POPULATION? (If so, the application is subject to the 
fee that applies for an original premarket approval application (PMA). 

[] YES [X] NO 

PAPERWORK REDUCTION ACT STATEMENT 
Public reporting burden for this collection of information is estimated to average 18 minutes 
per response, including the time for reviewing instructions, searching existing data sources, 
gathering and maintaining the data needed, and completing and reviewing the collection of 
information. Send comments regarding this burden estimate or any other aspect of this 
collection of information, including suggestions for reducing this burden, to the address 
below. 

Department of Health and Human Services 
Food and Drug Administration 
Office of Chief Information Officer 
Paper Reduction Act (PRA) Staff 
PRAStaff@fda.hhs.gov 

[Please do NOT return this form to the above address, except as it pertains to comments on 
the burden estimate.] 

8. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET 
APPLICATION 

i (b)(4) ! 
l---·-·-·-·-·-·-·-·-·-·-·-·-·-· 

FonnFDA3601 (08/19) 

20-
Jan-2020 

1/20/2020, 6:28 PM 
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From: 
To: 
Subject: 
Date: 

notification@)pav.gov Section 1: User Fee and Payment Receipt, Page 4 of 4 

King, Soraya 

Pay.gov Payment Confirmat ion: FDA User Fees 
Monday, January 20, 2020 6:26: 18 PM 

Your payment has been submitted to Pay.gov and the details are below. If you have any questions or you wish to 
cancel this payment, please contact FDA User Fees at (301) 796-7200. 

Application Name: FDA User Fees 
Pay.gov Tracking IDf-·-·-·-·-·-·-·-·-·-·-·-·-·1 

Agency Tracking ID :L_ __ (_b }( 4} ____ i 
Transaction Type: Sale 
Transaction Date: Jan 20, 2020 6:26: 12 PM 

Account Holder Name: SORAYA KING 

I (b)(4) I 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·J 

THIS IS AN AUTOMATED MESSAGE. PLEASE DO NOT REPLY. 
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Z-Medica, LLC Responses to FDA Additional Information Request for 
510(k) #K200167 QuikClot Control+® Hemostatic Dressing Line Extension 

FDA's Email Request (dated 24 March 2020) - FDA reviewer Ramesh Kapil Panguluri Ph.D. 

Major Deficiency List 

Page 1 of 6 
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April 23, 2020</br></br><p>We have completed our review. Please refer to the attached 
letter for details.</p> 

<p>If you have any questions, please contact the lead reviewer assigned to your 
submission, Panguluri Ramesh.</p> 

<br><br><br><p>*** This is a system-generated email notification ***</p> 
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February 7, 2020</br></br><font face="arial"> 

<b>Acceptance Review Notification - Accepted</b> 

<br/><br/> 

</font> 

<p>An administrative acceptance review was conducted on your premarket notification 
(510(k)) K200167, and it was found to contain all of the necessary elements and 
information needed to proceed with the substantive review. We will contact you should 
we require any additional information during the course of the substantive review. The 
lead reviewer assigned to your submission is Panguluri Ramesh.</p> 

<br><br><br><p>*** This is a system-generated email notification ***</p> 
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Attachment 5: Acute Systemic Toxicity Test, Page 1 of 22 

TEST FAClLIT\'' 
•• -• -•-•- •-•••-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•••••• •••••• I 

! 

{b){4) I 

' ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· • 

CONFIDENTIAL 

GLP REPORT 

SPONSOR 
,-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -·-·-·-·-· 
; 
; 

I (b)(4) 
! 
L-- • - • - • - • - • • • • • • • • • • • • ••• - • - • - •-•-•-•-•-•-•-•-•-•-•-•-•-•-•- • - • - • • • • • • • • • - • • • • • • • • ••• I 

STUDY TITLE 
"············-------·····::..::::....-------------

lSO Acute Svstemic Toxicity Stud'-" in Mice ~ .,., ./ 

QuikClot Control+ l2xl2 3-ply Dressing 

TEST ARTICLJ:i: IDENTlFICATlON 

i (b)(4) I 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

I. Lah Number_·-·-·-·, tr-·-· .. (b)(4.) -- _ ___: 
jj (b }( 4) ! GLP Report 
''·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Paget of L3 
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I 
i 
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Attachments: Acute Systemic Toxicity Test, Page 16 of 22 

GLP PROTOCOL 

TEST FACILITY SPONSOR 

(b)(4) 

STUDYTITLE 

ISO Acute Systemic Toxicity•Studyin Mice 
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' ; 
; 
; 
; 
; 
; 
; 

•! b 4 ~oJ~ 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
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Z-Medica, LLC QuikClot Control+® Hemostatic Dressing - Line Extension 
Traditional 510(k) 

SECTION 14: PRODUCT LABELING 

An example of the product labeling is included as Attachment 10 - Draft Package Label, and Attachment 

11- Draft Instructions for Use (IFU)/Package Insert. 

The instructions for use of the subject device are identical to the predicate device. The indications for 

use, contraindications, warnings, precautions and directions of use remain the same. 

Page 1 of 1 
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23 January 2020 

510(kl Document Mail Center (WO66-G609) 
Office of Device Evaluation 
Center for Devices and Radiological Health 
Food and Drug Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 

Attention: Cynthia Chang, Ph.D., Director, Division of Health Technology 4B {Infection 
Control & Plastic Surgery Devices). 

Re: 510k #K200167 - eCopy Replacement 
Traditional Sl0(k) Premarket Notification for Z-Medica, LLC's QuikClot 
Control+'1' Hernostatic Dressing - Line Extension for Additional Size Offering 

Dear Dr. Chang, 

{b){4) 
Z~Medica, LLC is providing one {1) ecopy replacement of the entire submission with this 
signed ecopy replacement cover letter, This signed ecopy replacement cover letter ls the 
only paper document included with this resubmission. A!! supporting information, to • 
include a copy of the signed ecopy replacement cover letter. are included in the USB drive, 
The copy of this cover letter ls provided as Attachment 12 and a copy of the FDA eCopy 
Hold Notification is included as Attachment 13, 

!n accordance with Section 510(k) of the Federal Food, Drug and Cosmetic Act, as • 
amended, and in conformance with Title 21 of the Code of Federal Regulations Part 8Q7 
{21 CFR §807), Subpart E, Z~Medica, LLC is submitting this Traditional 510{k) Premarket 
Notification, prior to commercial distribution, for clearance of additional size options ~f 
our QuikC!ot Control+e Hernostatic Dressing (DEN160012 wherein the device was referred 
to as 02 Dressing}, The currently cleared indications for use and intended uses, 
DEN160012, will ren-1ain the same. The new size options do not represent a change in 
technological characteristics, principles of operation, safety, or effectiveness of the 
device, 

><! 

D 

4 h,irfbld f:llvd. Wallingford, Cf USA 06492 foll ) 8TT ,75(HJ504 ! ~hin (+!) 

·1} 800--:343.,8656 
inqt_;kje.s@Jf ·-·tAedk,1.corn r; _/ 

1 

14--
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E 

{b){4) 
Z-Medica, LLC is FDA registered as a Small Business under decision number S8D208319, 
Therefore, in accordance with Medical Device User Fee and Modernizati9-t1-.~.c..t.qf 20oi 
(MDUFMA), Z-Medica, LLC has submitted the required application fee ofi (b)(4) i(FY 2020 
MDU FA User Fees), A copy of the User Fee Cover Sheet is provided with the-atiached 
premarket notification, 

As per FDA's Guidancefor Industry and FDA Staff: Format for Traditional and Abbreviqted 
510{k)s {13 Septernber 2019), the principal factors about the design and use of the 
additional QuikClot Control+"' size offering comply with the following.: 
Question YES NO 
Is the device intended for prescription use (21 CFR 801 subpart D)?A 
Is the device intended for over-the-counter use (21 CFR 807 subpart C)?A 
Does the device contain components derived from a tissue or other 
biologic source? 
Is the device provided sterile? 
!s the device intended for single use? 
Is the device a reprocessed single use device? 

If yes, does this device type require reprocessed validation data? 
Does the device contain a drug? 

X 
X 
X 

X 
X 

X 
N/A 

X 
Does the device contain a biologic? • X 
Does the device use software? • X 
Does the submission include clinical information? X 
Is the device implanted? X 

AA device may be intended for both prescription and over-the-counter use, !f so, the 
answer to both of these questions is yes, 

This submission contains methods, data, and analysis of these data which Z-Medica, 
considers Trade Secret, commercially privileged and confidential to Z-Medica, LLC 
accordance with 21 CFR §20,61, this information is not disclosab!e to the public as 
Freedom of Information {FOi) Act. 

4 hmf;e!d BivcL 'Nnl!ingford CT USA 06492 Toi! 
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EDI 

The official contact person for this submission is the undersigned. Thank you in 
for the review of this submission, 

·-·-· Respectfu l!y sub m itti_n_g, ·-·-·-·-·-·-·~ 

I {b){6) I 
' Soraya Klng ' 

Director, Regulatory Affairs 
Z-Medica, LLC 
Cell; i (b)(G) i 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 

Office: 203-774-7922 

Tol! fffo{+.-i) ff77--750··G504 t ~Aatn(+l) 
Fflx(;. J) BOO<'.A-'.H:lGH} 
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E I 

21 January 2020 

510{k) Document Mal! Center (WO66-G609) 
Office of Device Evaluation 
Center for Devices and Radiological Health 
Food and Drug Administration 
10903 New Hampshire Avenue 
Silver Sprlng1 fv1 D 20993-0002 

FO,i\/C:DR 

Attention: Cynthia Chang, Ph.D., Director, Division of Health Technology 4B {Infection 
Control & Plastic Surgery Devices). 

Re: Traditional 510{k) Premarket Notification for Z-Medica, LLC's QuikC!ot 
Control+'b Hemostatlc Dressing - Line Extension for Additional Size Off~ring 

Dear Dr. Chang, 

In accordance with Section 510{k) of the Federal Food, Drug and Cosmetic Act, as •• 
amended, and in conformance with Title 21 of the Code of Federal Regulations Part 8$7 
(21 CFR §807), Subpart E, Z-Medica, LLC is submitting this Traditional 510(k) Premarket 
Notification, prior to cornrnercial distribution, for clearance of additional size options of 
our QuikClot Control+''~ Hemostatfc Dressing (DEN160012 wherein the device was referred 
to as 02 Dressing}. The currently cleared indications for use and intended uses, • 
DEN160012, will remain the same, The new size options do not represent a change in 
technological characteristics, principles of operation, safety, or effectiveness of the ddvice, 

,-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·: ·-·-·-·-· 
; 

I {b){4) 
; 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Z-Medica, LLC is FDA registered as a Sma!! Business under dt?cision number $8D208319. 
Therefore, in accordance with Medical Device User Fee and Modernization Act of 200;2 
(MDUFMA), Z-Medlca, LLC has submitted the required application fee oC(b)(4f-!FY 2020 
MDU FA User Fees), A copy of the User Fee Cover Sheet ls provided witr;--H,e-aifached 
premarket notification, 

As per FDA's Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated 
510(k:)s (13 September 2019), the principal factors about the design and use of the 
additional O.uikClot Contra!+@ size offering corn ply with the following: • Page 1 of 4 
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E I 

Question YES f\10 
!s the device intended for prescription use (21 CFR 801 subpart D)?A 
Is the device intended for over-the-counter use (21 CFR 807 subpart C)?A 
Does the device contain cornponents derived from a tissue or other 
biologic source? 
Is the device provided sterile? 
Is the device intended for single use? 
Is the device a reprocessed single use device? 

If yes, does this device type require reprocessed validation data? 
Does the device contain a drug? 
Does the device contain a biologic? 

X 
X 
X 

X 
X 

X 

N/A 
X 
X 

Does the device use software? X 
Does the submission include clinical information? X 
!s the device implanted? • X 

AA device may be intended for both prescription and over-the-counter use. If so, the 
answer to both of these questions is yes. 

Z-Medica, LLC is providing one (1) ecopy of this submission 1,vith this signed cover 
per the eCopy Program for Medical Device Submissions: Guidance for Industry and 
and Drug Administration Stoff dated 16 December 2019. The signed cover letter is 
only paper document included with this submission, All supporting information, to 
include an ecopy of the signed cover letter, are included in the USB drive. 

This submission contains methods, data, and analysis of these data which Z-Medica, 
considers Trade Secret, comrnercia!ly privileged and confidential to Z-Medica, LLC !n 
accordance with 21 CFR §20.61, this information is not disclosab!e to the public as per 
Freedom of lnforrnation {FO!) Act 

The official contact person for this submission is the undersigned. Thank you in 
for the review of this submission. 

__ .Re.s.o_ectful.l'!l . .s..u.bmittiru:r., ______________________________ , 

I {b){6) i 
i--·-·-·-·-·-·-·-·-·-·-·-·~---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
Soraya King 
Director, Regulatory Affairs 
Z-Medica, LLC 
CelI:i (b)(6) i 

•-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

Office: 203-774-7922 

Toll Free/+'\€:?? tbC G':-O,t ! 
Fa>;:(-;:. J) BOC·-·:3A.3··865C 
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Z-MEDICX QuikClot Control+® 39 Months Real Time Stability Study Report 

Document No.: I (b)(4) i Revision Date: I 121201201s 
Prepared by: I i Title: 

; 
(b)(4) 

; 
1! ! 
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Z-Medica, LLC QuikClot Control+® Hemostatic Dressing - Line Extension 
Traditional 510(k) 

SECTION 9: DECLATATION OF CONFORMITY AND SUMMARY REPORTS 

Z-Medica, LLC is including this statement that the QuikClot Control+® Hemostatic Dressings comply with 

the below listed recognized consensus standards: 

• ANSI/AAMI/ISO TIR13004:2013, Sterilization of Health Care Products - Radiation - Substantiation of 

a Selected Sterilization Dose: Method VDmax50
. 

• ASTM D5035-11(2019), Standard Test Method for Breaking Force and Elongation ofTextile Fabrics. 

• ASTM F88/F88M-15, Seal Strength for Flexible Barrier Materials. 

• ASTM F 640-07, Standard Test Methods for Determining Radiopacity for Medical Use. 

• ASTM F1140-07, Internal Pressurization Failure Resistance of Unrestrained Packages. 

• ASTM F1980-16, Standard Guide for Accelerated Aging of Sterile Barrier Systems for Medical 
Devices. 

• ASTM F2096-11 Method B, Standard Test Method for Detecting Gross Leaks in Packaging by Internal 
Pressurization (Bubble Test). 

• BS EN ISO 14971:2012, Medical Devices - Application of Risk Management to Medical Devices. 

• ISO 10993-1:2018, Biological Evaluation of Medical Devices - Part 1: Evaluation and Testing Within a 

Risk Management Process. 

• ISO 10993-3:2003, Biological Evaluation of Medical Devices - Part 3: Tests for Genotoxicity, 
Carcinogenicity, and Reproductive Toxicity. 

• BS EN ISO 10993-3:2009, Biological Evaluation of Medical Devices - Part 3: Tests for Genotoxicity, 
Carcinogenicity, and Reproductive Toxicity. 

o Note: Identical to ISO 10993-3:2003. 

• ISO 10993-5:2009, Biological Evaluation of Medical Devices - Part 5: Tests for In Vitro Cytotoxicity. 

• ISO 10993-6:2007, Biological Evaluation of Medical Devices - Part 6: Tests for Local Effects After 

Implantation. 

• BS EN ISO 10993-6:2009, Biological Evaluation of Medical Devices - Part 6: Tests for Local Effects 

After Implantation. 
o Note: Identical to ISO 10993-6:2007. 

• ISO 10993-10:2010, Biological Evaluation of Medical Devices - Part 10: Tests for Irritation and Skin 
Sensitization. 

• ISO 10993-11:2017, Biological Evaluation of Medical Devices - Part 11: Tests for Systemic Toxicity. 

• BS EN ISO 10993-11:2018, Biological Evaluation of Medical Devices - Part 11: Tests for Systemic 

Toxicity. 
o Note: Identical to ISO 10993-11:2017. 
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Z-Medica, LLC QuikClot Control+® Hemostatic Dressing - Line Extension 
Traditional 510(k) 

SECTION 9: DECLATATION OF CONFORMITY AND SUMMARY REPORTS 

• ISO 10993-11:2006, Biological Evaluation of Medical Devices - Part 11: Tests for Systemic Toxicity. 

• BS EN ISO 10993-11:2009, Biological Evaluation of Medical Devices - Part 11: Tests for Systemic 
Toxicity. 

o Note: Identical to ISO 10093-11:2006. 

• ISO 10993-12:2012, Biological Evaluation of Medical Devices - Part 12: Sample Preparation and 
Reference Materials. 

• ISO 11137-1:2006/R2015 & Al:2013 & A2:2019, Sterilization of Health Care Products - Radiation -
Part 1: Requirements for Development, Validation, and Routine Control of a Sterilization Process for 

Medical Devices. 

• ISO 11137-2:2013, Sterilization of Health Care Products - Radiation - Part 2: Establishing the 
Sterilization Dose. 

• ISO 11607-1, Packaging for Terminally Sterilized Medical Devices - Part 1: Requirements for 

Materials, Sterile Barrier Systems and Packaging Systems [includes Amendment 1 (2014)]. 

• ISO 11737-1:2018, Sterilization of Health Care Products - Microbiological Methods - Part 1: 

Determination of the Population of Microorganisms on Product. 

• ISO 11737-2:2009/R2014, Sterilization of Medical Devices - Microbiological Methods - Part 2: 

Sterilization Process for Medical Devices. 

• ISTA 2A, Pre-Shipment Testing Procedures - Combination Tests for Packaged Products Weighing 150 
lbs. (68kg) or less. 

Page 2 of 2 

Records processed under FOIA Request 2023-9460; Released by CDRH on 04-09-2024

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



Z-Medica, LLC QuikClot Control+® Hemostatic Dressing - Line Extension 
Traditional 510(k) 

SECTIONS 10: DEVICE DESCRIPTION 

A. Device Description 

QuikClot Control+® Hemostatic Dressing is a prescription use non-absorbable device comprised of non-
woven gauze r·-·-·-·-·-·-·-·-·-·-·Tb)t°4f-·-·-·-·-·-·-·-·-·-·-1that is impregnated with a mixture oi (b)(4) i 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· •-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 

r•_g rad e . k,a o I in L.---·-·-·-·-·-·-·-·-·-·-·-·~ ··-·-·r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~---·-·-·-·-·-· (6R4l -·-·-·-·-·-·-·-·-·-·-~---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 
!. (b)(4) !The binder does not breakdown easily supporting the de minimis release of kaolin. The 

hemostatic dressing contains x-ray detectable thread and is provided as a single-use, sterile device 

available in various configurations (length, width, plies, pad, z-fold, folded, cotton handle/loop, and x­

ray tape) and sizes (including 2"x 2", 5"x 5", 8" x 8", 12" x 12", 3" x 4 yds, and 4" x 4" yds). All patient 

contacting layers of the dressing are coated with the kaolin i ______________________ __(b)(4) ______________________ _.:. The device is 

designed to conform readily to the wound and can be left in the body for up to 48 hours. Refer to 

Figure 1 for product depiction examples. 

QuikClot Control+® was first FDA cleared via 510(k) #K140757 for external use for temporary control of 

severely bleeding wounds such as surgical wounds and traumatic injuries. The indications were 

expanded to include control of Class Ill and Class _IV_bleedin_g from internal organ space (DEN160012). 

The device was cleared under the project nam~ (b)(4) ~nd commercialized using the brand name 
L--·-·-·-·-·-·-·-·-·-·-•-•-" 

QuikClot Control+®. Refer to Attachment 1 and 2 for a copy of the FDA clearance letters. 

Figure 1: Images of Cleared QuikClot Control+® Hemostatic Dressing Configurations 

X-Ray Detectable 

Thread 

The formulation and product performance specifications of QuikClot Control+® are the same as 

d esc ri bed_ in _DEN 16001 Zi. ____________________________________ ( b )( 4) ------------------------------·-·-·-·-·-·-· i 
i (b)(4) i 
•·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

[·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-J~l(~) _________________________________________________________ __.1 Refer to Table 1 far product 

formulation, Table 2 for optional design features, and Table 3 for product specifications. 
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Z-Medica, LLC QuikClot Control+® Hemostatic Dressing - Line Extension 
Traditional 510(k) 

Table 1: QuikClot Control+® Hemostatic Dressing Formulation 

Gauze Substrate 

X-Ray Detectable Thread 

Kaolin 

; 
{b){4) 

i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
~----------~·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Table 2: QuikClot Control+® Hemostatic Dressing Optional Materials 

~~!__ ___ pi.Dec1uc.a.tJ.o._r:1-. _______________________________________________________________________________________________________ J __ , 
; 

X-RayDetectableTape (b)(4) ; 
~~~e~:/Loop I 

i {b){4) ! 
··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· • 

Table 3: QuikClot Control+® Hemostatic Dressing Performance Specifications (tested post coating) 

(b)(4) 
Color 

Machine Direction (MD) Tensile 

MD Elongation 

Cross Direction (CD) Tensile 

CD Elongation 

Kaolin Release Test 

B. Indications for Use 

QuikClot Control+® Hemostatic Dressing is indicated for temporary control of internal organ space 

bleeding for patients displaying class Ill or class IV bleeding. It may also be used for control of severely 

bleeding wounds such as surgical wounds and traumatic injuries. 

C. Principles of Operation and Technological Characteristics 

The QuikClot Control+® Hemostatic Dressings achieve bleeding control through the application of 

physical compression, which slows the flow of blood from the wound and absorption of blood by the 

non-woven gauze, along with the kaolin's promotion of the body's natural clotting cascade/coagulation 

cascade process via the 'contact activation (intrinsic) pathway'. The hemostatic dressing is packed into 

or on the wound and compression is applied. More than one dressing may be required and/or 

additional dressings applied to maintain compression. i (b)(4) j 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-) 
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Z-Medica, LLC QuikClot Control+® Hemostatic Dressing - Line Extension 
Traditional 510(1<) 

Figure 2: Clotting (Coagulation) Cascade - Mechanism of Action for QuikClot Control+® 

CLOTTING/COAGULATION CASCADE 

'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· • 
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Z-Medica, LLC QuikClot Control+® Hemostatic Dressing - Line Extension 

Traditional 510(k) 

SECTION 11: DESCRIPTION OF PROPOSED DEVICE MODIFICATIONS 

The subject of this premarket notification includes a variety of additional pad sizes. Some examples of 

new sizes include 1" x 1", 3 ply; 4"x2", 6 ply; 4" x 2", 10 ply; 4"x6", 6 ply; 4"x6",10 ply; 4" x 8", 6 ply; 4" x 

8", 7 ply; 4" x 8", 8 ply; 4" x 8", 9 ply; 4" x 8", 10 ply; and 4" x 12", 9 ply. None of the existing product 

specifications and product performance criteria were modified to accommodate the subject device 

(refer to Table 1, Table 2 and Table 3). The new configurations are manufactured using the same 

formulation (kaolin an~----·-·-·-·-(b)(4) ________ ___! and materials of construction (non-woven gauze, x-ray thread, 

x-ray tape, an~---·-·-·-·-·-·-·-·-·-(b)(4) ·-·-·-·-·-·-·-·-·_J as the predicate (DEN160012). Therefore, the existing 
product specifications and product performance criteria remain the same for the subject device. The 

new size options will also be provided as single-use, sterile devices terminally sterilized via gamma 

radiation using the same applied dose, existing validated packaging systems, and product shelf-life as 

the predicate. 

The only difference between the subject and predicate device is that the inner plies of the new sewn 

pad configurations are not coated with kaolin and! (b)(4) !(uncoated gauze substrate remains 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 

the same for all plies). The modifications are not in response to adverse events or a result of a 

corrective action due to reca 11 activities. i_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· (b )( 4) -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-.J 

L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·( b )( 4) ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-.J 
i (b)(4) i The outer layer/coated surfaces of the impregnated gauze are the 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 
portion of the dressing that comes in direct contact with the bleeding injury and instigates the 

clotting/coagulation cascade. Therefore, the inner plies are not required to be coated to achieve 

temporary control of class Ill or class IV internal organ space bleeding, or bleeding due to surgical 

wounds and traumatic injuries. The inner plies also consist of the same, __________ (b)(4) __________ Jgauze used in 

the outer surfaces, but are not coated. The new size options do not represent a change in technological 

characteristics, principles of operation, safety, or effectiveness of the device. 

_________ Fi_gure_3 :_ Representative _Image _of Su~ect_ Device _______________________ , 
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March 24, 2020</br></br><p>We have reviewed your submission. Please see attached. </p> 

<p>If you have any questions, please contact the lead reviewer assigned to your 
submission, Panguluri Ramesh. </p> 

<br><br><br><p>*** This is a system-generated email notification ***</p> 
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Z-Medica, LLC QuikClot Control+® Hemostatic Dressing - Line Extension 
Traditional 510(k) 

SECTION 13: STERILIZATION, PACKAGING, and SHELF-LIFE 

A. Sterilization 

The existing sterilizat ion parameters were re-executed to comply with the most current version of ISO 

11137-1:2018, Sterilization of Health Care Products - Microbiological Methods - Part 1: Determination 

of the Population of Microorganism on Product. The scope of the validations covered all QuikClot 

Hemostatic Dressings (D1) and QuikClot Control+® (D2) generation of products. The validations were 

performed on pre-determined worst-case configurations from each product generation. The validation 

activities included dosimetry verification, bioburden and sterility testing. The re-execution confirmed 

the appropriateness of the existing parameters to ensure a sterility assurance level (SAL) of 10-5
_ A copy 

of the report is provided as Attachment 8. The data applies to the subject devices as the new 

configurations are within scope of the worst-case QuikClot Control+® predicate device tested . 

B. Packaging 

The packaging is_comprised of standard industry materials such as foil/film laminates manufactured 

fro~----·-·-·-·-·(b)(4) __________ ___iThe packaging systems were previously validated to ensure the combination of 
the sterile barrier, protective packaging, packaging materials, and product configurations were 

appropriate. Moreover, the re-execution of the sterilization parameters, (refer to Attachment 8) 

included the packaging system for QuikClot Control+®(DEN160012). The re-execution confirmed the 

appropriateness of the packaging configuration and materials. The new configurations do not challenge 

the existing packaging. The subject device will be commercialized utilizing the existing validated 

packaging systems. 

C. Shelf-Life 

A real-time aging study was completed in accordance with applicable standards and as per the protocol 

provided in DEN160012. The study demonstrated that the packaging system (materials, sizing, sealing 

parameters) and product configuration maintained packaging integrity. It also confirmed that the device 

maintained the established product performance specifications and an SAL of 10-6
. The study validated 

that the sterilization parameters, packaging system and product configuration support a 39-month 

expiration. A copy of the report is included in Attachment 9. 

The subject devices will be manufactured with the same materials of construction and formulation as 

the predicate. The new configurations do not represent a new worst-case configuration (no new 

material or a material type in greater quantity). The subject device will be sterilized using the existing 

validated parameters and commercialized utilizing the same packaging system as the predicate . The 

data supports a 39-month shelf-life for the subject device. 
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Attachment 6: QuikClot Control+ Pyrogen Test, Page 1 of 24 

GLP REPORT 

TEST FACU.,lT\'' SPONSOR 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 

{b){4) {b){4) 

CONFIDENTIAL STUDY TITLE 

l JSP Rabbit Pvrouen Studv, tvfaterial Mediated 
~ ·- .. 

l](ST ARTICLE NAJ\U.: - ------------
QuikClot Control+ 12"xl2° (P/N 4030) 

TEST ARTICLE lDENTIFlCATlON 

I (b)(4) I 

'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 

r-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 
; 
; 
; 
; 
; 
; 
; 
! (b)(4) !•-------------------·------ ·- - - - -------,-
1! !

1 

Lab (Nbu)1(n
4
b)er ·-·-· !

1 

t_ ______ J~H~L--- J I Page I of l l 
! l---·-·-·-·-·-·-·-·-·-·-·-·-·-J 
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GLP PROTOCOL 

(b)(4) 

USP Rabbit Pyrogcn Study, Material Med:i.ated 
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SECTION 6: 

Z-Medica, LLCQuikClot Controh-;t, Hemostatic Drf:lssfrrg - Une txtension 
Traditional S10{k} 

PREMARKET NOTIFICATION TRUTHFUL ANO ACCURATESTATEMENT 

[As R¢-qoired by :ti CFR§807,81(k)1 

! certify that, inmy capacity as {the position held in company)ofZ0Medica, llC, I believe to the best of . . . . 

my know!edge,that Jll data and lnform<:ltinn submitted in the premarket notification are truthful and 

accurate and that no rnaterial fact has been ornitted, 
1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 
i ! 

I (b)(6) I 
! i 
,_ Sig1i; t~ ""' //7 

•••••••••••••••••••• •••••• ·········----------,---------------
!Pr(:rnarket Notlrlc$tion [510(kll number) 
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Department of Health & Human Services 
Food and Drug Administration 

Center for Devices and Radiological Health 
Center for Biologics Evaluation and Research 

510(k) #: 

Contains Non binding Recommendations 

Acceptance Checklist 
for Traditional 51 O(k)s 

(Should be completed within 15 days of DCC receipt) 
The following information is not intended to serve as a comprehensive review. 

FDA recommends that the submitter include this completed checklist as part of the submission. 

K200167 Date Received by DCC: Jan 24, 2020 

Lead Reviewer: Kapil Panguluri, PhD 

Center: CDRH Office: OHT 4 Division: DHT 4B 

Decision: 

(i' Accept. If Accept, notify submitter. 

r Refuse to Accept. If Refuse to Accept, notify submitter electronically and include a copy of this checklist. 

j Print Form I 

Is an Addendum attached?: l Yes l No Click paperclip icon on the left panel if Addendum is attached. 

Note: If an element is left blank on the checklist, it does not mean the checklist is incomplete; it means the reviewer did not assess the 
element during the RTA review and that the element will be assessed during substantive review. 

IMPORTANT - Many checklist elements include additional details regarding information to address the element that can be seen by 
hovering over the element (Example - Element 4 in Section A of the checklist). 

,Jttelithin:aryQpestti.pns 
Ans~ers in tJi;,h;dtdbl6& indica ltittJ;il,with?!finter -~vti~is ~?~tied.. (~Q~es checked t~

0

this 
s~ttio.n tepr'e:sent FDAtj}Jreliminarya ent ef these queS'tio~s at the time of atl.ministrative review.) 

1 Is the product a device (per section 201 (h) of the FD&C Act} or a combination product (per 21 CFR 
Uk}) with a device constituent part subject to review in a 510(k)? 

If it appears not to be a device (per section 201 (h) of the FD&C Act) or such a combination product (per 21 
CFR 3.2(e)), or you are unsure, consult with the CDRH Product Jurisdiction Officer or the CBER Product 
Jurisdiction Officer to determine the appropriate action, and inform management. Provide a summary of 
the Product Jurisdiction Officer's determination/recommendation/action in the comment section below. 

If the product does not appear to be a device or such a combination product, mark "No." 

Comments: 

2 Is the submission with the appropriate Center? 

If the product is a device or a combination product with a device constituent part, is it subject to review by 
the Center in which the submission was received? If you believe the submission is not with the appropriate 
Center or you are unsure, consult with the CDRH Product Jurisdiction Officer or CBER Product Jurisdiction 
Officer to determine the appropriate action and inform your management. Provide a summary of the 
Product Jurisdiction Officer's determination/recommendation/action in the comment section below. 

If submission should not be reviewed by your Center mark "No." 

Comments: 

04205.05.03 Page 1 of 13 
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3 If a Request for Designation (RFD} was submitted for the device or combination product with a 
device constituent part and assigned to your center, identify the RFD# and confirm the following: 

a} Is the device or combination product the same (e.g., design, formulation} as that presented in the 
RFD submission? 

b) Are the indications for use for the device or combination product identified in the 51 0(k) the to~ same as those identified in the RFD submission? 
□ ~ 

If you believe the product or the indications presented in the 51 0(k) have changed from the RFD, or you 
are unsure, consult with the CDRH Product Jurisdiction Officer or the CBER Product Jurisdiction Officer to 
determine the appropriate action and inform your management. Provide a summary of Product Jurisdiction 
Officer's determination/recommendation/action in the comment section below. 

If the answer to either question above is no, mark "No." If there was no RFD, mark "N/ A." 

Comments: 

4 Is the submission for a combination product that contains as a constituent part a drug that has the l same active moiety as an approved drug with exclusivity as described in 21 USC 503(g)(5)(C)(ii)-(v) 
(section 503(g)(5)(C)(ii)-(v) of the FD&C Act}? .. 'o 

□ ~ If "Yes," then contact the CDRH Product Jurisdiction Officer or CBER Product Jurisdiction Officer to 
determine the appropriate action and inform your management. Provide the summary of the Product 

; 

Jurisdiction Officer's determination/recommendation/action in the comment section below. 

Comments: 

5 Is this device type eligible for a 510(k} submission? 

If a 51 0(k) does not appear to be appropriate (e.g., Class Ill type and PMA required, or Class I or II type and 
~ 

.'u 
51 0(k)-exempt), consult with the appropriate CDRH or CBER staff during the acceptance review, provide a 
summary of the discussion with them, and indicate their recommendation/action in the comment section 
below. If 51 0(k) is not the appropriate regulatory submission, mark "No." 

Comments: 

6 Is there a pending PMA for the same device with the same indications for use? 

'tJ .... If "Yes," consult your management and CDRH Office of Product Evaluation and Quality/Office of Regulatory 
~ Programs/Division of Regulatory Programs 1 (Submission Support) (OPEQ/ORP/DRP1) or appropriate CBER 

staff to determine the appropriate action. 

Comments: 

7 If clinical studies have been submitted, is the submitter the subject of an Application Integrity Policy 
(AIP}? 

If "Yes," consult with the CDRH Office of Product Evaluation and Quality/ Office of Clinical Evidence and 
Analysis/Division of Clinical Science and Quality (OPEQ/OCEA/DCEA 1) or CBER Office of Compliance and 
Biologics Quality/Division of Inspections and Surveillance/Bioresearch Monitoring Branch (OCBQ/DIS/BMB) .. \J 

□ ~ to determine the appropriate action, provide a summary of the discussion with them, and indicate their 
recommendation/action. 

If no clinical studies have been submitted, mark "N/A." Check on the AIP list at https://www.fda.gov/ 
insoection,-r()moliance-enforcement-and-criminal-investin;;itions/annlication-intearitv-n()licv/ 
a nnlirr1tion-i ntea ritv-nnlicv-li st. 

Comments: 

- If the answer to 1 or 2 appears to be "No," then stop review of the 51 0(k) and contact the CDRH Product Jurisdiction Officer or CBER Product Jurisdiction Officer. 
- If the answer to 3a or 3b appears to be "No," then stop the review and contact the CDRH Product Jurisdiction Officer or CBER Product Jurisdiction Officer. 
- If the answer to 4 is "Yes," then contact the CDRH Product Jurisdiction Officer or CBER Product Jurisdiction Officer, provide a summary of the discussion with them, and 

indicate their recommendation/action. 
- If the answer to 5 is "No," the lead reviewer should consult management and other Center resources to determine the appropriate action. 
- If the answer to 6 is "Yes," then stop review of the 51 0(k), contact the CDRH/OPEQ/ORP/DRPl, or appropriate CBER staff. 
- If the answer to 7 is "Yes," then contact CDRH/OPEQ/OCEA/DCEA 1 or CBER/OCBQ/DI5/BMB, provide a summary of the discussion with DCEA 1 or BMB Staff, and 

indicate their recommendation/action. 
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adization.ll'E1emedts 
a ifot:result ltJ an · .. •. ' 

*iu6mittets t{'c1Udm~l6~.checkl(5~wl~htheir 
focate~~se '3 . . . .. ents sect1 

tity·t~e ~age ~ii~ 
itlonal iipac~is ne 

supportin.g hiform ioh. 

1) Submission contains a Table of Contents 

2) Each section is labeled (e.g., headings or tabs designating Device Description section, Labeling section, 
etc.) 

3) All pages of the submission are numbered. 

All pages should be numbered in such a manner that information can be referenced by page number. This may 
be done either by consecutively numbering the entire submission, or numbering the pages within a section (e.g., 
12-1, 12-2 ... ). 

4) Type of 51 O(k) is identified (i.e., Traditional, Abbreviated, or Special). 

If type of 51 O(k) is not designated, review as a Traditional 51 O(k). 

Comments: 

~E ••• ... · ents.of a~om <tl!teStto \. · •. ••••••·· : .\. ·s 
,,,,,,,,,,,,,, +;;,, ' ,:\::,\,,, ,,, /,,,, ,,,,,,,,,,,+ 

,,,, 

.. nsidered during th . . . .. .. . 

.~s1d:~'{ttei~h:~iier~~y;;~P"'.ioe ~ r 
the :crttertorriscohsldered present 1 
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C:beGk !'Yes" if it€m is ptesem, "N/A" ffit is<not'l'ieeded ~nd ''.NO:!' if1fciS:'il'\Ot ili(fudeclbut 
'¾,$),11;eded: ' ¾ 

ul{rae~tif(tfl:ep?g~ 
~nt~ sectionfo~an 

n of supportJng'informaflon. 

A. Administrative 

1) All content used to support the submission is written in English (including translations of 
test reports, literature articles, etc.) 

2) Submission identifies the following (FDA recommends use of the CDRH Premarket 
Review Submission Cover Sheet form (Form 3514, available at https://www.fda.gov/ 
media/72421 /download)): 

a) Device trade/proprietary name 

b) Device class and panel OR 
Classification regulation OR 
Statement that device has not been classified with rationale for that conclusion 

3) Submission contains an Indication for Use Statement with Rx and/or OTC designated 
(see also 21 CFR 801.109, and FDA's guidance' ion 
Devices Labe in • ments "available at -
information se uidance-documents -device-
labe!inq-requirements.) See recommended for ia 86323 
download). 

4) Submission contains a 51 0(k) Summary or 51 0(k) Statement. 

5) Submission contains a Truthful and Accuracy Statement per 21 CFR 807 87() 
See recommended format (https: www fda gov medical-devices premarket­
notification-510 premarket-notification-truthful-and-accurate-statement). 

6) Submission is a Class Ill 51 0(k) device. 

7) Submission contains clinical data 

8) The submission identifies prior submissions for the same device included in the current 
submission (e.g., submission numbers for a prior not substantially equivalent [NSE] 
determination, prior deleted or withdrawn 51 0(k), Q-Submission, IDE, PMA, etc.). 

OR 

States that there were no prior submissions for the subject device. 

a) If there were prior submissions, the submitter has identified where in the 
current submission any issues related to a determination of substantial 
equivalence from prior submissions for this device are addressed. 

9) The submission utilizes voluntary consensus standard(s) (See section 514(c) of the FD&C 
Act). This includes both FDA-recognized and non-recognized consensus standards. 

a) The submission cites FDA-recognized voluntary consensus standard(s). 

04205.05.03 

i) The submission includes a Declaration of Conformity (DOC) as outlined 
in FDA's guidance "Appropriate Use ofVolunta y Consensus Standards 
in Premarket Submissions for Medical Devices," available at https:// 
www.fda.gov/requlatory-information/search-fda guidance-documents/ 
appropriate-use-voluntary-consensus-standards-premarket­
submissions-medical-devices. 
OR 
If citing general use of a standard as noted in FDA's guidance 
"Appropriate Use of Voluntary Consensus Standards in Premarket 
Submissions for Medical Devices," the basis of such use is included 
along with the underlying information or data that supports how the 
standard was used. 
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C:beGk !'Yes" if it€m is ptesem, "N/A" ffit is<not'l'ieeded ~nd.''.NO:!' if1fciS:'il'\Ot ili(fudeclbut 
J\ '¾,$),11;eded: ••••• ¾ ., 

~17A I>::.. 0 

tnejir:suorriisstd ul{rae~tif(tfl:ep?g~ 
tes No Commertt . . .: 

•·· .. *Su ttt~rs lnclu he <:n'eGklist . -~~-" 

infdrma 
... --~ --~ 

wPterete tea. ~nt~ sectionfo~an .. : : .. 
element ·1tad'lii10 .space is ;,:~~ded entizytlle n of supportJnQ'informaflon. % 

b) The submission cites non-FDA-recognized voluntary consensus standard(s). IZl □ 
i) The basis of use is included along with the underlying information or 

IZl □ data that supports how the standard was used. 

Combination Product Provisions - Per 503(g) of the FD&C Act. Select "N/A" if the 
product is not a combination product. 21 CFR 3.2(e). The remaining criteria in this section 
will be omitted from the checklist if "N/ A" is selected. If you are unsure if the product is a IZl 
combination product, consult with the CDRH Product Jurisdiction Officer or CBER Product 
Jurisdiction Officer. 

B. Device Description 

12) The device has a device-specific guidance document, special controls, and/or 
requirements in a device-specific classification regulation regarding the device IZl □ □ 
description that is applicable to the subject device. 

a) The submission addresses device description recommendations outlined in the 
device-specific guidance. 

OR □ □ IZl 
The submission provides an alternative approach intended to address the 
applicable statutory and/or regulatory criteria. 

b) The submission includes device description information that addresses relevant 
mitigation measures set forth in the special controls or device-specific 
classification regulation applicable to the device. 

OR IZl □ □ 
The submission uses alternative mitigation measures and provides rationale 
why the alternative measures provide an equivalent assurance of safety and 
effectiveness. 

13) Descriptive information is present and consistent within the submission (e.g., the 
IZl □ □ device description section is consistent with the device description in the labeling). 

14) The submission includes descriptive information for the device, including the 
□ following: 

a) A description of the principle of operation or mechanism of action for achieving 
IZl □ the intended effect. 

b) A description of proposed conditions of use, such as surgical technique for 
implants; anatomical location of use; user interface; how the device interacts IZl □ □ 
with other devices; and/or how the device interacts with the patient. 

c) A list and description of each device for which clearance is requested. IZl □ □ 
d) Submission contains representative engineering drawing(s), schematics, 

illustrations, photos and/or figures of the device. 

OR 
IZl □ Submission includes a statement that engineering drawings, schematics, etc. 

are not applicable to the device (e.g., device is a reagent and figures are not 
pertinent to describe the device). 

15) Device is intended to be marketed with accessories and/or as part of a system. □ IZl □ 

C. Substantial Equivalence Discussion 

16) Submitter has identified a predicate device(s), including the following information: □ 

04205.05.03 
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C:beGk !'Yes" if it€m is ptesem, "N/A" ffit is<not'l'ieeded ~nd ''.NO:!' if1fciS:'il'\Ot ili(fudeclbut 
'¾,$),11;eded: ' ¾ 

ul{rae~tif(tfl:ep?g~ 
~nt~ sectionfo~an 

n of supportJng'informaflon. 

a) Predicate device identifier provided (e.g., 51 O(k) number, De Novo number, 
reclassified PMA number, classification regulation reference, if exempt (e.g., 21 
CFR 872.3710), or statement that the predicate is a preamendment device). 

For predicates that are preamendments devices, information is provided to 
document preamendments status. 

Information regarding documenting p sis available online 
(htt ov medical-devices liance-medical-devices 
preamendment-status). 

b) The identified predicate(s) is consistent throughout the submission (e.g., the 
predicate(s) identified in the Substantial Equivalence section is the same as that 
listed in the 51 O(k) Summary (if applicable) and that used in comparative 
performance testing). 

17) Submission includes a comparison of the following for the predicate(s) and subject 
device and a discussion why any differences between the subject and predicate(s) do 
not impact safety and effectiveness [see section 513(i)(1)(A) of the FD&C Act and 21 CFR 
807.87(f)] 
See the FDA guidance document 'The 510(k) Program· Ev I in ntial Equivalence 
in Premarket Notifications [51 O(k)l" available at htt ulator -
information search-fda uidance-documents 510 substantial-
equivalence-premarket-notifications-510k for more information on comparing intended 
use and technological characteristics. 

a) Indications for Use 

b) Technology, including technical specifications, features, materials, and 
principles of operation 

D. Proposed Labeling (see also 21 CFR part 801 and 809 as applicable) 

18) Submission includes proposed package labels and labeling (e.g., instructions for use, 
package insert, operator's manual). 

a) Indications for use are stated in labeling and are identical to Indications for Use 
form and 510(k) Summary (if 51 O(k) Summary provided). 

b) Labeling includes: 
- Statements of conditions, purposes or uses for which the device is intended 
(e.g., hazards, warnings, precautions, contraindications) (21 CFR 801.5) 

AND 

- Includes adequate directions for use (see 21 CFR 801.5) 

OR 

- Submission states that device qualifies for exemption per 21 CFR 801 Subpart 
D 

19) Labeling includes name and place of business of the manufacturer, packer, or 
distributor (21 CFR 801 1). 

20) Labeling includes the prescription statement [see 21 CFR 801.109(b)(1 )] or Rx Only 
symbol (see also Section 502(a) of the FD&C Act and FDA's guidance "Alternative to 
Certain Prescri tion Device Labe in Re uirements" available at https://www.fda.gov/ 
re u ator -information search-fda uidance-documents a ternative-certain-

21) The device has a device-specific guidance document, special controls, and/or 
requirements in a device-specific classification regulation regarding labeling that is 
applicable to the subject device. 
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a) The submission addresses labeling recommendations outlined in the device­
specific guidance. 

OR 

The submission provides an alternative approach intended to address the 
applicable statutory and/or regulatory criteria. 

b) The submission includes labeling information that addresses relevant 
mitigation measures set forth in the special controls or device-specific 
classification regulation applicable to the device. 

OR 

The submission uses alternative mitigation measures and provides rationale 
why the alternative measures provide an equivalent assurance of safety and 
effectiveness. 

22) If the device is an in vitro diagnostic device, provided labeling includes all applicable 
information required per 21 CFR 809.10. 

E. Sterilization 

If an in vitro diagnostic (IVD) device and sterilization is not applicable, select "N/ A." The 
criteria in this section will be omitted from the checklist if "N/A" is selected. 

□ 

□ 

□ 

Provided sterile, intended to be single-use 

Requires processing during its use-life 

Non-sterile when used (and no processing required) 

Information regarding the sterility status of the device is not provided. (If this 
box is checked, please also check one of the two boxes below.) 

tes 

□ 

□ 

□ Sterility status not needed for this device (e.g., software-only device) 

□ Sterility status needed or need unclear 

This information will determine whether and what type of additional information may be 
necessary for a substantial equivalence determination. 

• ce document "Re • • • • • gs: 

~~~~~~~-· . 
23) Assessment of the need for cleaning and subsequent disinfection or sterilization 

information 

a) Identification of device and/or accessories, if applicable, that are provided 
sterile. 

b) Identification of device and/or accessories, if applicable, that are end user 
sterilized or disinfected. 

c) Identification of device, and/or accessories, if applicable, that are reusable. 

24) If the device and/or accessories, if applicable, are provided sterile: 

a) Sterilization method is stated for each device (including dose for radiation 
sterilization). 

04205.05.03 
Page 7 of 13 

□ 

□ 

No 

□ 

□ □ 

□ □ 

□ 

□ 

□ □ 

□ 

□ 

□ □ 

□ 

Records processed under FOIA Request 2023-9460; Released by CDRH on 04-09-2024

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



C:beGk !'Yes" if it€m is ptesem, "N/A" ffit is<not'l'ieeded ~nd.''.NO:!' if1fciS:'il'\Ot ili(fudeclbut 
J\ 

'¾,$),11;eded: ' ¾ ~ 

~17A 
'¼ 

•·· .. *Su lnclu he <:n'eGklist tnejir:suorriisstd ul{rae~tif(tfl:ep?g~ 
tes No Commertt •P•g~nf; 

~ . 
infdrma 

... ···~ ." wPtere te tea. ~nt~ sectionfo~an .. : 

element 'ifadliiio .space is ;,:~~ded entizytlle n of supportJng'informaflon. 1 

b) A description of method to validate the sterilization parameters is provided for 
each proposed sterilization method (e.g., half-cycle method and full citation of IZl □ 
FDA-recognized standard, including date). 

c) For devices sterilized using chemical sterilants such as ethylene oxide (EO) and 
hydrogen peroxide, submission states maximum levels of sterilant residuals □ □ IZl 
remaining on the device and sterilant residual limits. 

d) Sterility Assurance Level (SAL) is stated. IZl □ 

e) Submission includes description of packaging. IZl □ 
f) For products labeled "non-pyrogenic," a description of the method used to 

IZl □ □ make the determination stated (e.g., limulus amebocyte lysate [LAL]). 

25) If the device and/or accessory, if applicable, is reusable or end user sterilized or 
IZl □ disinfected: 

a) Cleaning method is provided in labeling for each device and/or accessory, if 
□ □ ~ applicable. 

b) Disinfection method is provided in labeling for each device and/or accessory, if 
□ □ ~ applicable. 

c) Sterilization method is provided in labeling for each device and/or accessory, if 
□ □ IZl applicable. 

d) Device types in this submission are listed in the Federal Register (FR) Notice 
entitled "Validated Instructions for Use and Validation Data Reguirements for 
Certain Reusable Medical Devices in Premarket Notifications" (Reprocessing FR 

□ IZl Notice, available at httos://www.federalreaister.aov / 
documents/2017 /06/09/2017-12007 /medical-devices-validated-instructions-
for-use-and-validation-data-reguirements-for-certain-reusable). 

i) If device types in this submission are included in the Reprocessing FR 
Notice, the submission includes protocols and test reports for □ □ ~ 
validating the reprocessing instructions. 

26) The device has a device-specific guidance document, special controls, and/or 
requirement in a device-specific regulation regarding sterility and/or reprocessing that ~ □ □ 
is applicable to the subject device. 

a) The submission addresses sterility and/or reprocessing recommendations 
outlined in the device-specific guidance. 

OR □ □ ~ 
The submission provides an alternative approach intended to address the 
applicable statutory and/or regulatory criteria. 

b) The submission includes sterility and/or reprocessing information that 
addresses relevant mitigation measures set forth in the special controls or 
device-specific classification regulation applicable to the device. 

OR ~ □ □ 
The submission uses alternative mitigation measures and provides rationale 
why the alternative measures provide an equivalent assurance of safety and 
effectiveness. 
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Statement that shelf-life is not applicable because of low likelihood of time-dependent 
product degradation 

28) For a sterile device, submission includes summary of methods used to establish that 
device packaging will maintain a sterile barrier for the entirety of the proposed shelf 
life. 

29) Submission includes summary of methods used to establish that device performance is 
maintained for the entirety of the proposed shelf-life (e.g., mechanical properties, 
coating integrity, pH, osmolality, etc.). 

OR 

Statement why performance data is not needed to establish maintenance of device 
performance characteristics over the shelf-life period. 

G. Biocompatibility 

If an vitro diagnostic (!VD) device, select "NI A." The criteria in this section will be omitted from 
the checklist if "NIA" is selected. 

Submission states that there: (one of the below must be checked) 

□ 

□ 

Are direct or indirect tissue-contacting components. 

Are no direct or indirect tissue-contacting components. 

Information regarding tissue contact status of the device is not provided (if 
this box checked, please also check one of the two boxes below). 

tes No 

□ 

□ 

□ 

□ 

□ Tissue contact information not needed for this device (e.g., software-only device) 

□ Tissue contact information needed or need unclear 

This information will determine whether and what type of additional information may be 
necessary for a substantial equivalence determination. 

30) Submission includes a list identifying each of tissue-contacting device component (e.g., 
implant, delivery catheter) and associated materials of construction for each 
component, including identification of color additives, if present. 

31) Submission identifies contact classification (e.g., surface-contacting, less then 24 hour 
duration) for each tissue-contacting device component (e.g., implant, delivery catheter) 
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32) For a biocompatibility assessment of tissue-contacting components, submission 
includes: 

- Each relevant endpoint for the device (as identified in device-specific guidance, or 
Attachment A of the FDA guidance document entitled "Use of International Standard 
ISO 10993-1, 'Biological evaluation of medical devices - Part 1: Evaluation and testing 
within a risk management process,"' available at htt -
information search-fda uidance-documents use-international-standard-iso-10993-1-
biological-evaluation-medical-devices-part-1-evaluation-and), has been addressed. 

- For any testing performed, test protocol (including identification and description of 
test article including whether the test article is the device in its final finished form using 
the recommended approach in Attach " • nal Standard ISO 
1 on of medic ion nd es in 
-'-'-"'-!..!.!!-'-"--'-"'-'-'-!.!-'-"'-'-'-'!..;1-'=-'-'-!-'=.!..!..U='-'--'ro""c""e'""s-='-s"' methods, and pass/fail criteria), and analysis of 
results (including tables with data points and statistical analyses, where appropriate), as 
described in Attachment E of the guidance document • " • nal 
S on of medic ion nd 

t "'provided for each completed test. 

OR 

A statement that biocompatibility testing is not needed with a rationale that considers 
all relevant endpoints (e.g., materials and manufacturing/processing are identical to 
the predicate). 

H. Software 

Submission states that the device: (one of the below must be checked) 

□ 

□ 

Does contain software/firmware 

Does not contain software/firmware 

Information on whether device contains software/firmware is not provided. (If 
this box is checked, please also check one of the two boxes below.) 

tes No 

□ 

□ 

□ Software/firmware information not needed for this device (e.g., surgical suture, condom) 

□ Software/firmware information is needed or need unclear 

This information will determine whether and what type of additional information may be 
necessary for a substantial equivalence determination. 

I. Cybersecurity 

Submission states that the device: (one of the below must be checked) □ 

□ 

□ 

□ 

□ 
Does contain any external wired and/or wireless communication interfaces (Wired: USB, ethernet, SD, CD, RGA, etc. or 
Wireless: Wi-Fi, Bluetooth, RF, inductive, Cloud, etc.) 

□ 

Does not contain external interfaces as described above 

Information on whether device has external interfaces is not provided. (If this 
box is checked, please also check one of the two boxes below.) 

□ Cybersecurity information not needed for this device (e.g., surgical suture, condom) 

□ Cybersecurity information is needed or need unclear 

This information will determine whether and what type of additional information may be 
necessary for a substantial equivalence determination. 
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Submission states that the device: (one of the below must be checked) 

□ Does require electrical safety evaluation 

Does not require electrical safety evaluation 

tes 

□ 
Information on whether device requires electrical safety evaluation is not provided. 
(If this box is checked, please also check one of the two boxes below.) 

No 

□ 

□ Electrical safety information not needed for this device (e.g., surgical suture, condom) 

□ Electrical safety information is needed or need unclear 

This information will determine whether and what type of additional information may be 
necessary for a substantial equivalence determination. 

EMC 
Submission states that the device: (one of the below must be checked) 

□ 

□ 

Does require EMC evaluation 

Does not require EMC evaluation 

Information on whether device requires EMC evaluation is not provided. (If 
this box is checked, please also check one of the two boxes below.) 

□ EMC information not needed for this device (e.g., surgical suture, condom) 

□ EMC information is needed or need unclear 

This information will determine whether and what type of additional information may be 
necessary for a substantial equivalence determination. 

K. Performance Data - General 

If an in vitro diagnostic (IVD) device, select "N/A." The criteria in this section will be omitted 
from checklist if "N/ A" is selected. Performance data criteria relating to IVD devices is 
addressed in Section K. 

38) Summaries of the non-clinical laboratory studies and full test reports* are provided. 

*Summary and full test report content recommendations can be found in FDA's 
guidance "Recommended Content and Format of Non-Clinical Bench Performance 
Testin nformation in Premarket Submissions" available at https://www.fda.gov/ 
re u ator -information search-fda- uidance-documents recommended-content­
and-format-non-c inical-bench- erformance-testin -information- remarket. 

If a submitter chooses to declare conformity to a voluntary consensus standard that 
FDA has recognized, submission of a full test report may not be necessary. Refer to 
9a. See FDA's guidance "A ro riate Use of Vo unta Consensus Standards in 
Premarket Submissions for Medica Devices" available at https://w·..vw.fda.qov/ 
re u ato -information search-fda uidance-documents a ro riate-use-
vo untar -consensus-standards- remarket-submissions-medical-devices. 

a) Submission includes an explanation of how the data generated from each test 
supports a finding of substantial equivalence (e.g., comparison to predicate 
device testing, dimensional analysis, etc.). 
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39) The device has a device-specific guidance document, special controls, and/or 
requirements in a device-specific classification regulation regarding performance data 
that is applicable to the subject device. 

a) The submission addresses performance data recommendations outlined in the 
device-specific guidance. 

OR 

The submission provides an alternative approach intended to address the 
applicable statutory and/or regulatory criteria. 

b) The submission includes performance data that addresses relevant mitigation 
measures set forth in the special controls or device-specific classification 
regulation applicable to the device. 

OR 

The submission uses alternative mitigation measures and provides rationale 
why the alternative measures provide an equivalent assurance of safety and 
effectiveness. 

40) If literature is referenced in the submission, submission includes: 

41) For each completed animal study, the submission provides the following: 

a) Submission includes a study protocol which includes all elements as outlined in 
21 CFR 58.120. 

b) Submission includes final study report which includes all elements outlined in 
21 CFR 58.185. 

c) Submission contains a statement that the study was conducted in compliance 
with applicable requirements in the GLP regulation (21 CFR P 58), or, if the 
study was not conducted in compliance with the GLP regulation, the 
submission explains why the noncompliance would not impact the validity of 
the study data provided to support a substantial equivalence determination. 

L. Performance Characteristics - In Vitro Diagnostic Devices Only 
(Also see 21 CFR 809.1 O(b)(12)) 

Submission states that the device: (one of the below must be checked) 

□ is an in vitro diagnostic device. 

is not an in vitro diagnostic device. 

If "is not" is selected, the performance data-related criteria below are omitted from the checklist. 

04205.05.03 
Page 12 of 13 

tes No 

□ □ 

□ □ 

□ □ 

□ □ 

□ 

□ 

□ 

□ 

Records processed under FOIA Request 2023-9460; Released by CDRH on 04-09-2024

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



Digital Signature Concurrence Table 

Ramesh C. Digitally signed by 
Ramesh C. Panguluri -S 

Reviewer Sign-Off 

Pang U I U rl
• -S Date: 2020.02.07 

09:40:33 -05'00' 

Management Sign-Off 
(digital signature 
optional)* 

* Management review of checklist and concurrence with decision required. 

Page 13 of 13 

Records processed under FOIA Request 2023-9460; Released by CDRH on 04-09-2024

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



Z-Medica, LLC QuikClot Control+® Hemostatic Dressing - Line Extension 
Traditional 510(1<) 

SECTION 15: SUBSTANTIAL EQUIVALENCE 

The new size options are a line extension to the existing cleared QuikClot Control+® Hemostatic Dressing 

product line. The subject devices are identical to the predicate in terms of materials of construction, 

hemostatic agent used, formulation, indications for use, intended uses, mode of operation, and 

scientific technological characteristics. All materials used to manufacture the subject device meet the 

biocompatibility requirements for the applicable tests. The new size options will be provided sterile 

utilizing existing validated sterilization parameters and packaging systems. Refer to Table 6 below for 

the substantial equivalence chart. 

Table 6: Substantial Equivalence Chart 

Indications for Use/ 

Intended Use 

Materials of 

Construction 

Sizes 

Prescription Use or 
Over-the-Counter 

(OTC) 

QuikClot Control+® 

Hemostatic Dressing is 

indicated for temporary 

control of internal organ 

space bleeding for 

patients displaying class 

Ill or class IV bleeding. It 

may also be used for 

control of severely 

bleeding wounds such as 

surgical wounds and 

traumatic injuries. 

Gauze Substrate, Kaolin 

jh_emostatic_agent), and 

i (b)(4) lbinder) 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Various sizes including 

but not limited to 
1" x 1", 3 ply; 4" x 2", 6 
ply or 10 ply; 
4" x 6", 6 ply or 10 ply; 

4" x 8", 6 -10 plies; 4" x 

12", 9 ply 

Prescription Use 

Patient Contact Time Up to 48 hours 

How Supplied Sterile 

QuikClot Control+® 

Hemostatic Dressing is 

indicated for temporary 

control of internal organ 

space bleeding for patients 

displaying class Ill or class 

IV bleeding. It may also be 

used for control of severely 

bleeding wounds such as 

surgical wounds and 

traumatic injuries. 

Gauze Substrate, Kaolin 

. (hemostatic_ agent), and 

[ __________ ( b) ( 4) _______ __.! (binder) 

Various sizes including but 

not limited to, 2"x 2", 5"x 
5", 12" x 12", 3" x 4 yds, 
and 4" x 4" yds 

Prescription Use 

Up to 48 hours 

Sterile 

Page 1 of 2 

QuikClot Control+® 

Hemostatic 

Dressing is intended 

for use as a 

hemostatic dressing 

for the temporary 

control of severely 

bleeding wounds 

such as surgical 

wounds and 

traumatic injuries. 

Gauze Substrate, 

Kaolin (hen;!g~!.9.!!~----· 

--~g~ntL;::ind 
I '•-•-•-•-•-•-•-•-•-•-• 

-·-·-·-·-·-·-·-·-· i (binder) 

Various sizes 
ranging from 1" x 1" 
x 1 ply to 4" x 12ft x 

2 ply 

Prescription Use 

Up to 48 hours 

Sterile 
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Z-Medica, LLC QuikClot Control+® Hemostatic Dressing - Line Extension 
Traditional 510(k) 

Parameter Subject Device Predicate Device Reference Device 
QuikClot Control+® QuikClot Control+® QuikClot Control+® 
Hemostatic Dressing - Hemostatic Dressing Hemostatic 
Line Extension (DEN160012) Dressing {1<140757) 

Sterilization Method Gamma Gamma Gamma 

Single Use/ Reusable Single-use Single-use Single-use 

Packaging Peelable foil pouch Peelable foil pouch Peelable foil pouch 

In conclusion, the additional product configurations do not raise new types of questions of safety and 

effectiveness and are substantially equivalent to the predicate device. 
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Section 4: Indications for Use Statement 

DEPARTMENT OF HEAL TH AND HUMAN SERVICES 
Food and Drug Administration 

51 0(k) Number {if.known) 

K.200167 

Device Name 

Indications for Use 

QuickClot Control+® Hemos!atk Dressing 

Indications for Use (Describe) 

Form Approved: 0MB No. 0910.0120 

Expiration Date: 06/3012020 

See PRA Statement below. 

QuickClot Ccmtrol+:E) Hemostatic Dressing is indicated for temporary control of internal organ space bleeding for patients 
displaying class In or class IV bleeding, It may ahm be used for control of severely bleeding wounds suCh as surgical 
wounds and traumatic, injuries. 

Type of Use (Select one or hath, as applicable) 

~ Prescription Use (Part 2i CFR 801 Subpart D) D Over~ The-Counter Use {21 CFR 801 Subpart C) 

CONTINUE ON A SEPARATE PAGE IF NEEDED. 

This section applies only to requirements. of the Paperwork Reduction Act of 1995. 

"'DO NOT SEND YOUR COMPLETE:O FORM TO THE PR.A STAFF EMAIL ADDRESS BELOW.* 

The burden time for this coUection of information is estimated to average 79 hours per response, Including the 
time to review ins!ructions, search existing data sources, gather and maintain the data needed and complete 
and review the collection of information, Send comments regarding this burden estimate or any other aspect 
of this Information collection, including suggestions for reducing this burden, to: 

Department of Health and Human Services 
Food and Drug Admlnlslration 
Office of Chief Information Officer 
Paperwork Reduction Act (PRA) Staff 
PRASteff@fda,hhs.gov 

"An agency may not conduct or sponsor, and a person is not required to respond to, a coifection of 
information unless ft displays a currently valid 0MB number," 

FORM FDA 3881 (7/17) Page 1 of 1 
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~ 
CONTROLJ;) 
HEMOSTATIC DRESSING 

Description 

I Attachment 11 -
DRAFT IFU 

QuikClot Control+®consists of a white to off-white to yellow. sterile. 6-ply, 
4 in x 8 in, X-Ray detectable hemostatic dressing is packaged for aseptic 
removal. 

Indications 
QuikClot Control+® is indicated for temporary control of internal organ 
space bleeding for patients displaying class Ill or class IV bleeding. It may 
also be used for control of severely bleeding wounds such as surgical 
wounds and traumatic injuries. 

Contraindications 
• Do not leave QuikClot Control+ in place for more than 48 hours. 
• QuikClot Control+ is not indicated for intraluminal vascular use. 

Warnings 
• Adhesion formation associated with QuikClot Control+ dressing use was noted 

in preclinical studies; adhesions were also observed with control materials. 
It is not known whether adhesions elicited by QuikClot Control+ dressing are 
equivalent to those caused by control materials. 

• QuikClot Control+ dressing is not absorbable and must be removed from the 
wound prior to wound closure. 

Precautions 
• If bleeding persists, additional product may be applied to the wound. 

Directions for Use 
1. Verify the expiration date on the package labels prior to using the product. 

Open package and remove QuikClot Control+ dressing. 

2. Apply QuikClot Control+ dressing to the wound and apply compression 
until bleeding is controlled. More than one dressing may be required. 
NOTE: If needed, additional gauze or a pressure dressing may be applied to 
maintain compression. The time for formation of a stable clot may vary 
depending on several patient factors. 

3. Remove the dressing and repair the wound, if necessary. If the dressing is 
adhered to the wound, hydrate with sterile saline to aid in removal. 

4. Copiously irrigate the QuikClot Control+ dressing application sites and 
completely suction irrigation fluid prior to wound closure. 

Storage Conditions 
Keep dry. Keep away from heat, including storage in direct sunlight or in direct 
contact with heat sources. 

Sterility and Expiration 
Product is sterilized by exposure to gamma radiation and is intended for 
single use only. Do not attempt to resterilize the device by any means. Do not 
use if the sterile pouch is damaged or opened. Do not use the device after the 
expiration date listed on the package. 
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Qu1kC/ot 
CONTROL+® 
HEMOSTATIC 

DRESSING 

Instructions 
for Use 

4 in x 8 in 6-Ply 
Dressing 

M Manufactured by: 
Z-Medica, LLC 
4 Fairfield Boulevard 
Wallingford, CT 06492 SA 
Tel: 1-877-750-0504, + -203-294-0000 
Fax: 1-800-343-8656, + -203-303-7216 
QuikClotControlPlus.corn 
Patents: Z-tv1edica.corn/patents.aspx 
© 2017 Z-Medica, llC 
All rights reserved. 
Made in the USA 
101714-01 Rev C 8/1118 
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Food and Drug Administration 
CDRH/OPEQ/OHTIV/DHTIVB 

WO66 RM4604 
10903 New Hampshire Ave 

Silver Spring, MD 20993-0002 
301-796-6303 

Premarket Notification 51 O(k} Review 

Post-Review Reminders 

D Final Check: Ensure your documentation accurately reflects the final recommendation prior to 
signature (e.g., Review Summary, data in the Device Description section, the Labeling section, etc) 

D Complete CTS: Procode, Clinical Trials, Combo Product, MR compatibility 

D Ensure the content of the 51 0(k) Summary is accurate (N/A if a 51 0(k) Statement was provided instead). 

D For SE Decisions: Upload SE Letter, and PDFs ofIFU form and 510(k) Summary (if included) in DocMan. 

To add reminders, type the reminder in the text field to the left then press the Tab key. 

Date: March 24, 2020 

Reviewer: Ramesh K Panguluri 

Subject: Traditional 510(k)# K200167 

Applicant: Z-Medica, LLC Device Trade Name: QuikClot Control+ 

Contact Name: Soraya King Contact Title: Director, Regulatory Affairs 

Correspondent Firm: Z-Medica, LLC 
Phone: (203) 980-6067 Email: sking@z-
medica.com 

Received Date: January 23, 2020 Due Date: April 23, 2020 

Pro Code(s): POD Class: II Reg#: 878.4454 
Reg Name: Non-Absorbable, Hemostatic Gauze For 
Temporary Internal Use 

Predicate Devices: 
Submission # Pro Code Device Trade Name Applicant 
DEN160012 POD D2 Dressing Z-medica, LLC 
K140757 FRO D2 Hemostantic Dressing Z-medica, LLC 
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From: Mason, Tiffani* [Tiffani.Mason@fda.hhs.gov] 
Sent: 3/27/2020 4:50:13 PM 
To: sking@z-medica.com 
Subject: K200167 /S001 Acknowledgement Notification 
Attachments: K200167.S001-Letter.pdf 

Tiffani R. Mason 
Tiffani.?vfason(d;fda.hhs.gov 
Record Management Specialist 1 DCC 51 OK 
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ADt"1lNISTRATlON 

Acknowledgment Letter 

3/27/2020 

Soraya King, Director, Regulatory Affairs 
Z-Medica, LLC 
4 Fairfield Boulevard 
Wallingford, CT 06492 
UNITED STA TES 

Dear Soraya King: 

The Center for Devices and Radiological Health (CDRH) of the Food and Drug Administration 
(FDA) has received your submission. This submission has been assigned the unique document 
control number below. All future correspondence regarding this submission should be identified 
prominently with the number assigned and should be submitted to the Document Control 
Center at the above letterhead address. Failure to do so may result in processing delays. If you 
believe the information identified below is incorrect, please notify the Program Operations Staff 
at (301) 796-5640. 

Submission Number: K200167/S001 
Received: 3/27/2020 
Applicant: Z-Medica, LLC 
Device: QuikClot Control+ 

We will notify you when the review of this document has been completed or if any additional 
information is required. If you are submitting new information about a submission for which 
we have already made a final decision, please note that your submission will not be re-opened. 
For information about CDRH review regulations and policies, please refer to 
http://www.f da. gov /MedicalDevices/DeviceRegulationandGuidance/ default.htm. 

U.S. Food & Drug 1\dn1inistration 
10(.)03 New Hampshke Avenue 
Silver Spring, MD 20993 
www.fda.gov 

Sincerely yours, 

Center for Devices and Radiological Health 
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Z--M_EOICA 

21. January 2020 

5l0(k) Document Mail tenter (W066·G609) 
Office of Device Evaluation 
Center for Devices and Rad!ologital Health 
Food and Drug Admlnbtration 
10903 New H$rnpshire Avenue 
SHver Spring,. MD 20993-0002 

Attention: 

Re: 

Cynthia Chang, Ph.0,1 Director, Division of Health Tethnology4B {Infection 
Control & Plastic Surgery Devices}. 

Traoition.a! 510fk} Premarket Notification for Z~Medlca, LLC's O.uikC!ot 
Control+® Hemostatlc Dressing- Une Extension for Additional Size Offering 

Dear Dr, Chang, 

!n accordance with Section 510(k} of the Federal Food, Drug and Cosmetic Act, as 
amended, and in conformance with Title 21 ofthe Code of Federal Regulations Part807 
(21 CFR §807), Subpart E, z,.Medica, LLC fa submitting this Traditional 510(k) Premarket 
Notification/ prior to commertial distribution, fOr clearance of additional Size options of 
our QuikClot Control+® Hernostatk Dressing (OEN1600l2 wherein the device was referred 
to a.s D2 Dressing), The current!v cleared indications for use and intended uses, 
DEN160012, wm remain the same, The new sile options do notreprnsenta change in 
technologlca! characteristics, principles of operation, safety, or effectiveness of the device. 

{b){4) 
Z-Medica, Lt.tis FDA registered as a Sm.s!ll Business under decision number SBD208319, 
Thereforet in accordance with Medical Device User Fee and Modernizatfon Act of 2002 
(MDUFMA), Z~Me(ika, LLC has suhmltted the required application fee a~ (b)(4) ~FY2020 
MDUFA User Fees). A copy of the User Fee Coversheet is provided witri'the attached 
premarket notlflcation. 

As per FDA's GufdaacJ:Jor Industry and FDA Staff: Forrnotfor Traditional and Abbreviated 
510{k}s (1.JSeptember 2019), the principal factors about the design and use of the 
additlona! QuikClot Cantrel+® size offering comply with the following: Page 1 of1 

,~ F,c,i,fold Blvd WaUn9ford, CT 
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ICA 

Question YES NO 
ls the deviceintendedforprescription use (21 CFR 801 s.ubp~rt p)?A X 

ts the device intended for over•tht:•counter use (21 CFH 807 subpart C)?A X 
Does the device contain cornpor11ents derived from a tissue or other X 
biologic source? 

~-~----------·······························-----------+---+----l 
ls the device provided sterile? X 
1.s the device intended for single use? X 
Is the device a reprocessed single use device'? X 

lfyes, does this device type require reprocessed validation data? N/A 
X 

Doe$ the device contain a blo!ogic? X 

Does the device use software'? X 
Does the submission indude dinka! information? X 
ls the device irnpLanted? X 

AA. device may be intended for both prescription and over·the·counter use. If so, the 
answer tnboth .ofthese questions is yes. 

Z~Medica1 LLC is providing one (1) ecopy qf this subrnission withthis signed cover letter as 
per the .eCopy Program for Medico} Device Submissions: Gtddance for Industry and Food 
and Drug Administration Staff dated 16 December tOl9, lhe signed cover letter is the 
only paper document lncluded with this submission. Ali supporting information, to 
include an ecopy of the signed cover letter, are included in the USB drive. 

This subrnisskm conta.ins methods, data, and ana!vsis of these data which Z-Mec!ka, LLC 
considers Trade Secret, commerclaUv privileged and confldentia! to Z-Medlca, LLC ln 
accordance with 21 CFR §20.61., this information is not di.sdosahle to the pubik as per the 
Freedom of Information (FOO .Act 

The officl<:1! contact person for this :subrnissiOn is the undersigned, Thank you in advance 
for the review of this submission, 

1 

__ Respectf u I 'f b) (6) ______________ 
1 L--·-·-·-·-·-·-·-·-·-·-·-·-·---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·J 

Soraya King 

Director, Regulatory Affairs 
Z·Medka, LLC 
Cell:1 (b)(6) i 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
Office' 2.03-774-7922 

Page 2 of 2 
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I (b)(4) I 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Attachment 3: Irritation Test, Page 1 of 28 

r~:~:~:~:~:~:_(~14~nsor: J 
Z-Medica, LLC 

4 Fairfield Blvd, 
Wallingford, CT 06492 

ISO lntracutaneous Irritation Test (GLP - 2 Extracts) 

Test Article: 

Purchase Order: 
Study Number: 

Study Received Date: 
Testing Facility: 

Deviations: 

Samp!e !D: QuikClot Control + Hemostatic Dressing 12 in x 12 in 3-p!y 
Dressing, 

,-·~----·-· . 
Lot #:L(b)(4)_: 

1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

I (b)(4) I 
i ! 

'None ' 

Summary: Enclosed is the final report for the testing we coordinated for you. The information is retained 
by the testing laboratory. 

! {b){4) ! 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

Date 
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Attachment 8: Sterilization Validation Confirmation, Page 1 of 48 

EDI Report for Sterilization Validatio( (b )( 4) __! for QuikClot and 
QuikClot Control+ Hemostatic Dressings 

Revision Date: 

(b)(4) 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- r -·-·-·- l "'-~----·-·- -·-·-·-·-·-·-·, 
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-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ~ 

Records processed under FOIA Request 2023-9460; Released by CDRH on 04-09-2024

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



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

Records processed under FOIA Request 2023-9460; Released by CDRH on 04-09-2024

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



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

Records processed under FOIA Request 2023-9460; Released by CDRH on 04-09-2024

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



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

Records processed under FOIA Request 2023-9460; Released by CDRH on 04-09-2024

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Attachment 4 

Bacteriostasis & 

Fungistasis Reports 

Records processed under FOIA Request 2023-9460; Released by CDRH on 04-09-2024

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



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

Records processed under FOIA Request 2023-9460; Released by CDRH on 04-09-2024

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

l ______________ (_~l(~l ______________ l 
BACTERIOSTASIS & FlJNGISTASIS TEST REPOR'f 

CUENT: Z~Medka, LLC TEST#:! (b)(4) i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 4 Fairfield Boulevard 

WalHngfor<l, CT 06492 

REPORT TO: Joe Az:ary 

SAMPLE _DESCRlPTfON: ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
L_ __________________________________________ ( b) ( 4) -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·__!7 

TEST REQUESTED: 
Suitability Test (Bacteriostasis & Fungistasis), Product Immersion 

DATE: 12/19/!9 

Records processed under FOIA Request 2023-9460; Released by CDRH on 04-09-2024

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



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

Records processed under FOIA Request 2023-9460; Released by CDRH on 04-09-2024

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



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

Records processed under FOIA Request 2023-9460; Released by CDRH on 04-09-2024

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



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

Records processed under FOIA Request 2023-9460; Released by CDRH on 04-09-2024

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Attachment 5 

Sterility Test Reports & 

Dose Verification Data 

Records processed under FOIA Request 2023-9460; Released by CDRH on 04-09-2024

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



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

Records processed under FOIA Request 2023-9460; Released by CDRH on 04-09-2024

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

I (b)(4) I 
t·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 

S1'E.RJUT'V TEST REPORT 

CLIENT: Z-Medka TEST#:! (b)(4) ! 
l--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 

4 Fairfield Boulevard 
\VaHingford, CT 06492 

REPORT TO: i (b)(4) i 
·-·-·-·-·-·-·-·-·-·-·-·· 

DATE: J2i\7!9 

PROD~~i'I {b ){ 4) I 

' ' i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-.i 

TEST REQIJESTED: 
Sterility Test (Low Dose VedI1catior11 

Records processed under FOIA Request 2023-9460; Released by CDRH on 04-09-2024

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



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

Records processed under FOIA Request 2023-9460; Released by CDRH on 04-09-2024

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



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

Records processed under FOIA Request 2023-9460; Released by CDRH on 04-09-2024

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



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

Records processed under FOIA Request 2023-9460; Released by CDRH on 04-09-2024

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



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

Records processed under FOIA Request 2023-9460; Released by CDRH on 04-09-2024

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



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

Records processed under FOIA Request 2023-9460; Released by CDRH on 04-09-2024

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Attachment 6 

Bioburden Recovery 
Report 

Records processed under FOIA Request 2023-9460; Released by CDRH on 04-09-2024

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



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

Records processed under FOIA Request 2023-9460; Released by CDRH on 04-09-2024

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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I (b)(4) I 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

BIOBllRDEN RECO\/ERY TEST 

CLIENT: Z.fvkdku, LLC TEST#:! (b)(4) ! 
'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

4 Fairfield Boulevard 
\Valiingfixd, CT 06492 

REPORT TO: ! (b)(4) ! 
·-·-·-·-·-·-·-·-·-·-·-) 

SA.MPLE DESCRIPTION: 
L ____________________________ (b)(4) ____________________________ J 

TEST REQ C ESTE D: ,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 
B ioburden Recovery i,-·-·-·-·-·-J b )( 4) ·-·-·-·-·-·-,_,: 

DATE: l J/!319 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

Records processed under FOIA Request 2023-9460; Released by CDRH on 04-09-2024

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



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

Records processed under FOIA Request 2023-9460; Released by CDRH on 04-09-2024

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



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

Records processed under FOIA Request 2023-9460; Released by CDRH on 04-09-2024

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



" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

Records processed under FOIA Request 2023-9460; Released by CDRH on 04-09-2024

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



Z-Medica, LLC QuikClot Control+® Hemostatic Dressing - Line Extension 
Traditional 510(k) 

SECTION 7: CLASS Ill SUMMARY AND CERTIFICATION 

This section does not apply as the QuikClot Control+® Hemostatic Dressing is not a Class Ill device. 

Through the De Novo classification request (DEN160012), this device has been designated as Class II 

under new regulation number 21 CFR §878.445 and product code POD. 

Page 1 of 1 

Records processed under FOIA Request 2023-9460; Released by CDRH on 04-09-2024

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



510(k) Summary 
Z-Medica, LLC QuikClot Control+® Hemostatic Dressing - Line Extension 

K200167 
Page 1 of 3 

SECTION 5: Sl0{k) SUMMARY (K200167) 

510(k) Number: 

Submitter: 

Contact Person: 

Preparation Date: 

Trade/Device Name: 

Regulatory Description 
and Classification: 

Predicate Device: 

Reference Device: 

Indications for Use: 

Device Description: 

Special Controls: 

Mechanism of Action: 

Z-Medica, LLC 
4 Fairfield Boulevard 

Wallingford, CT 06492 

Soraya King, Director Regulatory Affairs 

21 January 2020 

QuikClot Control+® Hemostatic Dressing 

Common Name: Temporary, Internal Use Hemostatic Wound Dressing 
Generic Name: Non-absorbable, hemostatic gauze for temporary 

internal use. 
Device Classification: Class II 

Regulation Number: 21 CFR §878.4454 
Product Code: POD 

Z-Medica, LLC QuikClot Control+® Hemostatic Dressing (DEN160012, 

cleared as D2 Dressing) 

Z-Medica, LLC QuikClot Control+® Hemostatic Dressing (K140757, 

cleared as D2 Dressing) 

QuikClot Control+® Hemostatic Dressing is indicated for temporary 

control of internal organ space bleeding for patients displaying class Ill 

or class IV bleeding. It may also be used for control of severely bleeding 

wounds such as surgical wounds and traumatic injuries. 

QuikClot Control+® Hemostatic Dressing is a prescription use non­

absorbable device containing kaolin (hemostatic agent) bound to gauze. 
The hemostatic dressings are x-ray detectable and are provided as a 
single-use sterile device available in various sizes. The device is available 

in single or multipacks. 

Device complies with the requirements as per 21 CFR 878.4454 for non­
absorbable, hemostatic gauze for temporary internal use. 

The QuikClot Control+® Hemostatic Dressings are packed into or on the 

wound and pressure is applied. Pressure is maintained until the 
bleeding is controlled and may be left in place up to 48 hours. More 
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Summary of Technological 
Characteristics: 

Performance Testing: 

than one QuikClot Control+® hemostatic dressing can be used. 

Hemostasis is achieved through the activity of the hemostatic agent 
kaolin bound to the gauze in conjunction with compression. 

The fundamental scientific and technological characteristics of the 
modified device are identical to the predicate (DEN160012). The key 
characteristics are as follows: 

• Mechanism of Action 

• Materials of Construction 

• Formulation 

• Packaging Materials 

• Sterilization Method 

• Performance Specifications 

• Indications/Intended Uses 

The QuikClot Control+® Hemostatic Dressing complies with the special 

controls identified in 21 CFR 878.4454. All of the size offerings are the 

manufactured with the same exact materials and formulation. The 
device meets the following performance specifications: 

• Biocompatibility as per ISO 10993-1 for a device with prolonged 

patient contact duration (>24 hours to 30 days) for external 

communicating device with tissue/bone/dentin contact. 

o Cytotoxicity (L929 Neutral Red Uptake Method) 

o Irritation (lntracutaneous Injection) 

o Sensitization (Guinea Pig Maximization Sensitization Test) 

o Systemic Injection (Intravenous Injection and lntraperitoneal 

Injection -Acute Systemic Toxicity) 

o Implantation (Rabbit Implantation Tests - Tissue, Muscle, 

and Bone) 

• 4-week implantation study in subcutaneous tissue 

• 1-week implantation study in muscle 

• 4-week implantation study in muscle 

• 4-week implantation study in bone 
11 8-week implantation study in bone 

o Genotoxicity 
11 Salmonella Typhimurium and Escherichia Coli 

Reverse Mutation Assay 
11 Chromosomal Aberration Study in Mammalian Cells 
11 Peripheral Blood Micronucleus Study in Mouse 

o Additional Supporting Tests 
11 Carcinogenicity (Clonal Transformation Assay using 

SHE Cells for 7-days 

" Repeat Exposure System Toxicity for Kaolin (6-

month animal survival study, custom test) 
11 Systemic Intravenous Injection for Kaolin Extract 

• Systemic lntraperitoneal Injection for Kaolin Extract 
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K200167 
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• Bench - the device meets the required specifications and 
acceptance criteria for tensile strength, elongation, clotting, and 
kaolin release. 

• Preclinical Animal Study- Three GLP large animal (swine), to include 
a survival model, and one non-GLP study demonstrated the safety 
and effectiveness of QuikClot Control+. The studies included 
assessments such as hemostasis. In addition to hemostasis 
assessments, the animal survival study also conducted evaluations 

for blood chemistry (hematology, serum, coagulation), and 
macroscopic and microscopic tissue/organ examinations (adhesion, 

thromboembolism, kaolin migration). The cumulative animal study 

results support the substantial equivalence of the device. 

• Stability- testing supports a 39-month expiration date. 

The subject devices are identical to the predicate in terms of materials of 

construction, hemostatic agent used, mode of operation, scientific 
technological characteristics, indications for use and intended uses. 
Same as the predicate device, the new size options will be provided 
sterile utilizing existing validated packaging systems. The additional size 

offerings do not raise new types of questions of safety and effectiveness 
and is substantially equivalent to the predicate device. 
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Attachment 7: Engineering Analysis for the Additional QuikClot Control+ Configurations 

I 
LETTER TO FILE 

Engineering Amllysls: Additir.iriat QnikCfot Crnliro!+ 
Conh,gnrmfons 

Title fam1cuy 2(L 2020 

==--=---~ ____,~ ________________________________________ ( b )_( 4) _______________________________________ i --------------------------------------~ 

Summary 

Scope 

The pm-po;;.:! of thh ,,m,lysb b to confirm nu additional tJ.~sting .is t-Wf'tkd for tlw ne,-1· proposed 
configurations of QuikC!ot Contrnl+, 

This engirwcfing ,malysi;, 4mws that prt•vh.ius!y dea.red configur,1tions of QuikC!ot Control+· provide justification tn ne\V 
prnpos,>d conflgur<'l.tions 1lt QuikCk,t Control+ frlr the following devin· paramdt'r.s: materbb,. biocompatibi!tty & 
biocornp,,tibility testing, I,l"i:!ri!frotion mdhod & steri.li,,,i.J.ion validation, pacbging system, shelf !He & shdf life testing, This 
tinalris b lim1tcd tn tlw QuikClnt Contrd-;- cnnfigurnHons dlscu,;,,ed in the Table bdow, The new configuratin11~ indude l " x 
l" 3 ply; 4''x2",. 6 ply; 4" x 2",, 10 ply; 4"x6'', 6 ply; 4")(6" ,10 ply; i" x 8"., 6 ply; 4'' x 8" 7 ply; 4" x s··, 8 ply; 4" x 8", 9 ply; 4" x 8", 
to ply; and 4" x 12'', 9 ply, 

[ _____________________________ ( b )( 4 ) ____________________________ __i 

PROPRIETARY & CONFIDENTIAL 

,foornwnt.,md 1:!w lnfr,rnutiun lwrdn arc the prup,•rty (){ z -- ~fodit·a LLC, il:nd 1with~r miiy be u~ed for ,my purpos,c, m•r dtsdo~-ed to any 
piir!y, withNH tlw writt,~n con,ent ot Z·\kdka LI..C. 

Page 1 of 1l 

Records processed under FOIA Request 2023-9460; Released by CDRH on 04-09-2024

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



Z-MEDICX Januarv 20, 2020 
~ .· . .,,, . 

Author: 

Antoine Kaes1in 

Engineering Analysis: Additional QuikClot Control+ Configurations 

Attachment 7: Engineering Analysis for the Additional QuikClot Control+ Configurations 
Analysis 
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PROPRIETARY &, CONFHJENTIAL 
Thb documrn1i and the information herein are Hw property nf Z,J\.{edkilLLC, and nd.ther may be m,1;1d for any ptirfHlSi,\ not dii;dnwd k~ 1r1y party, without tht• wdtt~~1 cm1~1/n! M Z­
\fod.ka LLC 

r-·-· -· -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·;----------.,----------------- - -------------------

1 {b){4) ! 
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Z-Medica, LLC 
Soraya King 
Director, Regulatory Affairs 
4 Fairfield Boulevard 
Wallingford, Connecticut 06492 

Re: K200167 
Trade/Device Name: QuikClot Control+ 
Regulation Number: 21 CFR 878.4454 

Build Correspondence 

Regulation Name: Non-Absorbable, Hemostatic Gauze For Temporary Internal Use 
Regulatory Class: Class II 
Product Code: POD 
Dated: March 26, 2020 
Received: March 27, 2020 

Dear Soraya King: 

Convert to PDF 

We have reviewed your Section 51 0(k) premarket notification of intent to market the device referenced 
above and have determined the device is substantially equivalent (for the indications for use stated in the 
enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the 
enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance 
with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a 
premarket approval application (PMA). You may, therefore, market the device, subject to the general 
controls provisions of the Act. Although this letter refers to your product as a device, please be aware that 
some cleared products may instead be combination products. The 51 0(k) Premarket Notification Database 
located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination 
product submissions. The general controls provisions of the Act include requirements for annual registration, 
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. Please note: CDRH does not evaluate information related to contract liability warranties. We 
remind you, however, that device labeling must be truthful and not misleading. 

If your device is classified ( see above) into either class II (Special Controls) or class III (PMA), it may be 
subject to additional controls. Existing major regulations affecting your device can be found in the Code of 
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements 
concerning your device in the Federal Register. 

Please be advised that FD A's issuance of a substantial equivalence determination does not mean that FDA 
has made a determination that your device complies with other requirements of the Act or any Federal 
statutes and regulations administered by other Federal agencies. You must comply with all the Act's 
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part 
801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 803) for 

U.S. Food & Drug Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 
www.fda.gov 
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devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see 
https ://\v,vw .f da. gov/ combination-products/ guidance-regulatory-information/postmarketing-saf ety-reporting­
combination-products); good manufacturing practice requirements as set forth in the quality systems (QS) 
regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR 4, Subpart A) for 
combination products; and, if applicable, the electronic product radiation control provisions (Sections 531-
542 of the Act); 21 CFR 1000-1050. 

Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part 
803), please go to https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting­
mdr-how-report-medical-device-problems. 

For comprehensive regulatory information about medical devices and radiation-emitting products, including 
information about labeling regulations, please see Device Advice (https://www.fda.gov/medical­
devices/device-advice-comprehensive-regulatory-assistance) and CDRH Learn 
(https://www.fda.gov/training-and-continuing-education/cdrh-leam). Additionally, you may contact the 
Division oflndustry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See 
the DICE website (https://www.fda.gov/medical-devices/ device-advice-comprehensive-regulatory­
assistance/ contact-us-di vision-industry-and-consumer-education-dice) for more information or contact DICE 
by email (DICE@fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100). 

Enclosure 

Sincerely, 

CAPT Elizabeth Claverie, M.S. 
Assistant Director 
DHT4B: Division oflnfection Control 

and Plastic Surgery Devices 
OHT4: Office of Surgical 

and Infection Control Devices 
Office of Product Evaluation and Quality 
Center for Devices and Radiological Health 

Records processed under FOIA Request 2023-9460; Released by CDRH on 04-09-2024

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



(~) 

Z-M_EOICA 

23 January 2020 

510(k) Document Mail Center (W066··G609) 
Office of Device Evaluation 
Center for Devices and Radiological Health 
Food and Drug Administration 
10903 New Harnpshlre Avenue 
Silver Spring, MD 20993-0002 

Attention: Cynthia Chang, Ph,D,, Director, Division of Health Technology 4B (Infection 
Control & Plastic Surgery Devices). 

Re: 510k #1<200161 - eCopy Replacement 
Traditional 510(k) Premarket Notification for Z-Medica, LLCs QuikClot 
Control+>t Hemostatk Dressing··- Une Extension for Additional Size Offering 

Dear Dr, Chang, 

As per the eCopy Ho!d Notification (dated 23 January 2020). Z-Med!ca is resubmitting the 
510k with the required corrections. The format of the eCopy was updated to separate 
Sections 10- 15 so that the title descriptors do not exceed the 125 character 
requiremenL As such, the Table of Contents has also been revised to reflect the updates. 
A!! documents are in pdJ. format 

Z-Medka, LLC ls providing one (1) ecopy replacement of the entire submission with this 
signed ecopy replacement cover letter, Thts signed ecopy replacement cover letter is the 
only paper document included with this resubmfssion., AH supporting information, to 
lndude a copy of the signed ecopy replacement cover letter, are lnduded in the USB drive, 
The copy of this cover letter is provided as Attachment 12 and a copy of the FDA eCopy 
Ho!d Notification is included as Attachment 13< 

!n accordance with Section 5:10(1<) of the Federal Food, Drug and Cosrnetlc Act, as 
amended, and in conforrnance with Title 21 of the Code of Federal Regulations Part 807 
{21 CFR §807), Subpart E, Z-Medica, LLC is submitting this Traditional 510(k) Premarket 
Notification, prior to commercial distribution, for dearance of additional size options of 
our QuikCbt Control+':,\] Hemostatic Dressing (DEN160012 wherein the device was referred 
to as 02 Dressing), The currently cleared indications for use and intended uses, 
DF.N160012, will temaln the same. The new size options do not represent a change ln 
techno!ogkal characteristics, principles of operation, safety, or effectiveness of the 
device, P<1ge 1 of 3 

[El 
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.Z-MEDICA 

(b)(4) 
Z~Medica, tu:: is FDA registered as aSrnall Business under decision number S8D208:H.9. 
Therefore, in accordance with Medical Device User Fee and Modemizattmt.Actpf2002 
{MDUFMA), Z~Medica, LLC has submitted the required application fee oi (b)(4) i(FY 202.0 ·-·-·-·-·-·-·-·-·-· 
MO UFA User Fees} .. A copy of the User Fee Cover Sheet is provided with the attached 
premarket notification , 

As per FONs Guidance for tndustry and FDA Staff: FormatfarTraditionaJ andAbbreviat.ed 
510(k}s (13 September 2019), the principal factors aboutthe design and use of the 
additional O,ulkClot Control+® size offering comply with the following: 

Question YES NO 
........... ··············---------f----+------l 

ts the device intended for pres.criptlon use (2l CFR 801 subpart DJ?"" X 
Is lh~ d12vice intenqedforovtff~the~cmmteruse (21 CFR 807 su.bpartC)?"~ 
Does the devire contain components deriv~d from a tissue or other 
bjologk source? 
Is the device. provided sterile? X 

X 

X 
X 

················································--------< 
ts the device a reprocessed Single use device? X 

. lf yes, does this device type require reprocesserJ.va_l_id_a_ti_o_n_d_a_ta_? ______ N;,../A_· --l 
I Does the device contain a drug? X 

Does the device contair1a biologic? x 
Does the device use software? X 
Does the subrnrssion indude clin ical information? X 
IS the device implanted·? . ~·· ............. , X 

AA devite may be intended for both prescription and over••thtt·•taunter use. If so, the 
answer to both of these questions rs yes. 

This subm!sston containsmethod.$1 dati:l, and an~!'{sis of these data which z ... Medica, UC 
considers Trade Secret, c;on\rnercially privi!~gea ·andtonfld.ential to Z-Medica, LLC In 
accord ar1ce with 21 CFR §2CL61, thiS inforrnatloh ls not disdosableto the public as per the 
Freedom of lnformatiot\ {FOi) Act. 

fof Fn:e(+n BTt75D 0504 1 Mc1m(+ 1) 2(n. 2wi-oooo 
hw{,·l) SOO<M.3 !Hi'i!i:'i 

P.ige 2of3 
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Z-MEDlCA 

The official contact person for this submission is the um:lerslgnecL Thank yoUin advance 
for the review of this submission. 

______ Respectfully submittin_g, ·-·-·-·-·-·-·-

! (b)(6) ! 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

Soraya King 
Director, Regulatory Affairs 
Z~Medka, LLC 
Cell:i_ ____________ (b )(6) _________ ___i 

Office: 203~774~7922 

Page 3 of 3 
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K200167 
Z-Medica, LLC 
Trade/Device Name: QuikClot Control+ 
Contact Name: Soraya King 

This document is being communicated via e-mail as an attachment. The date on which FDA sent this e-mail 
is the official date of this correspondence. 

We have reviewed your submission K200167 and have determined that additional information is required. 
Your file is being placed on hold pending a complete response to the attached deficiencies. 

Please submit your response, referencing the submission number K200167 to: 

U.S. Food and Drug Administration 
Center for Devices and Radiological Health 
Document Control Center - WO66-G609 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 

Please refer to the eCopy guidance at https://www.fda.gov/media/83522/download for current information on 
eCopy requirements. 

Your response is due within 180 days from the date of this request, which is the hold date plus 180 days. If a 
complete response is not received in CDRH's Document Control Center by this date, we will consider this 
submission to be withdrawn, and we will delete it from our review system. 

You may not market this device until you have received a letter from FDA allowing you to do so. If you 
market the device without FDA clearance, you will be in violation of the Federal Food, Drug, and Cosmetic 
Act. 

If you would like a meeting or teleconference with the review team and management to discuss your planned 
approach for responding to the attached deficiencies, please submit your request for feedback as a 
Submission Issue Q-Submission (Q-Sub ). Please note that a Submission Issue Q-Sub does not take the place 
of a formal response to this email notification. As noted above, FDA will consider this submission to be 
withdrawn if FDA does not receive, in a submission to the Document Control Center, a complete response to 
all of the attached deficiencies within 180 calendar days of the date of this request. 

This request for additional information has undergone supervisory review to ensure that the deficiencies 
cited are least burdensome and relevant to the marketing decision. Please see the revised guidance 
"Developing and Responding to Deficiencies in Accordance with the Least Burdensome Provisions" issued 

U.S. Food & DrU£1 Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 

wwwJda.gpv 
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on September 29, 2017 (https://www.fda.gov/media/71735/download) for clarification regarding major and 
minor deficiencies. 

MAJOR DEFICIENCY LIST 
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FDA is offering a teleconference within 10 calendar days from the date on this letter to address any 
clarification questions you may have pertaining to the deficiencies. If you are interested in a teleconference, 
please provide (1) proposed dates and (2) a list of your clarification questions via email at least 48 hours 
before the teleconference to the lead reviewer assigned to your submission. We would like to emphasize that 
the purpose of the meeting is to address specific clarification questions. The teleconference is not intended 
for review of new information, test methods or data; these types of questions could be better addressed via a 
Submission Issue Q-Submission (Q-Sub ). For additional information regarding Q-Subs, please refer to the 
Guidance for Industry and FDA Staff on Medical Devices: Requests for Feedback and Meetings for Medical 
Device Submissions at https://v.1ww.fda.gov/media/114034/download. 

Least Burdensome (LB) FJag 
The LB flag is an approach to allow 51 0(k) submitters the opportunity for the informal review by or on 
behalf of Division management of an issue raised in an FDA request for additional information (i.e., a 
deficiency letter). The goal of the LB flag is to quickly address FDA requests that submitters do not believe 
are least burdensome or when submitters believe they are being held to a different standard than their legally 
marketed predicate device. The LB flag is not intended to clarify deficiencies, is not an appeal under 21 CFR 
10.75, and is not intended to provide a review of a proposed response to deficiencies. 

If you would like to throw the LB flag, FDA has several criteria that should be met before you submit your 
request: 

• You should have tried to address your concern by discussing it with Division management before 
attempting to throw the LB flag. This discussion with Division management may take place as part of 
a teleconference (such as the voluntary teleconference held within 10 days following transmission of 
an Additional Information letter to clarify deficiencies), email, or a Q-Submission Submission Issue 
Request. 
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• Your flag should generally be limited to two topic areas. Topic areas are common premarket review 
deficiency categories that apply to many device types across multiple reviewing Divisions. Examples 
of topic areas include biocompatibility, sterility, reprocessing, software, electromagnetic 
compatibility, wireless, electrical safety, clinical, and non-clinical performance testing. 

• If you would like to discuss issues pertaining to more than two topic areas, you should contact 
51 OK Program(@,fda.hhs.gov for more information. 

• You should throw the LB flag within 60 calendar days of the date that FDA sent the deficiency letter. 

Upon meeting the criteria, you should send a short email (e.g., 1-2 page) that includes: 1) a summary of the 
deficiencies under disagreement, 2) a summary ofrelevant communications with Division management, and 
3) a proposed path forward. The LB flag should be sent to the lead reviewer and their Assistance Director. 
You should also copy 51 OK Program(a),fda.hhs.gov on your LB flag email request. Within two business days 
of your email, your request will be acknowledged by the reviewing Division. If you do not meet the criteria 
for the LB flag, you will be notified in this acknowledgement email. 

Your LB flag should contain sufficient information to determine whether the deficiency letter was not least 
burdensome, or you are being held to a different standard than your predicate device. FDA may request a 
phone call with you to discuss your concern further and intends to communicate feedback from Division 
management on LB flags through email no later than 21 calendar days of their receipt. Please note that the 
LB flag does not change the deadline for your response to the Document Control Center. If you have any 
questions, please contact 51 OK Program(a),fda.hhs.gov. 
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Attachment 1: DEN160012 De Novo Designation Summary, Page 1 of 4 

Z-Medica, LLC 
M::L Sheila K. \Vallin 
Vice President of Clinical and U.S. Regulatory Affi:tfrs 
4 Fairfield Boulevard 
\Vallingford, CT 06492 US 

Re: DEN160012 
D2 Dressing 
Eva.!uation of Automatic Class HI Designation - De Novo Request 
Regulation Number: 21 CFR 878-4454 
Regulatory Classification: Class n 
Product Code: POD 
Dated: March t6, 2016 
Received: March J 6, 2016 

Dear Ms. \1/aUin. 

This letter corrects our classification order dated June 30, 20 t7. 

food mad Drug Admini~tm!irm 
!0903 Nc,w l·!ump,hirt A,~rwt 
Dv.:,mw1t Control C~nter • W066-G609 
Silver Spring, MD ?099)-WJM 

September 1, 2017 

'fhe Center for Devices and Radiological Health (CDRll) of the Food and Drug Adrninistration 
(FDA) has completed its revie\V of your De Novo request for classification of the D2 Dressing, a 
prescription device tmder 21 CTR Part 801. 109 that is indicated fi.Jr the foUowing: 

D2 Dressing is indicated fix temporary control of internal organ space bleeding for 
patients displaying class HI or class IV bleeding. It may also be used for control of 
severely bleeding i.votmds such as surgical wounds and traumatic injuries. 

FDA. concludes that this device should be classified into class IL This order, therefore, classifies 
the D2 Dressing and substantiaHy equivalent devices of this generic type. into class H under the 
generic name, non-absorbable, hemostatic gauze frw temporary internal use. 

FDA identifies this generic type of device as: 

Non-absorbable, hemostatir gauze for temporary internal use. /\. non-absorbable, 
hernostatic gauze for temporary internal use is a prescription device intended to be placed 
temporarily for control of severely bleeding wounds such as surgical Vfl)tmds and 
traumatic injuries. The gauze is coated or impregnated w'ith a he1nostatic m.ateria.! \~hich 
may enhance hemostasis by physical means, The device is intended to be removed once 
the patient is stabilized, 

Section 513(t)(2) of the Food, Dmg and Cosmetic Act (the FD&C Act) was amended by section 
607 of the Food and Drug Administration Safety and Innovation Act (FDASIA) on July 9, 2012. 
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This new law provides t\vo options for De Novo classification, First, any person \vl10 receives a 
"not substantially equivalent" (NSE) determination in response to a 51 O(k) for a device that has 
not been previously classified under the Act may, vvithin JO days of receiving notice of the NSE 
determination, request FDA to ff1ake a risk-based classification of the device under section 
5 l 3(a)( l) of the Act Altemati vely, any person who determines that there is no legally marketed 
device upon \Vhkh to base a determination of substantial equivalence may request FDA to rnake 
a risk-based classification of the device under section 513(a)( l) of the Act v,-ithout first 
submitting a5IO(k), FDA shall, \Vithin 120 days of receiving such a request, classHY the device, 
This classification shall be the initial classification of the device. Within 30 days after the 
issuance of an order dassif)'ing the device, FDA must publish a notice in the Federal Regfater 
classifying the device type, 

On l'vlarch 16, 2016, FDA received your De Novo requesting classification of the D2 Dressing 
into class IL The De Novo request was submitted under section 513(1)(2) of the FD&C Act ln 
order to classify the D2 Dressing into class I or H, it is necessary that the proposed class have 
sufficient regulatory controls to provide reasonable assurance of the safety and effectiveness of 
the device for its intended use, 

After review of the infhrmation submitted in the De Novo request which included 
biocon1patihility, perfbrmance bench, and perfonr1ance animal testing on the D2 Dressing along 
with clinical data on a previous formulation of the device (Dl Dressing), FDA has detennined 
that the D2 Dressing, indicated for ternporary control of internal organ space bleeding for 
patients displaying class rn or class IV bleeding as \Vell as control of severely bleeding wounds 
such as surgical wounds and traumatic injuries, can be classified into dass II with the 
establish1nent of special controls, FDA believes that special controls provide reasonable 
assurance of the safety and effoctiveness of the device type, Tht'. identifieid risks and initigation 
measures associated \Vi.th the device type arc sumn1.arized in Table I, 

Table l: Identified Risks to Health and Mitie.ation !'vkasures 
Identified Risk Mitieation Measures 
Infection Shelf Life Testing 

Sterilization Validation 
Labeling 

Bleeding Animal Performance Testing 

• Failure of Henmstasis Technological Specifications 

• Recurrence of Bleeding 
Vasrnlar Obstruction Anim.al PerfiJrmance Testing 

• Ischemia Labeling 

• Emholi Formation 
1'\dhesion Fonnation Animal Performance Testing 

Labdinis 
A,dverse Tissue Reaction Animal Perform.ance Testing 

Biocornpatihllity Evaluation 
Device Retained in Bodv Leading to Re-. '-" Animal Perfo1mance Testing 

1/ 

Operation Non-CI in ical Performance Testing 
Labeling 
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ln combination \Vith the general controls of the FD&C Act, the non-absorbable, hemostatic 
gauze for temporary internal use is subject to the following special controls: 

l. Animal performance testing must demonstrate that the device performs as intended under 
anticipated conditions ofuse, Specifo::al!y testing must: 

a) Demonstrate~ that the device is able to achieve hemostasis; 
b) Demonstrate that the device can be radiographlcal!y detected; and 
c) Assess pertinent safety endpoints including vascular obstruction and adhesion 

fonnation. 

2. The device rn.ust be dem.onstrated to be biocompatiblc. 

3. NorH::linica[ performance data must demonstrate that the device performs as intended 
under anticipated conditions of use. The frlllo1;ving tests must be perfbrrned: 

a) In vitro dot assessment; 
b) Particulate release testing; 
c) Physical characterization, including s;,:veUing percent and particulate size; 
d) Chemical characterization; 
e) Radiopacity testing; and 
O Mechanical integrity testing, including tensile strength and tear strength. 

4. Performance data rnust demonstrate the sterllity of the device. 

5. Performance data must support the shelflife ofthc device by demonstrating continued 
steri! ity, package integrity, and device functionality over the identified shelf Hfo. 

6. Labeling must include the fr1Uov>'ing: 
a) Instructions for use. inc.!uding an instruction to remove all visible device 

components by irrigation; 
b) The maxirnum amount of tirne the device may be left 'vvithin the body; 
c) ,A, shelf life; 
d) A contraindication for intravascular use of the device:. and 
e) A ,varning regarding the potential fbr adhesion forrnation, 

In addition. this is a prescription device and must comply with 21 CFR 801,109. 

Please be advised that FDA 's decision to grant this De Novo request does not mean that FDA 
has made a determination that your device compl.ies vvith other requireff1ents of the FD&C i\ct or 
anv Federal statutes and reiz,ulations administered bv other Federal agencies. '{ou 1nust cmnp. 1v ,.,. i,.,.., • ,q" • • - • ,.. 

\vith all the FD&C A.ct's requirements, including,. but not lim.ited to: registration and listing (21 
CFR Part 807); labeling (21 CFR Pan 801 ); medical device reporting (reporting of rnedical 
device-related adverse events) (21 CFR 803): good manufacturing prnctice reguirernents as set 
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic 
product radiation control provisions (Sections 531-542 of the FD&C A.ct); 21 CFR 1000~ 1050. 
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A notice announcing this classification order vvill b,: published in tht· .Fcdcra1 Rcg.istcc A copy 
of this order and supporting documentation are on file in the Dockets f\fanagement Branch 
(lJFA-305), Food and Dmg Ad1T1inistration, 5630 Fishers Lane, Room 1061, Rockville, MD 
20852 and are available for inspection between 9 a . .m, and 4 p.m,, ]'vfonday through Friday, 

As a result of this order. you may inunediatdy market your device as described in the De Novo 
request, subject to the general control provisions of the FD&C Act and the special controls 
identified in this order. 

ff you have any questions concerning this classification order, please contact Brendan J, Casey, 
Ph.D. at 301-796J)607. 

Sincerely, 

Angela C. Krueger -5 
Angel.a C. Krueger 
Deputy Director, Science and Engineering Revie,v (Acting) 
OITice of Device Evaluation 
Center for Devices and Rndio!ogkal Health 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 

Attachment 2: 510K #Kl40757 SE Letter, Page 1 of 3 

Z-tvkdica, LLC 
tv!s. Sheila K. Wallin 
Vice President of Clinical & US Regulatory Affairs 
4 Fairfield Boulevard 
Wallingford, Connecticut 06492 

Re: Kl40757 
Trade/Device Name: D2 Hemostatic Dressing 
Regulatory Class: Unclassified 
Product Code: FRO 
Dated: April 29, 2014 
Received: ~/lay I, 20 ! 4 

Dear ivts. Wallin: 

Food ;md Drnif. /\dmrn1:,;ration 
I (JCJ()3 N~w l·larnp,hir~ Av~m,,, 
Dnwmem Contrd Collier ·· W066•G609 
Silver Spn11g, MD 20993·0002 

J uiy l 7, 2014 

V./e have reviewed your Section 51 0(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28, l 976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, 
and Cosmetic Act (Act) that do not require approval of a premnrket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions of the Act, The 
general controls provisions of the Act include requirements 1hr annual registration, listing of 
devices, good manufacturing practice, labeling. and prohibitions against misbranding and 
adulteration. Please note: CDRH does not evaluate information related to contract liability 
warranties. We remind you; however, that device labeling must be trulhful and not misleading. 

If your device is classified (see nbovc) into either class II (Special Controls) or class III (PMA), it 
may be subject to additional controls. Existing m,\jor regulations affecting your device can be 
fc:)Und in the Code of Federal Regulations, Title 21, Parts 800 to 898, In addition, FDA may 
publish further announcements concerning your device in the Federal Register. 

Please be advised that FDA 's issuance of a substantial equivalence determination docs not mean 
that FDA has made a determination that your device complies with other requirements of the Act 
or any Federal statutes and regulations administered by other Federal agencies. You must 
comply \Vith all the A.cf s requirements, including, but not limited to: registration and listing (21 
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical 
device-related adverse events) {21 CFR 803); good manufacturing practice requirements as set 
forth in the quality systems (QS) regulation (21 CFR Pmt 820); and if applicable, the electronic 
product radiation control provisions (Sections 531-542 of the Act):. 21 CFR 1000-1050. 
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If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please 
contact the Division of Industry and Consumer Education at its toll-free number (800) 638-2041 
or (301) 796-7100 or at its Internet address 
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm. Also, please note 
the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 
CFR Part 803), please go to 
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH's Office 
of Surveillance and Biometrics/Division of Postmarket Surveillance. 

You may obtain other general information on your responsibilities under the Act from the 
Division of Industry and Consumer Education at its toll-free number (800) 638-2041 or (301) 
796-7100 or at its Internet address 
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm. 

Enclosure 

Sincerely yours, 

David ~rause -5 
for Binita S. Ashar, M.D., M.B.A., F.A.C.S. 

Director 
Division of Surgical Devices 
Office of Device Evaluation 
Center for Devices and 

Radiological Health 
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Attachment 2: SIOK #Kl40757 SE Letter, Page 3 of 3 

DEPARTMENT OF HEAL TH AND HUMAN SERVICES 
Food and Drug Administration 

Indications for Use 
510(k) Number (if known) 

kJY:DJ81 
Device Name 

D2 Hemostatic Dressing 

Indications for Use (Describe) 

Form Approved: 0MB No. 0910-0120 

Expiration Date: January 31, 2017 

See PRA Statement below. 

02 Hemostatic Dressing is intended for use as a hemostatic dressing for the temporary control of severely bleeding 
wounds such as surgical wounds and traumatic injuries. 

Type of Use (Select one or both, as applicable) 

!25l Prescription Use (Part 21 CFR 801 Subpart D) Over-The-Counter Use (21 CFR 801 Subpart C) 

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED. 

FOR FDA USE ONLY 

Concurrence of Center for Devices and Radiological Health (CDRH) (Signature) 

Jiyoung :.D·~ng -5 
This section applies only to requirements of the Paperwork Reduction Act of 1995. 

·oo NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.* 

The burden time for this collection of information is estimated to average 79 hours per response, including the 
time to review instructions, search existing data sources, gather and maintain the data needed and complete 
and review the collection of information. Send comments regarding this burden estimate or any other aspect 
of this information collection, including suggestions for reducing this burden, to: 

Department of Health and Human Services 
Food and Drug Administration 
Office of Chief Information Officer 
Paperwork Reduction Act (PRA) Staff 
PRAStaff@fda.hhs.gov 

"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 0MB number." 

FORM FDA 3881 (1114) Page 1 of 1 
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Attachment 1 O -

.....,_..-...... --.. -• -•-...,:DRAFT Label ~-

( Qu I kClof 
CONTROL-t:,----,, 
HEMOSTATIC DRESSING 
8 in x 4 in (20.3 cm x 10.2 cm) 
One (1) 6-Ply Dressing 

111111 Manufactured by: 
Z-Medica, LLC 
4 Fairfield Boulevard, 
Wallingford, CT 06492 USA 

fo\ Do Not 
I..!!:) Reuse 

i Rx.ONLY] Tel: 1877750-0504, +1203 2940000 
Fax: 1-800-343-8656, + 1 • 203-303-7216 
QuikClotControlPlus.com & Read 

=ER!L ~ RI l_nstruciions ~E __ ':J~. I-or :_lse 
Patents: Z-Medica.com/patents,aspx 
©2019 Z-Medica, LLC 
Al I rights reserved. 
101 XXX-01 Rev A 

IREFI xxxx 

l LOT I XXXXX-XXX 

a YYYY-DD-fvHv1 
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U.S. fOOO & O~UG 
ADMINISTRATION 

Attachment 13: FDA eCopy Hold Notification Letter 

eCopy Hold Letter 

1/23/2020 

Soraya King, Director, Regulatory Affairs 
Z-Medica, LLC 
4 Fairfield Boulevard 
Wallingford, CT 06492 
UNITED STATES 

Dear Soraya King: 

The Center for Devices and Radiological Health (CDRH) of the Food and Drug Administration 
(FDA) has received your submission. This submission has been assigned the unique document 
control number below. Failure to reference this assigned number in future correspondence may 
result in processing delays. 

Submission Number: K200167 
Received: 1/23/2020 
Applicant: Z-Medica, LLC 
Device: QuikClot Control+ 

The Federal Food, Drug, and Cosmetic Act (the Act), as amended by section 1136 of the Food 
and Drug Administration Safety and Innovation Act (FDASIA), authorizes FDA to require an 
electronic copy ( eCopy) for certain types of submissions. You have received this letter 
because you have either not provided an eCopy or you provided an eCopy that failed the 
loading process because it did not meet the technical standards. If you provided an eCopy 
that failed the loading process, then please see the attached document that identifies all reasons 
for the failure that need to be addressed. To understand the reasons for your eCopy failure, 
please ref er to the eCopy guidance document, "eCopy Program for Medical Device 
Submissions" at 
http://www. fda. gov/ down 1 oads/M edical Devi ces/DeviceRegulati onandGuidance/ 
GuidanceDocuments/UCM3 l 3 794.pdf. 

Please write the specific submission number identified above AND "Replacement eCopy" 
directly on the CD ( or other media) and send that with a paper copy of your cover letter ( revised 
if applicable) to the CDRH Document Control Center (DCC) at the address below. 

U.S. Food & Drug Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 
www.fda.gov 

Page 1 of 3 
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Page 2 - Soraya King 
Attachment 13: FDA eCopy Hold Notification Letter 

Food and Drug Administration 
Center for Devices and Radiological Health 
Document Control Center - WO66-G609 
10903 New Hampshire A venue 
Silver Spring, MD 20993-0002 

You should provide the complete content for the document, not just the corrected files or folders, 
in your replacement eCopy. When your Replacement eCopy has been received and been 
verified as a valid eCopy, review of this submission will start as of that date. 

If you have any questions concerning this letter, please contact the eCopy Program Coordinators 
at (240) 402-3717 or at CDRH-eCopyinfo@fda.hhs.gov. 

Sincerely yours, 

Center for Devices and Radiological Health 

Attachment 

Page 2 of 3 
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Attachment 13: FDA eCopy Hold Notification Letter 

Attachment 

Page 3 of 3 

Pa 
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From: 
To: 
Cc: 
Subject: 
Date: 
Attachments: 

March 24, 2020 

Panguluri Ramesh 

King, Soraya 

Panguluri Ramesh 

K200167 is on Hold Pending Your Response 

Tuesday, March 24, 2020 10:49:11 PM 

K20016 7 .Additiona I In formation .AINN. odf 

We have reviewed your submission. Please see attached. 

If you have any questions, please contact the lead reviewer assigned to your submission, 
Panguluri Ramesh. 

*** This is a system-generated email notification*** 

Pagel of 5 

Records processed under FOIA Request 2023-9460; Released by CDRH on 04-09-2024

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



K200167 
Z-Medica, LLC 
Trade/Device Name: QuikClot Control+ 
Contact Name: Soraya King 

This document is being communicated via e-mail as an attachment. The date on which FDA sent this e-mail 
is the official date of this correspondence. 

We have reviewed your submission K200167 and have determined that additional information is required. 
Your file is being placed on hold pending a complete response to the attached deficiencies. 

Please submit your response, referencing the submission number K200167 to: 

U.S. Food and Drug Administration 
Center for Devices and Radiological Health 
Document Control Center - WO66-G609 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 

Please refer to the eCopy guidance at https://www.fda.gov/media/83522/download for current information on 
eCopy requirements. 

Your response is due within 180 days from the date of this request, which is the hold date plus 180 days. If a 
complete response is not received in CDRH's Document Control Center by this date, we will consider this 
submission to be withdrawn, and we will delete it from our review system. 

You may not market this device until you have received a letter from FDA allowing you to do so. If you 
market the device without FDA clearance, you will be in violation of the Federal Food, Drug, and Cosmetic 
Act. 

If you would like a meeting or teleconference with the review team and management to discuss your planned 
approach for responding to the attached deficiencies, please submit your request for feedback as a 
Submission Issue Q-Submission (Q-Sub ). Please note that a Submission Issue Q-Sub does not take the place 
of a formal response to this email notification. As noted above, FDA will consider this submission to be 
withdrawn if FDA does not receive, in a submission to the Document Control Center, a complete response to 
all of the attached deficiencies within 180 calendar days of the date of this request. 

This request for additional information has undergone supervisory review to ensure that the deficiencies 
cited are least burdensome and relevant to the marketing decision. Please see the revised guidance 
"Developing and Responding to Deficiencies in Accordance with the Least Burdensome Provisions" issued 

U.S. Food & DrU£1 Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 

wwwJda.gpv 
Page 2 of 5 
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K200167 - Soraya King Page 2 

on September 29, 2017 (https://www.fda.gov/media/71735/download) for clarification regarding major and 
minor deficiencies. 

MAJOR DEFICIENCY LIST 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 
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K200167 - Soraya King Page 3 

FDA is offering a teleconference within 10 calendar days from the date on this letter to address any 
clarification questions you may have pertaining to the deficiencies. If you are interested in a teleconference, 
please provide (1) proposed dates and (2) a list of your clarification questions via email at least 48 hours 
before the teleconference to the lead reviewer assigned to your submission. We would like to emphasize that 
the purpose of the meeting is to address specific clarification questions. The teleconference is not intended 
for review of new information, test methods or data; these types of questions could be better addressed via a 
Submission Issue Q-Submission (Q-Sub ). For additional information regarding Q-Subs, please refer to the 
Guidance for Industry and FDA Staff on Medical Devices: Requests for Feedback and Meetings for Medical 
Device Submissions at https://v.1ww.fda.gov/media/114034/download. 

Least Burdensome (LB) FJag 
The LB flag is an approach to allow 51 0(k) submitters the opportunity for the informal review by or on 
behalf of Division management of an issue raised in an FDA request for additional information (i.e., a 
deficiency letter). The goal of the LB flag is to quickly address FDA requests that submitters do not believe 
are least burdensome or when submitters believe they are being held to a different standard than their legally 
marketed predicate device. The LB flag is not intended to clarify deficiencies, is not an appeal under 21 CFR 
10.75, and is not intended to provide a review of a proposed response to deficiencies. 

If you would like to throw the LB flag, FDA has several criteria that should be met before you submit your 
request: 

• You should have tried to address your concern by discussing it with Division management before 
attempting to throw the LB flag. This discussion with Division management may take place as part of 
a teleconference (such as the voluntary teleconference held within 10 days following transmission of 
an Additional Information letter to clarify deficiencies), email, or a Q-Submission Submission Issue 
Request. 

Page 4 of 5 
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K200167 - Soraya King Page 4 

• Your flag should generally be limited to two topic areas. Topic areas are common premarket review 
deficiency categories that apply to many device types across multiple reviewing Divisions. Examples 
of topic areas include biocompatibility, sterility, reprocessing, software, electromagnetic 
compatibility, wireless, electrical safety, clinical, and non-clinical performance testing. 

• If you would like to discuss issues pertaining to more than two topic areas, you should contact 
51 OK Program(@,fda.hhs.gov for more information. 

• You should throw the LB flag within 60 calendar days of the date that FDA sent the deficiency letter. 

Upon meeting the criteria, you should send a short email (e.g., 1-2 page) that includes: 1) a summary of the 
deficiencies under disagreement, 2) a summary ofrelevant communications with Division management, and 
3) a proposed path forward. The LB flag should be sent to the lead reviewer and their Assistance Director. 
You should also copy 51 OK Program(a),fda.hhs.gov on your LB flag email request. Within two business days 
of your email, your request will be acknowledged by the reviewing Division. If you do not meet the criteria 
for the LB flag, you will be notified in this acknowledgement email. 

Your LB flag should contain sufficient information to determine whether the deficiency letter was not least 
burdensome, or you are being held to a different standard than your predicate device. FDA may request a 
phone call with you to discuss your concern further and intends to communicate feedback from Division 
management on LB flags through email no later than 21 calendar days of their receipt. Please note that the 
LB flag does not change the deadline for your response to the Document Control Center. If you have any 
questions, please contact 51 OK Program(a),fda.hhs.gov. 

Page 5 of 5 
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K200167 
Z-Medica, LLC 
Trade/Device Name: QuikClot Control+ 
Contact Name: Soraya King 

This document is being communicated via e-mail as an attachment. The date on which FDA sent this e-mail 
is the official date of this correspondence. 

We have reviewed your submission K200167 and have determined that additional information is required. 
Your file is being placed on hold pending a complete response to the attached deficiencies. 

Please submit your response, referencing the submission number K200167 to: 

U.S. Food and Drug Administration 
Center for Devices and Radiological Health 
Document Control Center - WO66-G609 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 

Please refer to the eCopy guidance at https://www.fda.gov/media/83522/download for current information on 
eCopy requirements. 

Your response is due within 180 days from the date of this request, which is the hold date plus 180 days. If a 
complete response is not received in CDRH's Document Control Center by this date, we will consider this 
submission to be withdrawn, and we will delete it from our review system. 

You may not market this device until you have received a letter from FDA allowing you to do so. If you 
market the device without FDA clearance, you will be in violation of the Federal Food, Drug, and Cosmetic 
Act. 

If you would like a meeting or teleconference with the review team and management to discuss your planned 
approach for responding to the attached deficiencies, please submit your request for feedback as a 
Submission Issue Q-Submission (Q-Sub ). Please note that a Submission Issue Q-Sub does not take the place 
of a formal response to this email notification. As noted above, FDA will consider this submission to be 
withdrawn if FDA does not receive, in a submission to the Document Control Center, a complete response to 
all of the attached deficiencies within 180 calendar days of the date of this request. 

This request for additional information has undergone supervisory review to ensure that the deficiencies 
cited are least burdensome and relevant to the marketing decision. Please see the revised guidance 
"Developing and Responding to Deficiencies in Accordance with the Least Burdensome Provisions" issued 

U.S. Food & DrU£1 Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 

wwwJda.gpv 
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K200167 - Soraya King Page 2 

on September 29, 2017 (https://www.fda.gov/media/71735/download) for clarification regarding major and 
minor deficiencies. 

MAJOR DEFICIENCY LIST 
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K200167 - Soraya King Page 3 

FDA is offering a teleconference within 10 calendar days from the date on this letter to address any 
clarification questions you may have pertaining to the deficiencies. If you are interested in a teleconference, 
please provide (1) proposed dates and (2) a list of your clarification questions via email at least 48 hours 
before the teleconference to the lead reviewer assigned to your submission. We would like to emphasize that 
the purpose of the meeting is to address specific clarification questions. The teleconference is not intended 
for review of new information, test methods or data; these types of questions could be better addressed via a 
Submission Issue Q-Submission (Q-Sub ). For additional information regarding Q-Subs, please refer to the 
Guidance for Industry and FDA Staff on Medical Devices: Requests for Feedback and Meetings for Medical 
Device Submissions at https://v.1ww.fda.gov/media/114034/download. 

Least Burdensome (LB) FJag 
The LB flag is an approach to allow 51 0(k) submitters the opportunity for the informal review by or on 
behalf of Division management of an issue raised in an FDA request for additional information (i.e., a 
deficiency letter). The goal of the LB flag is to quickly address FDA requests that submitters do not believe 
are least burdensome or when submitters believe they are being held to a different standard than their legally 
marketed predicate device. The LB flag is not intended to clarify deficiencies, is not an appeal under 21 CFR 
10.75, and is not intended to provide a review of a proposed response to deficiencies. 

If you would like to throw the LB flag, FDA has several criteria that should be met before you submit your 
request: 

• You should have tried to address your concern by discussing it with Division management before 
attempting to throw the LB flag. This discussion with Division management may take place as part of 
a teleconference (such as the voluntary teleconference held within 10 days following transmission of 
an Additional Information letter to clarify deficiencies), email, or a Q-Submission Submission Issue 
Request. 
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K200167 - Soraya King Page 4 

• Your flag should generally be limited to two topic areas. Topic areas are common premarket review 
deficiency categories that apply to many device types across multiple reviewing Divisions. Examples 
of topic areas include biocompatibility, sterility, reprocessing, software, electromagnetic 
compatibility, wireless, electrical safety, clinical, and non-clinical performance testing. 

• If you would like to discuss issues pertaining to more than two topic areas, you should contact 
51 OK Program(@,fda.hhs.gov for more information. 

• You should throw the LB flag within 60 calendar days of the date that FDA sent the deficiency letter. 

Upon meeting the criteria, you should send a short email (e.g., 1-2 page) that includes: 1) a summary of the 
deficiencies under disagreement, 2) a summary ofrelevant communications with Division management, and 
3) a proposed path forward. The LB flag should be sent to the lead reviewer and their Assistance Director. 
You should also copy 51 OK Program(a),fda.hhs.gov on your LB flag email request. Within two business days 
of your email, your request will be acknowledged by the reviewing Division. If you do not meet the criteria 
for the LB flag, you will be notified in this acknowledgement email. 

Your LB flag should contain sufficient information to determine whether the deficiency letter was not least 
burdensome, or you are being held to a different standard than your predicate device. FDA may request a 
phone call with you to discuss your concern further and intends to communicate feedback from Division 
management on LB flags through email no later than 21 calendar days of their receipt. Please note that the 
LB flag does not change the deadline for your response to the Document Control Center. If you have any 
questions, please contact 51 OK Program(a),fda.hhs.gov. 
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From: 
To: 
Cc: 
Subject: 
Date: 

Zhao, Liqun 

Panquluri. Ramesh K 

Qian, Bifenq; Claverie. Elizabeth F; Murray III . Clarence 
K200167/S001 Biocompatibility Consult 

Wednesday, April 08, 2020 12:34:38 PM 

Hi Kap i I, ,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·a 
The information provided in the K200167 /S001 is sufficient to address thel_ ___________________ (b )(4) ____________________ : 

raised in AINN letter, I do not have outstanding concerns. Please let me know if you have any 

questions. 

AINN Deficiency: 

Sponsor's Response: 

Thanks, 
Liqun 
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-MEDI 

26 March 2020 

U.S. Food and Drug Administration 
Center for Device and Radiological Health 
Document MaH Center W066-G609 
Office of Device Evaluation 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 

Attention: Ramesh Kapil Panguluri, Ph.D., Lead Reviewer, Office of Surgical and 
tnfectlon Control Devices {OHT4). 

FDAJC.DFlHJDCC 

MAR 27 ·2020 

RECEIVED 

Re: 510(k) #K200167 - QuikClot Control+® Hemostatic Dressing Une Extension 
for Additional Size Offering, Z•Medica LCC's Response to FOA's Additional 
Information Request. 

Dear Dr. Panguluri_. 

Enclosed please find the response to FDA's additional information email request dated 24 March 
2020 for Z-Medica's 501(k) #K200167. We believe the responses address aH of the additional 
information and clarification requested , A copy of the request is included with this response. The 
responses are structured where the FDA's questions are listed first and italicized followed by z­
Medica·'s clarification. 

Z-Medica., LLC is providing one (1} ecopy of this submission with this signed cover letter as per the 
eCopy Program for Medical Device Submissions: Guidance for Industry and Food and Drug 
Administration Staff dated 16 December 2019, The signed cover letter is the only paper document 
included with this submission. All supporting information, to include an ecopy of the signed cover 
letter., are included in the USB drive. The additional information and clarification contains 
methods, data, and analysis of these data which Z-Medica, LLC considers Trade Secret, 
commercially privileged and confidential to Z-Medica, LLC. In accordance with 21 CFR §20.61, this 
information is not disdosable to the public as per the Freedom of Information (FOi} Act. 

Than!< you in advance for the review of this submission . 

. J3.e.s.rtectfo!Jv..s.u.bmJttiflf!_._._ .. ,,.wc:,::._._._._., 

i (b)(6) ! 
'soraya-King ·-·-·----·-·-·-·----·-·-·-·----·-·-·-· 

Director_, Regulatory Affairs 
Z-Medica, LlC 
Ce!H (b)(6) : '-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
Office.: 203·774-7922 

4 Fsirl'ield Blvd. \NalHngford, CT USA 06.492 Toll Fre(t{+ l) 877 •75D ·0504 I Main(+ 1) 203-294-0000 
F;1x(+·1) 800~343 -8656 
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K.200167 
Z-Medica, LLC 
Trade/Device Name: QuikClot Control+ 
Contact Name: Soraya King 

Build Correspondence Convert to PDF 

This document is being communicated via e-mail as an attachment. The date on which FDA sent this e-mail 
is the official date of this correspondence. 

We have reviewed your submission K200167 and have detem1ined that additional information is required. 
Your file is being placed on hold pending a complete response to the attached deficiencies. 

Please submit your response, referencing the submission number K.200167 to: 

U.S. Food and Drug Administration 
Center for Devices and Radiological Health 
Document Control Center - WO66-G609 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 

Please refer to the eCopy guidance at https://www.fda.gov/media/83522/download for current information on 
eCopy requirements. 

Your response is due within 180 days from the date of this request, which is the hold date plus 180 days. If a 
complete response is not received in CDRH's Document Control Center by this date, we will consider this 
submission to be withdrawn, and we will delete it from our review system. 

You may not market this device until you have received a letter from FDA allowing you to do so. If you 
market the device without FDA clearance, you will be in violation of the Federal Food, Drug, and Cosmetic 
Act. 

If you would like a meeting or teleconference with the review team and management to discuss your planned 
approach for responding to the attached deficiencies, please submit your request for feedback as a 
Submission Issue Q-Submission (Q-Sub ). Please note that a Submission Issue Q-Sub does not take the place 
of a formal response to this email notification. As noted above, FDA will consider this submission to be 
withdrawn if FDA does not receive, in a submission to the Document Control Center, a complete response to 
all of the attached deficiencies within 180 calendar days of the date of this request. 

This request for additional information has undergone supervisory review to ensure that the deficiencies 
cited are least burdensome and relevant to the marketing decision. Please see the revised guidance 
"Developing and Responding to Deficiencies in Accordance with the Least Burdensome Provisions" issued 

U.S. Food & Drug Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 
www.fda.gov 
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on September 29, 2017 (https://www.fda.gov/media/71735/download) for clarification regarding major and 
minor deficiencies. 

MAJOR DEFICIENCY LIST 
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FDA is offering a teleconference within l O calendar days from the date on this letter to address any 
clarification questions you may have pertaining to the deficiencies. If you are interested in a teleconference, 
please provide ( 1) proposed dates and (2) a list of your clarification questions via email at least 48 hours 
before the teleconference to the lead reviewer assigned to your submission. We would like to emphasize that 
the purpose of the meeting is to address specific clarification questions. The teleconference is not intended 
for review of new information, test methods or data; these types of questions could be better addressed via a 
Submission Issue Q-Submission (Q-Sub ). For additional information regarding Q-Subs, please refer to the 
Guidance for Industry and FDA Staff on Medical Devices: Requests for Feedback and Meetings for Medical 
Device Submissions at https://www.fda.gov/media/114034/download. 

Least Burdensome (LB) Flag 
The LB flag is an approach to allow 51 O(k) submitters the opportunity for the infom1al review by or on 
behalf of Division management of an issue raised in an FDA request for additional information (i.e., a 
deficiency letter). The goal of the LB flag is to quickly address FDA requests that submitters do not believe 
are least burdensome or when submitters believe they are being held to a different standard than their legally 
marketed predicate device. The LB flag is not intended to clarify deficiencies, is not an appeal under 21 CFR 
10.75, and is not intended to provide a review of a proposed response to deficiencies. 

If you would like to throw the LB flag, FDA has several criteria that should be met before you submit your 
request: 

• You should have tried to address your concern by discussing it with Division management before 
attempting to throw the LB flag. This discussion with Division management may take place as part of 
a teleconference ( such as the voluntary teleconference held within 10 days following transmission of 
an Additional Information letter to clarify deficiencies), email, or a Q-Submission Submission Issue 
Request. 
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• Your flag should generally be limited to two topic areas. Topic areas are common premarket review 
deficiency categories that apply to many device types across multiple reviewing Divisions. Examples 
of topic areas include biocompatibility, sterility, reprocessing, software, electromagnetic 
compatibility, wireless, electrical safety, clinical, and non-clinical performance testing. 

• If you would like to discuss issues pertaining to more than two topic areas, you should contact 
51 OK_ Program@fda.hhs.gov for more information. 

• You should throw the LB flag within 60 calendar days of the date that FDA sent the deficiency letter. 

Upon meeting the criteria, you should send a short email (e.g., 1-2 page) that includes: 1) a summary of the 
deficiencies under disagreement, 2) a summary ofrelevant communications with Division management, and 
3) a proposed path forward. The LB flag should be sent to the lead reviewer and their Assistance Director. 
You should also copy 510K_Program@fda.hhs.gov on your LB flag email request. Within two business days 
of your email, your request will be acknowledged by the reviewing Division. If you do not meet the criteria 
for the LB flag, you will be notified in this acknowledgement email. 

Your LB flag should contain sufficient information to determine whether the deficiency letter was not least 
burdensome, or you are being held to a different standard than your predicate device. FDA may request a 
phone call with you to discuss your concern further and intends to communicate feedback from Division 
management on LB flags through email no later than 21 calendar days of their receipt. Please note that the 
LB flag does not change the deadline for your response to the Document Control Center. If you have any 
questions, please contact 5l0K_Program@fda.hhs.gov. 
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Z-Medica, LLC 
Soraya King 
Director, Regulatory Affairs 
4 Fairfield Boulevard 
Wallingford, Connecticut 06492 

Re: K200167 
Trade/Device Name: QuikClot Control+ 
Regulation Number: 21 CFR 878.4454 

April 23, 2020 

Regulation Name: Non-Absorbable, Hemostatic Gauze For Temporary Internal Use 
Regulatory Class: Class II 
Product Code: POD 
Dated: March 26, 2020 
Received: March 27, 2020 

Dear Soraya King: 

We have reviewed your Section 51 0(k) premarket notification of intent to market the device referenced 
above and have determined the device is substantially equivalent (for the indications for use stated in the 
enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the 
enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance 
with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a 
premarket approval application (PMA). You may, therefore, market the device, subject to the general 
controls provisions of the Act. Although this letter refers to your product as a device, please be aware that 
some cleared products may instead be combination products. The 510(k) Premarket Notification Database 
located at https:/ /www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfomn/pmn.cfrn identifies combination 
product submissions. The general controls provisions of the Act include requirements for annual registration, 
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. Please note: CDRH does not evaluate information related to contract liability warranties. We 
remind you, however, that device labeling must be truthful and not misleading. 

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it may be 
subject to additional controls. Existing major regulations affecting your device can be found in the Code of 
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements 
concerning your device in the Federal Register. 

Please be advised that FD A's issuance of a substantial equivalence determination does not mean that FDA 
has made a determination that your device complies with other requirements of the Act or any Federal 
statutes and regulations administered by other Federal agencies. You must comply with all the Act's 
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part 
801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 803) for 

U.S. Food & DrU£1 Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 

wwwJda.gpv 
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devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see 
https ://www.fda.gov/ combination-products/ guidance-regulatory-in formation/postmarketing-safety-reporting­
combinati on-products); good manufacturing practice requirements as set forth in the quality systems (QS) 
regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR 4, Subpart A) for 
combination products; and, if applicable, the electronic product radiation control provisions (Sections 531-
542 of the Act); 21 CFR 1000-1050. 

Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part 
803 ), please go to https://www .f da. gov/medical-devices/medical-device-safety/medical-device-repmting:: 
mdr-how-report-medical-device-problems. 

For comprehensive regulatory information about medical devices and radiation-emitting products, including 
information about labeling regulations, please see Device Advice (https://www.fda.gov/medical-
devi ces/ device-advi ce-compre hensi ve-regulatory-assistance) and CD RH Learn 
(https://www. f da. gov /training-and-continuing-education/ cdrh-leam). Additionally, you may contact the 
Division oflndustry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See 
the DI CE website (https://www.fda.gov/medical-devices/ device-advice-comprehensive-regulatory­
assistance/ contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE 
by email (DICE(@,fda.hhs.gov) or phone ( 1-800-638-2041 or 301-796-7100). 

Enclosure 

Sincerely, 

Cindy Chowdhury -5 
Cindy Chowdhury, Ph.D., M.B.A. 
Acting Assistant Director 
DHT4B: Division oflnfection Control 

and Plastic Surgery Devices 
OHT4: Office of Surgical 

and Infection Control Devices 
Office of Product Evaluation and Quality 
Center for Devices and Radiological Health 
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Section 4: Indications for Use Statement 

DEPARTMENT OF HEAL TH AND HUMAN SERVICES 
Food and Drug Administration 

51 0(k) Number {if.known) 

K.200167 

Device Name 

Indications for Use 

QuickClot Control+® Hemos!atk Dressing 

Indications for Use (Describe) 

Form Approved: 0MB No. 0910.0120 

Expiration Date: 06/3012020 

See PRA Statement below. 

QuickClot Ccmtrol+:E) Hemostatic Dressing is indicated for temporary control of internal organ space bleeding for patients 
displaying class In or class IV bleeding, It may ahm be used for control of severely bleeding wounds suCh as surgical 
wounds and traumatic, injuries. 

Type of Use (Select one or hath, as applicable) 

~ Prescription Use (Part 2i CFR 801 Subpart D) D Over~ The-Counter Use {21 CFR 801 Subpart C) 

CONTINUE ON A SEPARATE PAGE IF NEEDED. 

This section applies only to requirements. of the Paperwork Reduction Act of 1995. 

"'DO NOT SEND YOUR COMPLETE:O FORM TO THE PR.A STAFF EMAIL ADDRESS BELOW.* 

The burden time for this coUection of information is estimated to average 79 hours per response, Including the 
time to review ins!ructions, search existing data sources, gather and maintain the data needed and complete 
and review the collection of information, Send comments regarding this burden estimate or any other aspect 
of this Information collection, including suggestions for reducing this burden, to: 

Department of Health and Human Services 
Food and Drug Admlnlslration 
Office of Chief Information Officer 
Paperwork Reduction Act (PRA) Staff 
PRASteff@fda,hhs.gov 

"An agency may not conduct or sponsor, and a person is not required to respond to, a coifection of 
information unless ft displays a currently valid 0MB number," 

FORM FDA 3881 (7/17) Page 1 of 1 
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510(k) Summary 
Z-Medica, LLC QuikClot Control+® Hemostatic Dressing - Line Extension 

K200167 
Page 1 of 3 

SECTION 5: Sl0{k) SUMMARY (K200167) 

510(k) Number: 

Submitter: 

Contact Person: 

Preparation Date: 

Trade/Device Name: 

Regulatory Description 
and Classification: 

Predicate Device: 

Reference Device: 

Indications for Use: 

Device Description: 

Special Controls: 

Mechanism of Action: 

Z-Medica, LLC 
4 Fairfield Boulevard 

Wallingford, CT 06492 

Soraya King, Director Regulatory Affairs 

21 January 2020 

QuikClot Control+® Hemostatic Dressing 

Common Name: Temporary, Internal Use Hemostatic Wound Dressing 
Generic Name: Non-absorbable, hemostatic gauze for temporary 

internal use. 
Device Classification: Class II 

Regulation Number: 21 CFR §878.4454 
Product Code: POD 

Z-Medica, LLC QuikClot Control+® Hemostatic Dressing (DEN160012, 

cleared as D2 Dressing) 

Z-Medica, LLC QuikClot Control+® Hemostatic Dressing (K140757, 

cleared as D2 Dressing) 

QuikClot Control+® Hemostatic Dressing is indicated for temporary 

control of internal organ space bleeding for patients displaying class Ill 

or class IV bleeding. It may also be used for control of severely bleeding 

wounds such as surgical wounds and traumatic injuries. 

QuikClot Control+® Hemostatic Dressing is a prescription use non­

absorbable device containing kaolin (hemostatic agent) bound to gauze. 
The hemostatic dressings are x-ray detectable and are provided as a 
single-use sterile device available in various sizes. The device is available 

in single or multipacks. 

Device complies with the requirements as per 21 CFR 878.4454 for non­
absorbable, hemostatic gauze for temporary internal use. 

The QuikClot Control+® Hemostatic Dressings are packed into or on the 

wound and pressure is applied. Pressure is maintained until the 
bleeding is controlled and may be left in place up to 48 hours. More 
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Z-Medica, LLC QuikClot Control+® Hemostatic Dressing - Line Extension 

K200167 
Page 2 of 3 

Summary of Technological 
Characteristics: 

Performance Testing: 

than one QuikClot Control+® hemostatic dressing can be used. 

Hemostasis is achieved through the activity of the hemostatic agent 
kaolin bound to the gauze in conjunction with compression. 

The fundamental scientific and technological characteristics of the 
modified device are identical to the predicate (DEN160012). The key 
characteristics are as follows: 

• Mechanism of Action 

• Materials of Construction 

• Formulation 

• Packaging Materials 

• Sterilization Method 

• Performance Specifications 

• Indications/Intended Uses 

The QuikClot Control+® Hemostatic Dressing complies with the special 

controls identified in 21 CFR 878.4454. All of the size offerings are the 

manufactured with the same exact materials and formulation. The 
device meets the following performance specifications: 

• Biocompatibility as per ISO 10993-1 for a device with prolonged 

patient contact duration (>24 hours to 30 days) for external 

communicating device with tissue/bone/dentin contact. 

o Cytotoxicity (L929 Neutral Red Uptake Method) 

o Irritation (lntracutaneous Injection) 

o Sensitization (Guinea Pig Maximization Sensitization Test) 

o Systemic Injection (Intravenous Injection and lntraperitoneal 

Injection -Acute Systemic Toxicity) 

o Implantation (Rabbit Implantation Tests - Tissue, Muscle, 

and Bone) 

• 4-week implantation study in subcutaneous tissue 

• 1-week implantation study in muscle 

• 4-week implantation study in muscle 

• 4-week implantation study in bone 
11 8-week implantation study in bone 

o Genotoxicity 
11 Salmonella Typhimurium and Escherichia Coli 

Reverse Mutation Assay 
11 Chromosomal Aberration Study in Mammalian Cells 
11 Peripheral Blood Micronucleus Study in Mouse 

o Additional Supporting Tests 
11 Carcinogenicity (Clonal Transformation Assay using 

SHE Cells for 7-days 

" Repeat Exposure System Toxicity for Kaolin (6-

month animal survival study, custom test) 
11 Systemic Intravenous Injection for Kaolin Extract 

• Systemic lntraperitoneal Injection for Kaolin Extract 
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Conclusion 

510(k) Summary 
Z-Medica, LLC QuikClot Control+® Hemostatic Dressing - Line Extension 

" Pyrogen Test 

• X-Ray Detectable Material - meets required specifications. 

K200167 
Page 3 of 3 

• Bench - the device meets the required specifications and 
acceptance criteria for tensile strength, elongation, clotting, and 
kaolin release. 

• Preclinical Animal Study- Three GLP large animal (swine), to include 
a survival model, and one non-GLP study demonstrated the safety 
and effectiveness of QuikClot Control+. The studies included 
assessments such as hemostasis. In addition to hemostasis 
assessments, the animal survival study also conducted evaluations 

for blood chemistry (hematology, serum, coagulation), and 
macroscopic and microscopic tissue/organ examinations (adhesion, 

thromboembolism, kaolin migration). The cumulative animal study 

results support the substantial equivalence of the device. 

• Stability- testing supports a 39-month expiration date. 

The subject devices are identical to the predicate in terms of materials of 

construction, hemostatic agent used, mode of operation, scientific 
technological characteristics, indications for use and intended uses. 
Same as the predicate device, the new size options will be provided 
sterile utilizing existing validated packaging systems. The additional size 

offerings do not raise new types of questions of safety and effectiveness 
and is substantially equivalent to the predicate device. 
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510(k) Summary 
Z-Medica, LLC QuikClot Control+® Hemostatic Dressing - Line Extension 

SECTION 5: SlO(k) SUMMARY 

510(k) Number: 

Submitter: 

Contact Person: 

Preparation Date: 

Trade/Device Name: 

Regulatory Description 
and Classification: 

Predicate Device: 

Reference Device: 

Indications for Use: 

Device Description: 

Special Controls: 

Mechanism of Action: 

Z-Medica, LLC 

4 Fairfield Boulevard 
Wallingford, CT 06492 

Soraya King, Director Regulatory Affairs 

21 January 2020 

QuikClot Control+® Hemostatic Dressing 

Common Name: Temporary, Internal Use Hemostatic Wound Dressing 
Generic Name: Non-absorbable, hemostatic gauze for temporary 

internal use. 
Device Classification: Class II 
Regulation Number: 21 CFR §878.4454 

Product Code: POD 

Z-Medica, LLC QuikClot Control+® Hemostatic Dressing (DEN160012, 

cleared as D2 Dressing) 

Z-Medica, LLC QuikClot Control+® Hemostatic Dressing (K140757, 

cleared as D2 Dressing) 

QuikClot Control+® Hemostatic Dressing is indicated for temporary 

control of internal organ space bleeding for patients displaying class Ill 
or class IV bleeding. It may also be used for control of severely bleeding 

wounds such as surgical wounds and traumatic injuries. 

QuikClot Control+® Hemostatic Dressing is a prescription use non­

absorbable device containing kaolin (hemostatic agent) bound to gauze. 
The hemostatic dressings are x-ray detectable and are provided as a 
single-use sterile device available in various sizes. The device is available 

in single or multipacks. 

Device complies with the requirements as per 21 CFR 878.4454 for non­

absorbable, hemostatic gauze for temporary internal use. 

The QuikClot Control+® Hemostatic Dressings are packed into or on the 

wound and pressure is applied. Pressure is maintained until the 

bleeding is controlled and may be left in place up to 48 hours. More 

Page 1 of 3 
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510(k) Summary 
Z-Medica, LLC QuikClot Control+® Hemostatic Dressing - Line Extension 

Summary of Technological 
Characteristics: 

Performance Testing: 

than one QuikClot Control+® hemostatic dressing can be used. 

Hemostasis is achieved through the activity of the hemostatic agent 
kaolin bound to the gauze in conjunction with compression. 

The fundamental scientific and technological characteristics of the 
modified device are identical to the predicate (DEN160012). The key 
characteristics are as follows: 

• Mechanism of Action 

• Materials of Construction 

• Formulation 

• Packaging Materials 

• Sterilization Method 

• Performance Specifications 

• Indications/Intended Uses 

The QuikClot Control+® Hemostatic Dressing complies with the special 

controls identified in 21 CFR 878.4454. All of the size offerings are the 

manufactured with the same exact materials and formulation. The 
device meets the following performance specifications: 

• Biocompatibility as per ISO 10993-1 for a device with prolonged 

patient contact duration (>24 hours to 30 days) for external 
communicating device with tissue/bone/dentin contact. 

o Cytotoxicity (L929 Neutral Red Uptake Method) 

o Irritation (lntracutaneous Injection) 

o Sensitization (Guinea Pig Maximization Sensitization Test) 

o Systemic Injection (Intravenous Injection and lntraperitoneal 

Injection - Acute Systemic Toxicity) 

o Implantation (Rabbit Implantation Tests - Tissue, Muscle, 

and Bone) 

■ 4-week implantation study in subcutaneous tissue 

■ 1-week implantation study in muscle 

■ 4-week implantation study in muscle 

■ 4-week implantation study in bone 

■ 8-week implantation study in bone 

o Genotoxicity 

■ Salmonella Typhimurium and Escherichia Coli 

Reverse Mutation Assay 

■ Chromosomal Aberration Study in Mammalian Cells 

■ Peripheral Blood Micronucleus Study in Mouse 

o Additional Supporting Tests 

■ Carcinogenicity (Clonal Transformation Assay using 

SHE Cells for 7-days 

■ Repeat Exposure System Toxicity for Kaolin (6-

month animal survival study, custom test) 

■ Systemic Intravenous Injection for Kaolin Extract 

■ Systemic lntraperitoneal Injection for Kaolin Extract 

Page 2 of 3 
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Conclusion 

510(k) Summary 
Z-Medica, LLC QuikClot Control+® Hemostatic Dressing - Line Extension 

■ Pyrogen Test 

• X-Ray Detectable Material - meets required specifications. 

• Bench - the device meets the required specifications and 
acceptance criteria for tensile strength, elongation, clotting, and 
kaolin release. 

• Preclinical Animal Study - Three GLP large animal (swine), to include 

a survival model, and one non-GLP study demonstrated the safety 
and effectiveness of QuikClot Control+. The studies included 
assessments such as hemostasis. In addition to hemostasis 
assessments, the animal survival study also conducted evaluations 

for blood chemistry (hematology, serum, coagulation), and 
macroscopic and microscopic tissue/organ examinations (adhesion, 

thromboembolism, kaolin migration). The cumulative animal study 
results support the safety and efficacy of the device. 

• Stability - testing supports a 39-month expiration date. 

The subject devices are identical to the predicate in terms of materials of 

construction, hemostatic agent used, mode of operation, scientific 
technological characteristics, indications for use and intended uses. 
Same as the predicate device, the new size options will be provided 
sterile utilizing existing validated packaging systems. The additional size 
offerings do not raise new types of questions of safety and effectiveness 
and is substantially equivalent to the predicate device. 

Page 3 of 3 

Records processed under FOIA Request 2023-9460; Released by CDRH on 04-09-2024

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



Z-Medica, LLC QuikClot Control+® Hemostatic Dressing - Line Extension 
Traditional 510(1<) 

SECTION 12: SUMMARY OF DEVICE TESTING 

A. Performance Testing - Bench 

All existing product specifications and performance criteria remain the same (refer to Tables 1-3). :_(b)(4)i 

! _____________________________________________________________________________________________ { b) { 4) --------------------------------------------------------------------------------------------___] 
i_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ( b) ( 4) ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ] Reg a rd I es s of 
the design (loop, size, plies, sewn, folded, pad, z-fold), both the subject and predicate devices undergo 

the sam( ________ __(b)(4) ·-·-·-·-·___:As such, the established product specification and performance criteria apply 

to the new configuration options. 

B. Biocompatibility Testing 
The biocompatibility results used to support clearance of the predicate device (DEN160012) also remain 

applicable. The subject device does not represent a new worse case configuration for biocompatibility 

as it does not contain any new material types than the predicate devices. Refer to Table 4 below. 

Table 4: Material Comparison of Predicate and Subject Devices 

1" x 1", 3 ply 
4" x 2", 6 ply/10 

ply 
4" x 6", 6 ply/10 ply 

4" X 8", 6 -10 
plies 

QuikClot Control+® is categorized as an externally communicating medical device that comes in contact 

with tissue/bone/dentin for >24 hours to 30 days as per ISO 10993-1, Biological Evaluation of Medical 

Page 1 of 5 

4" x 12", 9 ply 
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Z-Medica, LLC QuikClot Control+® Hemostatic Dressing - Line Extension 
Traditional 510(k) 

Devices - Part 1: Evaluation and Testing Within a Risk Management Process. The biocompatibility data 

submitted with DEN160012 supported this classification and met all applicable requirements for the 

following parameter: 

• Cytotoxicity (L929 Neutral Red Uptake Method) 

• Irritation (lntracutaneous Injection) 

• Sensitization (Guinea Pig Maximization Sensitization Test) 

• Systemic Injection (Intravenous Injection and lntraperitoneal Injection -Acute Systemic Toxicity) 

• Implantation (Rabbit Implantation Tests -Tissue, Muscle, and Bone) 

o 4-week implantation study in subcutaneous tissue 

o 1-week implantation study in muscle 

o 4-week implantation study in muscle 

o 4-week implantation study in bone 

o 8-week implantation study in bone 

• Genotoxicity 

o Salmonella Typhimurium and Escherichia Coli Reverse Mutation Assay 

o Chromosomal Aberration Study in Mammalian Cells 

o Peripheral Blood Micronucleus Study in Mouse 

• Additional Tests - Not required but executed to support clearance of the predicate device 

(DEN160012) 

o Carcinogenicity (Clonal Transformation Assay using SHE Cells for 7-days 

o Repeat Exposure System Toxicity (28-day daily intraperitoneal dose of kaolin, custom 

test) 

o Systemic Intravenous Injection for Kaolin Extract 

o Systemic lntraperitoneal Injection for Kaolin Extract 
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Z-Medica, LLC QuikClot Control+® Hemostatic Dressing - Line Extension 
Traditional 510(1<) 

C. Performance Testing - Animal 

In addition to the animal testing conducted for biocompatibility assessments, preclinical animal studies 

were performed and previously executed studies were leveraged to support clearance of the predicate 

device (DEN160012). Refer to Table 5 for a list of the studies. In particular, large animal (swine) survival 

studyl ____ __(b)(4) ___ ___:evaluated the safety and efficacy of QuikClot Control+® in comparison to standard 

gauze. l ______________________________________________ (b)(4) ______________________________________________ i 

1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-{6"f (4r·-·-·-·-·-·-·-·-·-·-·-(-~;(~)-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-] ___ Al I_ analysis _and _res u I ts [ )b )( 4 t,; 
~-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•I 

l__·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ( b )( 4) -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-.J we re com para b I e 
between the control (standard gauze) and QuikClot Control+®. 

All of the previously executed preclinical animal studies results remain relevant to the subject device. 

Table 5: Pre-Clinical Animal Studies Evaluating the Safety & Effectiveness of Z-Medica's Kaolin-Based 
Products 

{b){4) 

GLP Acute Hemostatic 

Evaluation Study of the Efficacy 

of D2 Hemostatic Dressing in the 

Swine Model 

GLP Acute Hemostasis Study in 

the Porcine Femoral Artery 

Injury Model 

GLP Hemostatic Evaluation 

Study of the Safety of Prototype 

Hemostatic Dressings in the 

Swine Model 

Kaolin-based hemostatic 

dressing improves hemorrhage 
control from a penetrating 

inferior vena cava injury in 
coagulopathic swine. J Trauma 

Page 3 of 5 

510(1<) K147057 

and 

DEN160012 

510(1<) K147057 

and 

DEN160012 

DEN160012 

DEN160012 

Records processed under FOIA Request 2023-9460; Released by CDRH on 04-09-2024

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



Z-Medica, LLC QuikClot Control+® Hemostatic Dressing - Line Extension 
Traditional 510(1<) 

{b){4) 
Acute Care Surg. 2017; (183)(1) : 
71-76. 

D. Performance Testing - Clinical 

Not Applicable. As in the predicate device clearance (DEN160012) clinical testing is not required. 

E. Software 

Not applicable. QuikClot Control+® does not incorporate software or interfaces with software systems. 
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Z-Medica, LLC QuikClot Control+® Hemostatic Dressing - Line Extension 
Traditional 510(k) 

F. Electrical Safety and Electromagnetic Compatibility 

Not Applicable. QuikClot Control+® does not use or contain electronics. 
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From: 
Sent: 

Stephens, Nicholas* [Nicholas.Stephens@fda.hhs.gov] 
1/23/2020 4:50:08 PM 

To: sking@z-medica.com 
Subject: K200167 eCopy Hold Notification 
Attachments: ECopy Hold letter K200167.pdf; ECopy Hold Att K200167.pdf 
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U.S. fOOO & O~UG 
ADMINISTRATION 

eCopy Hold Letter 

1/23/2020 

Soraya King, Director, Regulatory Affairs 
Z-Medica, LLC 
4 Fairfield Boulevard 
Wallingford, CT 06492 
UNITED STATES 

Dear Soraya King: 

The Center for Devices and Radiological Health (CDRH) of the Food and Drug Administration 
(FDA) has received your submission. This submission has been assigned the unique document 
control number below. Failure to reference this assigned number in future correspondence may 
result in processing delays. 

Submission Number: K200167 
Received: 1/23/2020 
Applicant: Z-Medica, LLC 
Device: QuikClot Control+ 

The Federal Food, Drug, and Cosmetic Act (the Act), as amended by section 1136 of the Food 
and Drug Administration Safety and Innovation Act (FDASIA), authorizes FDA to require an 
electronic copy ( eCopy) for certain types of submissions. You have received this letter 
because you have either not provided an eCopy or you provided an eCopy that failed the 
loading process because it did not meet the technical standards. If you provided an eCopy 
that failed the loading process, then please see the attached document that identifies all reasons 
for the failure that need to be addressed. To understand the reasons for your eCopy failure, 
please ref er to the eCopy guidance document, "eCopy Program for Medical Device 
Submissions" at 
http://www. fda. gov/ down 1 oads/M edical Devi ces/DeviceRegulati onandGuidance/ 
GuidanceDocuments/UCM3 l 3 794.pdf. 

Please write the specific submission number identified above AND "Replacement eCopy" 
directly on the CD ( or other media) and send that with a paper copy of your cover letter ( revised 
if applicable) to the CDRH Document Control Center (DCC) at the address below. 

U.S. Food & Drug Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 
www.fda.gov 
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Page 2 - Soraya King 

Food and Drug Administration 
Center for Devices and Radiological Health 
Document Control Center - WO66-G609 
10903 New Hampshire A venue 
Silver Spring, MD 20993-0002 

You should provide the complete content for the document, not just the corrected files or folders, 
in your replacement eCopy. When your Replacement eCopy has been received and been 
verified as a valid eCopy, review of this submission will start as of that date. 

If you have any questions concerning this letter, please contact the eCopy Program Coordinators 
at (240) 402-3717 or at CDRH-eCopyinfo@fda.hhs.gov. 

Sincerely yours, 

Center for Devices and Radiological Health 

Attachment 
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Attachment 

The list below identifies the reason(s) why your eCopy failed FDA's eCopy validation process. All 
of these items need to be addressed or your eCopy will not pass the validation process. 

,-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

Pa 
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~ 

.-MEDI CA. 

26 March 2020 

U.S. Food and Drug Administration 

Center for Device and Radiological Health 
Document Mail Center W066-G609 
Office of Device Evaluation 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 

Attention: Ramesh KapH Panguluri, Ph.D., Lead Reviewer, Office of Surgical and 
Infection Control Devices (OHT4). 

Re: 510(k) #K200167-QuikClotControl+® Hemostatic Dressing line Extension 
for Additional Size Offering, Z-Medica LCC's Response to FDA's Additional 
Information Request. 

Dear Dr. Panguluri, 

Enclosed please find the response to FDA's additional information email request dated 24 March 
2020 for Z-Medica's 501(k) #K200167. We believe the responses address all of the additional 
information and clarification requested. A copy of the request is included with this response. The 
responses are structured where the FDA's questions are listed first and italicized followed by Z­
Medica's clarification. 

Z-Medica, LLC is providing one (1) ecopy of this submission with this signed cover letter as per the 
eCopy Program for Medical Device Submissions: Guidance for Industry and Food and Drug 
Administration Staff dated 16 December 2019. The signed cover letter is the only paper document 
included with this submission. All supporting information, to include an ecopy of the signed cover 
letter, are included in the USB drive. The additional information and clarification contains 
methods, data, and analysis of these data which Z-Medica, LLC considers Trade Secret, 
commercially privileged and confidential to Z-Medica, LLC. In accordance with 21 CFR §20.61, this 
information is not disclosable to the public as per the Freedom of Information (FO!) Act. 

Thank you in advance for the review of this submission. 

,B.es.ne.ctf1.1th1-.s.Llhr.niitimL .. -•-····"""····-·-; 

i (b)(6) i 
Soraya King •• 
Director, Regulatory Affa irs 
Z-Me.d.k.a~.LLC.. ........ - -·, 
Cell! (b)(4) i '·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 
Office: 203-774-7922 
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(BJ 

4 Fairfield Blvd. 'Nallingford, CT USA 06492 Toll Free(+ l) 877-750-0504 J Majn (+l) 203-294-0000 
Fax(+ 1) 800-343·80::\6 

inquiries@)Z- iv1edica.cor'n 
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Food and Drug Administration 
CDRH/OPEQ/OHTN/DHTIVB 

WO66RM4604 
10903 New Hampshire Ave 

Silver Spring, MD 20993-0002 
301-796-6303 

Premarket Notification 510(k) Review 

Date: April 22, 2020 

Reviewer: Ramesh K Panguluri 

Subject: Traditional 510(k)# K200167/S001 

Applicant: Z-Medica, lLC 

Contact Name: Soraya King 

Correspondent Firm: Z-Medica, LLC 

Received Date: March 27, 2020 

ProCode(s): POD Class:II Reg#: 878,4454 

Predicate Devices: 
Submission# Pro Code 
DEN160012 POD 
Kl40757 FRO 

Recommendation 

Device Trade Name 
D2 Dressing 
D2 Hemostantic Dressing 

I recommend that the Quik:Clot Control+is/are 

Device Trade Name: Quik:Clot Control+ 

Contact Title: Director, Regulatory Affairs 

Phone: (203) 980-6067 Email: sking@z­
m::dica,com 

Due Date: April 26, 2020 

Reg Name: Non-Absorbable, Hemostatic Gauze For 
Temporary Internal Use 

Applicant 
Z-medica, LLC 
Z-medica, LLC 

__________ ___[_ Re_view_ Summary -------------------------------------------------------------------------------------------------------------------------------------------------------------------------j ________ _ 

K200167/S001 Lead Memo Z-Medica, LLC QuikClot Control+ Page 1 of21 
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Reviewer Sign-Off 

K200167/S001 Lead Memo 

Ramesh C. 
Panguluri -S 

Digitally signed by Ramesh 
C. Panguluri -S 
Date: 2020.04.22 11 :32:34 
-04'00' 
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Date: 

From: 

To: 
Cc: 

Subject: 
Sponsor: 
Device: 

K200167 Consult 
Kira Moore, DVM 

Department of Health and Human Services 

Consult Memorandum 
April 15,2020 

Food & Drug Administration 

Center of Device & Radiological Health 
Office of Product Evaluation and Quality 

10903 New Hampshire Avenue 
Silver Spring, MD 20993 

Kira L. Moore, DVM, Veterinary Medical Officer; 
CDRH/OPEQ/OHT4/DHT4B/THT4B3, Plastic Surgery Implant Devices 
Ramesh "Kapil" Panguluri, PhD; CDRH/OPEQ/OHT4/DHT4/THT4B3 
Cindy Chowdhury, PhD, MBA, Acting Assistant Director; 
CDRH/OPEQ/OHT4/DHT4B/THT4B3, Plastic Surgery Implant Devices 

K200167 /S00 1 - Animal Study Consult AI Resposne 
Z-Medica 
QuikClot Control+ Hemostatic Dressing 
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Reviewer Sign-Off 

Branch Chief Sign-Off 

K200167 Consult 
Kira Moore, DVIVI 

Kira Md0re 2S 
2020.04! 1 7I1J:1Qi59 r04'00' 
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