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K180843 510(k) Summary

Submitted By: Harry Shaffer
Director, Regulatory and Quality Affairs
Repro Med System, Inc., D/B/A RMS Medical Products
24 Carpenter Road
Chester, NY 10918
Tel: 845-469-2042
Fax: 845-469-5518

Summary Prepared: April 2, 2019

Device Name: Trade Name: RMS HIgH-Flo Super26™ Subcutaneous Needle Set
Common Name: Intravascular Administration Set
Classification: Class 11 device, 21 CFR §880.5440
Product Code: FPA

Legally marketed predicate device to which substantial equivalence is claimed:
(K162613) Integrated Catch-up Freedom Syringe Driver Infusion System

Device Description:

The RMS HIgH-Flo Super26™ Subcutaneous Needle Sets are sterile, non-pyrogenic, single use,
Class Il Subcutaneous Administration Set, per 21 CFR 880.5440, comprised of a Super 26-gauge
needle assembly, combined with 24-gauge needle tubing and are intended for the delivery of
medication to the subcutaneous tissue. Each set consists of a sterile infusion set and a commercially
available adhesive dressing used to hold the device in place. The infusion set is a 90-degree, 26-
gauge stainless steel needle, mounted to a butterfly winged safety closure on one end which is used
to close the set upon completion. The other end consists of a luer lock which connects to PVC medical
grade tubing (Figure ). Additionally, each tubing set is equipped with a slide clamp used to stop
flow, immediately; as needed. RMS HIgH-Flo Super 26™ Subcutaneous Needle Sets are available
as a single-needle set, as well as 2-needle, 3-needle, 4- needle, 5-needle, 6-needle sets; through use
of a Y-connector, 7-needle and 8-needle sets may also be assembled. The device is for single use
only.

Figure 1.
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Indications for Use:

RMS High-FLO Super26™ Subcutaneous Needle Sets are indicated for subcutaneous infusion of
medications in the home, hospital, or ambulatory settings, when administered according to the
approved biologic or drug product labeling for the capacity for infusion of high flow rates including
human plasma-derived immunoglobulins when used according to the FDA approved biologic labeling;
for: Hizentra®, Immune Globulin Subcutaneous (Human) 20% Liquid (manufactured by CSL
Behring); and Cuvitru™ Immune Globulin Infusion (Human) 20% (manufactured by Shire).

Comparison to Predicate Device:

The subject device utilizes the same fundamental scientific technology as the predicate device. The
purpose for this submission is to introduce a design modification/combination of the needle gauge and
tubing diameter. Bench testing has been conducted to verify that the product performance of the
subject device and predicate device are substantially equivalent. The table below gives a comparison
of both devices.

Feature Subject Device: Predicate Device:
HIgH-FloSuper26™ Sub-Q Needle Integrated Freedom Syringe Driver
Sets Infusion System
510(k) Number K180843 K162613
Manufacturer Same as Predicate Repro Med Systems, Inc.,
dba RMS Medical Products
Product Code Same as Predicate FPA
Regulation Number || Same as Predicate 880.5440
Regulation Name Same as Predicate Intravascular Administration Set
Intended Use RMS High-FLO Super26™ The Integrated Catch-Up Freedom
Subcutaneous Needle Sets are Syringe Driver Infusion System
indicated for subcutaneous infusion || (ICFSDIS), which includes the
of medications in the home, FREEDOMG60® and FreedomEdge®
hospital, or ambulatory settings syringe pumps, is indicated for the

when administered according to the || intravenous or subcutaneous infusion
approved biologic or drug product | of medications and fluids in the home,

labeling for the capacity for hospital, or ambulatory settings when
infusion of high flow rates administered according to the approved
including human plasma-derived biologic or drug product labeling. The
immunoglobulins when used ICFSDIS is specifically indicated for
according to the FDA approved the subcutaneous infusion of the
biologic labeling for: Hizentra®, following human plasma-derived
Immune Globulin Subcutaneous immunoglobulins when used according
(Human) 20% Liquid to the FDA approved biologic labeling:
(manufactured by CSL Behring); Hizentra, Immune Globulin

and Cuvitru™ Immune Globulin Subcutaneous (Human) 20% Liquid
Infusion (Human) 20% (manufactured by CSL Behring);
(manufactured by Shire). Gammagard Liquid, Immune Globulin

Infusion (Human) 10% (manufactured
by Shire); and Cuvitru Immune
Globulin Infusion (Human) 20%
(manufactured by Shire). The ICFSDIS
is specifically indicated for the
intravenous infusion of the following
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antibiotics when used according to the
FDA approved drug product labeling:
meropenem, ertapenem, oxacillin, and
tobramycin.

System components

Same as Predicate

Syringe Infusion System plus Needle
Set

Needle Insertion Same as Predicate Manual

Method

Angle of Insertion || Same as Predicate 90 degrees

Needle Material Same as Predicate Stainless Steel

Needle Gauge Same as Predicate 26

Needle Length Same as Predicate 4,6,9, 12, 14

(mm)

Needle Usage Same as Predicate Single Use

Needle Set Available as asingle-needle set, as || Available as asingle-needle set, as

Configurations

well as 2-needle, 3-needle, 4-
needle, 5-needle, and 6-needle sets;
through use of a Y-connector, 7-
needle and 8-needle sets may also
be assembled.

well as 2-needle, 3-needle, 4- needle
sets; through use of a Y-connector, 7-
needle and 8-needle sets may also be
assembled.

Needle Safety Same as Predicate Yes
Feature

Tubing Length Same as Predicate 20
(inches)

Tubing Diameter 0.033 0.019

(inches)

Tubing Material

Same as Predicate

Medical Grade PVC Plastic

Tubing Connection | Same as Predicate Luer Tip

Type

Provided Sterile Same as Predicate Yes

Sterilization Same as Predicate Gamma SAL 10-6

Method

Shelf Life Same as Predicate 3 years

Packaging Same as Predicate Sterile Tubing and Needle Set

Indications for Use

Same as Predicate

Delivery of medication to the
subcutaneous tissue

Discussion of differences:

Tubing Diameter: the diameter of the tubing used in the subject device (HIgH-FloSuper26™ Sub-Q
Needle Sets) with 26G needles is 0.033 inches, which is different from the predicate’s 0.019 inches.

Needle Set Configurations: The subject device contains 5 and 6 needle sets used without the Y connector.
These configurations are not available in the predicate.
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These differences do not raise different questions of safety and effectiveness as compared to the predicate.
Also, performance testing has been conducted to ensure these differences do not impact device safety and
effectiveness and demonstrate the device performs as intended.

Biocompatibility Studies:

Biocompatibility testing had been conducted on the predicate device in accordance with 1ISO 10993 series
standards. This testing included Modified ASTM Hemolysis (Direct Contact Method) testing was
conducted, concluding that the difference between the hemolytic indexes of the test article, RMS
Subcutaneous Needle Sets: 8-Needle Set Configuration [(2) 4-Needle Set Configuration connected via (1)
RMS Y-Connector] and the negative controlwas 0.68 percent. This places the test article in a non-hemolytic
range. The subject device and predicate device are manufactured utilizing identical materials and
composition. Based on the identical materials and manufacturing processes between the predicate and
subject device, RMS concludes that the performance test data on the predicate device demonstrates that
HigH-Flo Super26™ Subcutaneous Needle Set meets the biocompatibility requirements of 1SO
10993.

Bench Performance Studies Included The Following Test Methods:

The subject device has the same technological characteristics as the predicate device which was cleared
under K162613. The verification testing was limited to the following tests.

Flow Rate Testing:

Achievable Flow Rates with Super26™ and Specific Medications/Indications

NOTE: The tables below indicate the estimated maximum achievable flow rates with RMS HigH-Flo
Super26™ Subcutaneous Needle Sets when used in combination with RMS Precision Flow Rate
Tubing™ and RMS Freedom Syringe Drivers.

Hizentra® Plwith Super26™ - Max Flow Rate Per Site (ml/hr/site)

F45

1 needle 4.5 5.8 10.6
2 needles 23 3.0 5.6
3 needles 1.5 2.0 38
4 needles 1.2 1.5 2.9
5 needles 0.9 1.2 23
6 needles 0.8 1.0 1.9
7 needles 0.7 0.9 1.7
8 needles 0.6 0.8 1.5

% Exceeds drug manufacturer's maximum indicated flow rate,
D Subsequent infusions after 1*' infusion only.





2 needles
3 needles
4 needles
5 needles
6 needles

7 needles

8 needles

Hizentra® CIDP with Super26™ - Max Flow Rate Per Site (ml/hr/site)
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45 10.6 13.4 195 |[289]|[293]|[343]|[434] A~
23 3.0 5.6 7.2 10.9 17.0 173 || 209 ||] 282 | . //’
15 2.0 3.8 4.9 7.6 12.1 123 151 |[208]|[278]|[4437]
1.2 1.5 29 37 5.8 9.4 9.5 1.8 16.5
0.9 1.2 23 3.0 47 7.6 7.8 9.6 13.7 18,9
0.8 1.0 1.9 2.5 3.9 6.5 6.6 8.2 1.7 163 |[2897]
0.7 0.9 1.7 22 3.4 56 57 7.1 10.2 143 | [259]
0.6 0.8 15 1.9 3.0 4.9 5.0 6.3 9.1 12.8 23.5

7 Exceeds drug manufacturer's maximum indicated flow rate.
D Subsequent infusions after 1* infusion only.

Cuvitru™ Plwith Super26™ - Max Flow Rate Per Site (ml/hr/site)

1 needle

2 needles
3 needles

4 needles

% Exceeds drug manufacturer's maximum indicated flow rate.

“raao | rso0 | Faoo | oo |

517z

103 13.1 190 [ [2837]|[287]|[336]|[425]

5.5% 7.1% 10.7 16.7 170 | [2057] | [27.6 ] | [356] | [528
3.7 4.8* 7.4% 11.8 12.0 148 | [2047] | [272] | [234
2.8* 3.7% 5.7% 9.2* 9.3 1.5 16.2 [369]

D Subsequent infusions after 1* two infusions only.

Conclusion:

*Flow rate per site is lower then what is recommended on the biologic labe
NOTE: Drug manufacturer indicates maximum of up to four infusion sites

The device performs as intended and is substantially equivalent to the predicate device.
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Food and Drug Administration Expiration Date: 06/30/2020

Indications for Use See PRA Statement below.

510(k) Number (if known)
K180843

Device Name
HIgH-Flo Super26™ Subcutaneous Needle Sets

Indications for Use (Describe)

RMS High-FLO Super26™ Subcutaneous Needle Sets are indicated for subcutaneous infusion of medications in the
home, hospital, or ambulatory settings when administered according to the approved biologic or drug product labeling for
the capacity for infusion of high flow rates including human plasma-derived immunoglobulins when used according to the
FDA approved biologic labeling for: Hizentra®, Immune Globulin Subcutaneous (Human) 20% Liquid (manufactured by
CSL Behring); and Cuvitru™ Immune Globulin Infusion (Human) 20% (manufactured by Shire).

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

=4 Prescription Use (Part 21 CFR 801 Subpart 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 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 OMB number.”

FORM FDA 3881 (7/17) Page 1 of 1 PSC Publishing Services (301) 443-6740  EF
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April 4, 2019

Repro-Med Systems, Inc. dba RMS Medical Products
Cynthia Lacatena

Senior Regulatory Associate

24 Carpenter Road

Chester, New York 10918

Re: K180843
Trade/Device Name: HIgH-Flo Super26 Subcutaneous Needle Sets
Regulation Number: 21 CFR 880.5440
Regulation Name: Intravascular administration set
Regulatory Class: Class Il
Product Code: FPA
Dated: February 28, 2019
Received: March 4, 2019

Dear Cynthia Lacatena:

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced
above and have determined the device is substantially equivalent (for the indications for use statedin 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/cfpmn/pmn.cfm identifies combination
product submissions. The general controls provisions of the Actinclude 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 Il (Special Controls) or class Il (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 FDA'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 Actor 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

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

www.fda.gov
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801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 803) for
devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see
https://www.fda.gov/CombinationProducts/GuidanceRegulatorylnformation/ucm597488.htm); 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 http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default. htm.

For comprehensive regulatory information about medical devices and radiation-emitting products, including
information about labeling regulations, please see Device Advice
(https://www.fda.gov/MedicalDevices/DeviceRequlationandGuidance/) and CDRH Learn
(http://www.fda.gov/Training/CDRHLearn). Additionally, you may contact the Division of Industry and
Consumer Education (DICE) to ask a question about a specific regulatory topic. See the DICE website
(http://www.fda.gov/DICE) for more information or contact DICE by email (DICE@fda.hhs.gov) or phone
(1-800-638-2041 or 301-796-7100).

Sincerely,

for Tina Kiang, Ph.D.
Acting Director
Division of Anesthesiology,
General Hospital, Respiratory,
Infection Control, and Dental Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure
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