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May 31, 2023

YTS Global Inc.

Attention: Won Lee

Chief Operating Officer (COO)
7406 Alban Station Ct

Suite A108

Springfield, VA 22150

Re: BK230818
Trade/Device Name: Dr. PRP
Regulation Number: 21 CFR 864.9245
Regulation Name: Automated Blood Cell Separator
Common Name: Platelet and Plasma Separator for Bone Graft Handling
Regulatory Class: Class Il
Product Code: ORG
Dated: January 30, 2023
Received: March 2, 2023

Dear Won Lee :

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 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/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 Il (Special Controls) or class I
(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
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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 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 devices or postmarketing safety
reporting (21 CFR 4, Subpart B) for combination products (see
https://www.fda.gov/combination-products/quidance-regulatory-information/postmarketing-
safety-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-requlatory-assistance)
and CDRH Learn (https://www.fda.gov/training-and-continuing-education/cdrh-learn).
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
(https://www.fda.gov/medical-devices/device-advice-comprehensive-requlatory-
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).

Sincerely,

Steven S. Oh, PhD

Acting Director

Division of Cell Therapy 2

Office of Cellular Therapy and Human Tissue
Office of Therapeutic Products

Center for Biologics Evaluation and Research

Enclosure: Indications for Use
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Indications for Use (CBER/OTP)

510(k) Number: BK230818

Device Name: Dr. PRP

Indications for Use:

The Dr.PRP is designed to be used for the safe and rapid preparation of autologous platelet
rich plasma (PRP) from a small sample of peripheral blood at the patient’s point of care. The

PRP is mixed with autograft and/or allograft bone prior to application to a bony defect to
improve handling characteristics.

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

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

Concurrence of CBER, Office of Therapeutic Products

Office Sign-Off
Office of Therapeutic Products
510(k):___ BK230818




l. SUBMITTER

Date Prepared
Submitter

Contact

Manufacture

1. DEVICE

Name of Device
Common Name
Product Code
Regulation Number
Classification Name
Device Class
Review Panel

510(k) Summary

2023-05-24

YTS Global Inc.

7406 Alban Station Ct. Suite 108a
Springfield, VA 22150, USA

Won Lee

(b) (6)

Rmedica Co., Ltd.

2-Dong 709-Ho (Gasan-Dong, IT Castle)
98 Gasan digital 2-ro,

Geumcheon-gu, Seoul, KR 08506

Dr.PRP

Platelet and Plasma Separator for Bone Graft Handling
ORG

21 CFR 864.9245

Automated Blood Cell Separator

Class I

Hematology

I1l. PREDICATE DEVICE

GenesisCS Component Concentrating System, BK050055

IV. DEVICE DESCRIPTION

The Dr.PRP is provided as individually packaged sterile, single-use, disposable concentrating unit

which is composed of medical grade polymer and elastomer. The concentrating unit has 20 ml of
volume capacity and is designed to work with a swing rotor type general purpose centrifuge

V. INDICATIONS FOR USE

The Dr.PRP is designed to be used for the safe and rapid preparation of autologous platelet rich plasma
(PRP) from a small sample of peripheral blood at the patient’s point of care. The PRP is mixed with
autograft and/or allograft bone prior to application to a bony defect to improve handling characteristics.

VI. COMPARISON OF TECHNOLOGICAL CHARACTERISTICS WITH THE
PREDICATE DEVICE

The fundamental scientific technology, materials of construction, processing methods and mechanism
of operation are similar between the subject Dr.PRP and predicate. Both devices are provided as sterile
concentrating unit (tube), designed to concentrate and aid in separation of blood by density through the



use of a centrifuge. Both devices include a single-use, disposable concentrating unit that is designed to
accept a volume of blood, and then undergo centrifugal processing, in order to obtain platelet
concentrate (PRP). Both devices have substantially same intended use. Dr.PRP is biocompatible and is
composed of medical grade polymer and elastomer like its predicate. The table below summarizes the
comparison of characteristics between the subject and predicate devices.

Charicteristic

Primary Predicate device
(GenesisCS Component
Concentrating System,

BK050055).

Subject device
(Dr.PRP)

Comparison

Intended Use

The GenesisCS Component
Concentrating System is
designed to be used for the
safe and rapid preparation of
autologous platelet rich
plasma (PRP) from a small
sample of blood at the
patient's point of care. The
PRP can be mixed with
autograft and allograft bone
prior to application to an
orthopedic surgical site as
deemed necessary by the
clinical use requirements

The Dr.PRP is designed to
be used for the safe and
rapid preparation of
autologous platelet rich
plasma from a small sample
of blood at the patient’s
point of care. The PRP is
mixed with autograft and/or
allograft bone prior to
application to a bony defect
to improve handling
characteristics

Similar —Both devices are
designed to be used for the
safe and rapid preparation of
autologous platelet rich
plasma from a small sample
of blood at the patient’s
point of care.

Disposable concentrating
unit (tube) packaged with
syringes, blood draw needle

Disposable concentrating
unit (tube)

Similar — subject does not
include higher risk
accessories like needle. This

Sterile

CampeTs and blood draw accessories difference does not raise any
new issue of substantial
equivalence

Medical grade polymers, Medical grade polymer and | Similar — subject does not
elastomers and stainless elastomer suitable for use in | include higher risk
. steel suitable for use in medical devices accessories like needle. This
Material . : . .
medical devices difference does not raise any
new issue of substantial
equivalence
Principle of | Separation of blood based Separation of blood based Identical
Operation on density on density
Method of Centrifugation Centrifugation Identical
Processing
Centrifuge | General purpose centrifuge | General purpose centrifuge | Identical
Device
For single use only For single use only Identical
Usage
Yes Yes Identical




VII.

PERFORMANCE DATA

The following performance data were provided in support of the substantial equivalence determination.

Bench Testing — In vitro Performance Testing
two-sided 90% confidence interval for the ratio of test device mean to predicate device mean.
a. Two-sided 90% confidence intervals for platelet function data at Time Point 0 hour.

) p-selectin p-selectin Aggregation
Time Bl (resting) (ADP) 2 (collagen)
Point
0 hour Subject | Predicate| Subject | Predicate| Subject | Predicate| Subject | Predicate| Subject | Predicate

7.3 6.9 11.0 10.9 50.8 51.9 91.6% | 95.6% 67 57
7.2 6.8 10.8 7.9 52.5 54.3 955% | 94.6% 78 80
Data 7.3 6.8 8.8 11.9 53.1 53.3 94.4% | 93.4% 47 59
(n=6) 7.2 6.8 10.7 9.0 54.2 51.2 94.1% | 93.1% 49 68
7.3 6.8 9.1 8.8 49.2 48.4 93.3% | 96.3% 86 48
7.2 6.8 8.9 9.9 51.5 494 955% | 94.1% 33 41
Mean 7.25 6.82 9.88 9.73 51.9 51.4 94.1% | 94.5% 60.0 58.8
Ratio 1.064 1.040 1.010 0.995 1.044
S.D. 0.008 0.219 0.036 0.025 0.401
90% C.I. 0.005 0.147 0.024 0.017 0.269
two-sided 1.06 ~1.07 0.89~1.19 0.99 ~1.03 0.98~1.01 0.77~1.31
90% C.1. - - - -
(0.8 ~1.25) Substantial Substantial Substantial Substantial i
Equivalence Equivalence Equivalence Equivalence

b. Two-sided 90% confidence intervals for platelet function data at Time Point 4 hours.

) p-selectin p-selectin Aggregation
Time PH (resting) (ADP) 2 (collagen)
Point

4hours | gsupject | Predicate| Subject | Predicate| Subject | Predicate| Subject | Predicate| Subject | Predicate
7.3 6.9 28.5 26.6 78.1 775 96.2% 94.9% 64 59
7.2 6.8 26.3 29.3 78.8 79.5 96.6% 95.7% 64 58
Data 7.3 6.8 26.1 25.7 80.5 78.3 96.3% 94.5% 48 74
(n=6) 7.2 6.8 311 24.2 774 77.6 96.1% 96.1% 58 64
7.3 6.8 26.9 255 78.5 76.8 95.4% 95.5% 65 64
7.2 6.8 28.6 26.6 77.8 78.5 97.7% 97.3% 52 54
Mean 7.25 6.82 27.9 26.3 78.5 78.0 96.4% 95.7% 58.5 62.2
Ratio 1.064 1.067 1.006 1.008 0.954
S.D. 0.008 0.126 0.016 0.008 0.167
90% C.I. 0.005 0.084 0.011 0.005 0.112
two-sided
90% C.1. 1.06 ~1.07 0.98~1.15 1.00 ~1.02 1.00~1.01 0.84 ~1.07




(0.8~1.25) Substantial Substantial Substantial Substantial Substantial
Equivalence Equivalence Equivalence Equivalence Equivalence
c. Two-sided 90% confidence intervals for cellular composition data at Time 0
Concentration
Time WBC RBC PLT PLT Recovery Factor
Point
0 hour Subject | Predicate| Subject | Predicate| Subject | Predicate| Subject | Predicate| Subject | Predicate
8.0 8.0 0.22 0.20 728 638 60.8% 53.7% 4.14 3.63
7.4 7.4 0.22 0.20 666 654 68.0% 67.3% 4.63 4.54
10.2 9.6 0.34 0.32 894 942 67.1% 71.2% 4.56 4.81
9.6 9.2 0.14 0.14 1348 1254 82.3% 77.1% 5.59 5.20
16.2 15.4 0.82 0.72 1002 992 70.5% 70.3% 4.79 4.75
13.2 13.0 0.46 0.44 916 920 69.4% 70.3% 4,72 4.74
8.0 7.8 0.22 0.20 782 786 67.3% 68.1% 4,57 4.60
14.6 13.6 0.44 0.42 720 684 66.6% 63.7% 4.53 4.30
12.0 11.2 0.58 0.54 1056 1010 70.9% 68.3% 4.82 461
Data 13.0 12.6 0.28 0.28 1204 1176 72.6% 71.4% 4.93 4.82
(n=20) 13.2 13.2 0.44 0.46 976 944 73.2% 71.4% 4,98 4.82
8.0 7.8 0.22 0.20 794 758 69.1% 66.4% 4.70 4.49
14.6 14.0 0.44 0.42 726 704 66.7% 65.2% 454 4.40
10.0 9.8 0.32 0.32 970 904 78.4% 73.6% 5.33 4.97
10.0 9.2 0.16 0.16 1398 1278 77.9% 71.7% 5.30 4.84
154 14.8 0.78 0.72 1010 1002 79.4% 79.4% 5.40 5.36
12.8 12.0 0.32 0.26 1212 1136 74.0% 69.8% 5.03 4.71
11.6 11.0 0.54 0.50 1012 986 74.0% 72.7% 5.03 491
7.2 7.2 0.20 0.20 702 722 71.2% 73.8% 4.84 4.98
7.8 7.4 0.20 0.20 652 608 57.8% 54.3% 3.93 3.66
Mean 11.14 10.71 0.37 0.35 938.4 904.9 70.9% 69.0% 4.82 4.66
Ratio 1.038 1.058 1.037 1.029 1.037
S.D. 0.027 0.063 0.044 0.044 0.044
90% C.1. 0.010 0.023 0.016 0.016 0.016
two-sided|  1.028 ~ 1.048 1.035~1.082 1.020 ~ 1.053 1.013 ~1.045 1.020 ~ 1.053
90% C.1. . . . . .
(0.8 ~1.25) Substantial Substantial Substantial Substantial Substantial
Equivalence Equivalence Equivalence Equivalence Equivalence




d. Two-sided 90% confidence intervals for cellular composition data at Time Point 4 hours.

Concentration
Time WBC RBC PLT PLT Recovery Factor
Point
4 hours | sybject | Predicate| Subject | Predicate| Subject | Predicate| Subject | Predicate| Subject | Predicate
7.8 8.2 0.20 0.22 706 728 59.0% 61.3% 4.01 4.14
7.6 74 0.22 0.20 672 708 68.6% 72.8% 4.67 4.92
9.8 9.6 0.32 0.32 908 874 68.1% 66.1% 4.63 4.46
9.8 9.6 0.14 0.14 1318 1248 80.4% 76.7% 5.47 5.18
15.6 15.0 0.80 0.74 1054 1018 74.2% 72.2% 5.04 4.87
13.2 12.8 0.44 0.44 960 932 72.8% 71.2% 4.95 4.80
8.0 7.8 0.22 0.20 798 784 68.6% 67.9% 4.67 4.58
14.2 14.0 0.42 0.42 716 690 66.2% 64.3% 4.50 4.34
114 114 0.56 0.56 984 976 66.1% 66.0% 4.49 4.46
Data 13.0 124 0.32 0.28 1168 1106 70.4% 67.2% 4.79 4.53
(n=20) 13.6 13.2 0.48 0.44 956 944 71.7% 71.4% 4.88 4.82
7.8 7.8 0.22 0.22 794 744 69.1% 65.2% 4.70 4.40
14.2 13.6 0.44 0.44 670 720 61.6% 66.7% 4.19 4.50
10.2 9.8 0.34 0.28 966 942 78.1% 76.7% 5.31 5.18
9.8 9.2 0.16 0.16 1322 1264 73.6% 70.9% 5.01 4.79
15.6 14.6 0.82 0.74 1028 956 80.8% 75.7% 5.50 511
12.6 12.8 0.28 0.34 1198 1162 73.1% 71.4% 4.97 4.82
11.2 11.2 0.56 0.54 1018 958 74.5% 70.6% 5.06 4.77
74 7.0 0.20 0.20 722 692 73.2% 70.7% 4.98 4.77
7.8 7.6 0.22 0.20 654 608 57.9% 54.3% 3.94 3.66
Mean 11.03 10.75 0.37 0.35 930.6 902.7 70.4% 69.0% 4.79 4.65
Ratio 1.025 1.035 1.028 1.021 1.028
S.D. 0.028 0.085 0.039 0.039 0.039
90% C.I. 0.010 0.031 0.014 0.014 0.014
two-sidedl 1.014 ~1.035 1.004 ~ 1.067 1.014 ~1.043 1.006 ~ 1.035 1.014 ~1.043
90% C.1. . . . . .
(0.8 ~1.25) Substantial Substantial Substantial Substantial Substantial
Equivalence Equivalence Equivalence Equivalence Equivalence

We evaluated the substantial equivalence of two devices using the method of two-sided 90%
confidence intervals. If two-sided 90% confidence intervals for the ratio of subject device
parameter to predicate device parameter is located between 0.80 and 1.25, subject device can
be determined as substantial equivalence.

In conclusion, the output from the subject device demonstrated that its cellular composition
and functional characteristics is substantially equivalent to the output from the predicate device.

Biocompatibility testing

The biocompatibility testing has been performed on the sterilized finished form of Dr.PRP according
to 1ISO 10993-1. The platelet-rich plasma (PRP) prepared by the Dr.PRP is intended to be mixed with
autograft and/or allograft bone prior to application to a bony defect and therefore the Dr.PRP is
categorized as external communicating device which indirectly contacts blood with limited exposure



(contact of < 24 hrs). All biocompatibility tests have been carried out at Korea Testing Laboratory (KTL,
Wonju, Korea) in good laboratory practice (GLP) conditions.

In addition, the bacterial endotoxin testing was performed using the methods described in ANSI/AAMI
ST72.

The following tests were included.

» Cytotoxicity

» Sensitization

e Irritation

« Systemic Toxicity (acute)
» Pyrogenicity

« Material-mediated

« Hemolysis

«  Pyrogenicity

« Endotoxin-mediated

The Dr.PRP has undergone biocompatibility tests in accordance with ISO 10993-1, “Biological
evaluation of medical devices - Part 1: Evaluation and testing within a risk management process” and
bacterial endotoxin tests in accordance with ANSI/AAMI ST72 “Bacterial endotoxins—Test methods,
routine monitoring, and alternatives to batch testing.” The above-mentioned results show the device to
be biocompatible and the product to be non-pyrogenic.

Sterilization validation
The sterilization validation of Dr.PRP was carried out according to the protocol relating to the
requirements described in (b) (4)

(0) (4)

Shelf-life validation

It is evaluated that there will be no influence to the quality performance of the packaging even by setting
up shelf-life up to 3 year as the result of confirmation of physical and chemical stability and
effectiveness through accelerated aging test and real time stability study data of samples irradiated @@
kGy for evaluation of packaging materials according to related standards of ASTM and ISO.



»  Storage conditions: temperature 35.6°F(2°C) - 86°F(30°C)
o Shelf-life: 3 years

Summary
Based on the performance data as documented in the pivotal performance testing, the Dr.PRP was found
to have a safety and effectiveness profile that is similar to the predicate device.

VIIl. CONCLUSIONS

The characteristics and intended use of the Dr.PRP is similar to predicate device, and the predicate
device and Dr.PRP are identical in that they are disposable (supplied after being sterilization) device.
In addition, performance data was checked to confirm substantial equivalence, and the safety of the
equipment was demonstrated.





