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Nitrile Exam Gloves
Powder Free, Standard Cu�

COATS® (an acronym for colloidal oatmeal system) is a patented 
and unique nitrile glove technology. COATS® utilises the 
powerful benefits of all-natural oats, an FDA-recognised skin 
protectant, as a coating that forms a natural, moisturising barrier 
between the glove and skin. This acts as a preventative measure 
against skin irritation, and eliminates many of the uncomfortable 
and irritating conditions experienced when wearing normal 
gloves. Users who su�er from dry and itchy skin due to constant 
hand washing and glove usage can now rely on COATS® to 
soothe and nurture the skin, and protect their hands while they 
work.

FEATURES
• Fingertip textured
• Powder free
• Not made with natural rubber latex
• Chemo drugs tested
• Lab chemical tested
• Ambidextrous
• Standard cuff
• Dawn blue colour

PACKAGING
100 gloves per box ( XS-L )
90 gloves per box (XL)
10 boxes per carton

REGULATORY COMPLIANCE
TGA - ARTG 164563, FDA 510(k),
MDD 93/42/EEC, REACH, EC 10/2011,
EC 1935/2004

STANDARDS
ASTM D6319, ASTM D412, ASTM D573,
ASTM D5151, ASTM D6124,
EN 455 part 1, 2, 3 & 4,
EN 1186, EN 13130, CEN/TS 14234

PATENTS
Patent 7,691,436; Patent 7,718,240;
Patent 7,740,622; Patent 8,075,965;
Patent 8,458,818

MANUFACTURING ACCREDITATIONS
ISO 9001
ISO 13485
EN ISO 13485
ISO 14001
OHSAS 18001

Carmustine (BCNU), 3.3mg/ml (3,300 ppm)

Cisplatin, 1.0mg/ml (1,000 ppm)

Cyclophosphamide (Cytoxan), 20.0mg/ml (20,000 ppm)

Dacarbazine (DTIC), 10.0mg/ml (10,000 ppm)

Doxorubicin Hydrochloride, 2.0mg/ml (2,000 ppm)

Etoposide (Toposar), 20.00mg/ml (20,000 ppm)

Fluorouracil, 50.0mg/ml (50,000 ppm)

Methotrexate, 25.0mg/ml (25,000 ppm)

Mitomycin C, 0.5mg/ml (500 ppm)

Paclitaxel (Taxol), 6.0mg/ml (6,000 ppm)

Thiotepa, 10.0mg/ml (10,000 ppm)

Vincristine Sulfate, 1.0mg/ml (1,000 ppm)

Chemotherapy Drugs and Concentration
(Tested for Resistance to Permeation by Chemotherapy
Drugs as per ASTM D6978-05)

Minimum Breakthrough
Detection Time (minutes)

≥ 230

0.07 ± 0.02

0.09 ± 0.02

≥ 18

≥ 500

G1

S2

S2

S4

S4

N = 5

N = 5

≥ 16

≥ 400

1.5

4.0

4.0

2.5

4.0

≤ 2mg/glove

≥ 5mg/glove

COATS® Nitrile

Before Ageing After Ageing

Inspection Level AQL

Length (mm)

Thickness Measurements (mm)

Palm (centre of Palm)

Finger (13mm ± 3mm from tip)

Physical Properties

Tensile Strength (MPa)

Elongation (%)

Inspection Levels & AQL

Watertightness

Physical Dimensions

Physical Properties

Visual Inspection (Major)

Visual Inspection (Minor)

Particulate Residue

Colloidal Oatmeal Content

Not recommended

>240 minutes

>240 minutes

>240 minutes

>240 minutes

>240 minutes

>240 minutes

>240 minutes

>240 minutes

>240 minutes

Not recommended

>240 minutes

LATEX 2

Colloidal Oatmeal System

WARNING: Gloves used for protection against chemotherapy drug exposure should be selected specifically for the type of chemicals 
being used. Due to the variety and concentration of chemotherapy drugs used in treatments, the resistance table shown does neither 
warrant nor imply the safe use of the  gloves against chemotherapy drugs resistance in every case. The safe use of gloves in 
chemotherapytreatment is solely the decision of clinicians authorised to make such decision.
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April 25, 2020 

 

Hartalega NGC SDN. BHD. 

Nurul Kong 

Senior Manager- Quality Assurance 

Kawasan Perindustrian Tanjung 

Sepang, Selangor 43900 

Malaysia 

 

Re:  K200581 

Trade/Device Name: Biodegradable Nitrile Powder Free Examination Gloves Tested for Use with 

Chemotherapy Drugs and Fentanyl Citrate (Blue) 

Regulation Number:  21 CFR 880.6250 

Regulation Name:  Non-Powdered Patient Examination Glove 

Regulatory Class:  Class I, reserved 

Product Code:  LZA, LZC, QDO 

Dated:  February 27, 2020 

Received:  March 5, 2020 

 

Dear Nurul Kong: 

 

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 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 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 

http://www.fda.gov/
http://www.fda.gov/
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm
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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/guidance-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-regulatory-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-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). 

 

Sincerely, 

 

 

 

CAPT Elizabeth Claverie, M.S. 

Assistant Director 

DHT4B: Division of Infection 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 

 

Enclosure  
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DEPARTMENT OF HEAL TH AND HUMAN SERVICES 
Food and Drug Administration 

Form Approved: 0MB No. 0910-0120 

Expiration Date: 06/30/2020 

Indications for Use See PRA Statement below. 

51 0(k) Number (if known) 

Device Name 
Biodegradable Nitrile Powder Free Examination Gloves Tested for Use with Chemotherapy Drugs and Fentanyl Citrate (Blue) 

Indications for Use (Describe) 

Biodegradable Nitrite Powder Free Examination Gloves Tested for Use with Chemotherapy Drugs and Fentanyl Citrate 
(Blue) is a non-sterile disposable device intended for medical purpose that is wom on the examiner's hand to prevent 
contamination between patient and examiner. It is also tested to be used against Chemotherapy Drugs and Fentanyl Citrate, 

These gloves were tested for use with chemotherapy drugs and Fentanyl Citrate as per ASTM D6978-05 (Reapproved 
2013) Standard Practice for Assessment of Medical Gloves to Permeation by Chemotherapy Drugs. 

Chemotherapy Drug and Concentration 
Carmustine (3.3 mg/ml) 
Cisplatin (1.0 mg/ml) 
Cyclophosphamide (20.0 mg/ml) 
Dacarbazine (10.0 mg/ml) 
Doxorubicin Hydro'chloride (2.0 mg/ml) 
Etoposide (20.0 mg/ml) 
Fluorouracil (50.0 mg/ml) 
Methotrexate (25.0 mg/ml) 
Mitomycin C (0.5 mg/ml) 
Paclitaxcl (6.0 mg/ml) 
Thiotepa (10.0 mg/ml) 
Vincristine Sulfate ( 1.0 mg/ml) 
Azacytidine (25.0 mg/m1) 
Carboplatin (10.0 mg/ml) 
Docetaxel ( 10 mg/ml) 
Epirubicin (2.0 mglmJ) 
Gemcitabine (38 nig/ml) 
Ifosfamide {50 mg/ml) 
Irinotecan (20 mg/ml) 
Mitoxantrone (2.0 mg/ml) 
Oncovin (l.0 mg/ml) 
Oxaliplatin (5 mg/ml) 
Vinorelbine (] 0 mg/ml) 

Minimum Breakthrough Detection Time in Minutes 
21.4 
>240
>240
>240
>240
>240
>240
>240
>240
>240
67.2

>240
>240
>240
>240

>240
>240

>240

>240

>240

>240
>240

>240

Please note that Cannustine and Thiotcpa have extremely low penneation times of 21.4 minutes and 67 .2 minutes 
respectively. 
Warning: Do not use with Carmustine 

Fcntanyl Citrate and Concentration 
Fentanyl Citrate Injection (100 mcg/2ml) 

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

Minimum Breakthrough Detection Time in Minutes 
>240

0 Prescription Use (Part 21 CFR 801 Subpart D) 1fil Over-The-Counter Use (21 CFR 801 Subpart C)

CONTINUE ON A SEPARATE PAGE IF NEEDED. 
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