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I. 510(K) SUMMARY OF SAFETY AND EFFECTIVENESS


510(W Summary Of Safety and Effectiveness


I. General Information


This Summary of Safety and Effectiveness information is being submitted- in

accordance with the requirements of the SMDA of 1990 and 21 S 807.92


Establishment:


Address: Becton Dickinson VACUTAINER Systems

1 Becton Drive

Franklin Lakes, NJ 07417-1885


0 Registration Number:


0 Contact Person:


2243072


Andrea Hroncich

Senior Regulatory Affairs associate

Telephone no.: 201-847-6173

Fax No. 201-847-4858


0 Date of Summary:
 ý&y 18, 1999


Device


0 Trade Name:

MICROTAINERO Brand Chemistry

Tubes with MICROGARD' Closure


0 Classification Name


0 Classification:


0 Performance Standards:


Tubes, Vials, Systems, Serum Separators,

Blood Collection


Class II


None Established under 514 of the


Food, Drug and Cosmetic Act
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II. Safety and Effectiveness Information Supporting Substantial Equivalence


Substantial Equtwlence Declaration:


The term "Substantial Equlwlence" as used in this 510(k) Pren7arket Notification is

11"Zited to the definition of Substantial Equiwlencefound in the Federal Food, Drug,

and Cosnjetic A ct, as anxended and as applied under 21 CFR S 807, Subpart E, under

uhich a desice can be rnarketed M*tbout pre-market approwl or reclassification A

deterniination of substantial equiwlency under this notification is not intended to haw


any bearing ubatsoever on the resolution of patent infringen2ent suits or any other

patent rmtters. No statenx-nts related to, or in support of, substantial equiwlence

herein shall be construed as an adrnission against interest under the US Patent Laus or

their application by the courts.


9 Device Description


The modified MICROTAINERO Brand Chemistry Tubes with MICROGARDT" Closure are

non-sterile, single use microcollection tubes. They consist of a polypropylene reservoir

with an integral blood collector component, a skirted polyethylene closure with a recessed

plug that reduces user exposure to blood.


* Intended Use


The MICROTAINEROO Brand Chemistry Tubes with MICROGARD- Closure are intended

to collect, transport, and store skin puncture blood specimens for chemistry determinations

requiring serum or heparinized plasma.


e Synopsis of Performance Study Results


Clinical testing was done to compare the performance of the predicate MICROTAINERO

Brand Tube, with the principal device, the modified MICROTAINER'g Brand Tube with

MICROGARD' Closure.


The first part of the study evaluated the tubes for hemolysis and clotting. The study

concluded that the principal device, the modified MICROTAINERO Brand Tube with

MICROGARD' Closure (evaluation tube), demonstrated equivalent or better performance

compared to the predicate device, the MICROTAINERO Brand Tube (control tube). The

study showed no clotting in any evaluation tube or control tube, and trace hemolysis in only

one control tube.


The second part of the study compared the performance of the evaluation tube to a control

tube using the Johnson and Johnson Vitros 250 Chemistry Analyzer to measure an array of

chemistry analytes in plasma. Results from this study concluded that the principal device,

the modified MICROTAINERO Brand Tube with MICROGARD- 

Closure, demonstrated

equivalent results to the predicate device, the MICROTAINERO Brand Tube
 for most of

the analytes tested. The predicate device demonstrated a positive bias for several analytes,

however the bias was not considered clinically significant. The final report can be

referenced in Appendix A of this submission.


In conclusion, the data supports a determination of equivalent performance between the

modified MICROTAINER01 Brand Tube with MICROGARD' Closure as presented in this

submission and the currently marketed predicate device.
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III. Predicate Device Summary Table


* Substantial Equivalence


Based on comparison of the intended use, technology/principles of operation,

materials and performance in the first case, and design and materials in the second,

the MICROTAINERO Brand Chemistry tubes can be shown to be substantially

equivalent to the commercially available predicate devices indicated in the table below.

The predicate devices, K number, and clearance dates are also identified in the table.


Manuf acturer
 Predicate Device
 K-Number
 Clearance Date


Becton Dickinson
 MICROTAINERD
 K771370
 8/3/77

VACUTAINER
 Brand Tubes

Systems


Becton Dickinson
 MICROTAINERO
 K931368/A
 9/28/93

VACUTAINER
 Brand EDTA Tube

Systems
 with MICROGARDTm


Closure


61=14. gunuck

Andrea Hroncich


Regulatory Affairs Associate

Becton Dickinson VACUTAINER Systems

Becton Dickinson and Company


22?ýw

Date V
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DEPARTMENT OF HEALTH & HUMAN SERVICES


Food and Drug Administration

2098 Gaither Road

Rockville MD 20850


JUL 28 1999


Ms. Andrea Hroncich

Regulatory Affairs Associate

Beckton Dickinson VACUTAINER Systems

I Becton Drive

Franklin Lakes, New Jersey 07417-1885


Re: K991702

Trade Name: MICROTAINW Brand Chemistry tubes with 

MICROGARD' 
Closure


Regulatory Class: 11

Product Code: JKA


Dated: May 18, 1999

Received: May 19, 1999


Dear Ms. Hroncich:


We have reviewed your Section 5 1 0(k) notification of intent to market the device referenced

above and we 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). You may, therefore, market the device, subject to the general controls

provisions of the Act. 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.


If your device is classified (see above) into either class 11 (Special Controls) or class III

(Premarket Approval), it may be subject to such additional controls. Existing major regulations


affecting your device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 895.

A substantially equivalent determination assumes compliance with the Current Good


Manufacturing Practice requirements, as set forth in the Quality System Regulation (QS) for

Medical Devices: General regulation (21 CFR Part 820) and that, through periodic QS


inspections, the Food and Drug Administration (FDA) will verify such assumptions. Failure to


comply with the GMP regulation may result in regulatory action. In addition, FDA may publish

further announcements concerning your device in the Federal Register. Please note: this

response to your premarket notification submission does not affect any obligation you might

have under sections 531 through 542 of the Act for devices under the Electronic Product

Radiation Control provisions, or other Federal laws or regulations.
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Under the Clinical Laboratory Improvement Amendments of 1988 (CLIA-88), this device may

require a CLIA complexity categorization. To determine if it does, you should contact the

Centers for Disease Control and Prevention (CDC) at (770) 488-7655.


This letter will allow you to begin marketing your device as described in your 5 1 0(k) premarket

notification. The FDA finding of substantial equivalence of your device to a legally marketed

predicate device results in a classification for your device and thus, permits your device to

proceed to the market.


If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and

additionally 809. 10 for in vitro diagnostic devices), please contact the Office of Compliance at


(301) 594-4588. Additionally, for questions on the promotion and advertising of your device,

please contact the Office of Compliance at (301) 594-4639. Also, please note the regulation

entitled, "Misbranding by reference to premarket notification"(21 CFR 807.97). Other general

information on your responsibilities under the Act may be obtained from the Division of Small

Manufacturers Assistance at its toll-free number (800) 638-2041 or (301) 443-6597, or at its

internet address "http://www.fda.gov/cdrli/dsma/dsmamain.html".


Sincerely yours,


ZzErA.ýý plý

Steven I. Gutman, M.D, M.B.A.

Director

Division of Clinical


Laboratory Devices

Office of Device Evaluation

Center for Devices and

Radiological Health


Enclosure
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B. INDICATIONS FOR USE


510(k) Number (if known): 141_'_ 
79/702-


Device Name: MCROTAINER! Brand (lemisLrytubes widiMCROGARDTm Qosure


Indications for Use:


The MICROTAMRO Brand Chemistry tubes with MICROGARDT14 Closure are intended to collect,

transport, and store s1dn puncture blood specimens for chemistry determinations requiring seruin or

heparinized plasma.


ratOrY Devices

vical LabO


Division


510(k) N"'


(Please do not Write below this line-continue on another page if needed)


Concurrence of CDRH, Office of Device Evaluation (ODE)


Prescription Use _Z Or
 Over-the- Counter Use


(Per 21 CFR S 801.109)


(Optional format 1-2-96)
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00,


JUL 28 1999


Ms. Andrea Hroncich

Regulatory Affairs Associate

Beckton Dickinson VACUTAINER Systems

I Becton Drive

Franklin Lakes, New Jersey 07417-1885


Food and Drug Administration

2098 Gaither Road

Rockville MD 20850


Re: K991702

Trade Name: MICROTAINERý Brand Chemistry tubes with 

MICROGARD' 
Closure


Regulatory Class: II

Product Code: JKA

Dated: May 18, 1999

Received: May 19,1999


Dear Ms. Hroncich:


We have reviewed your Section 5 1 0(k) notification of intent to market the device referenced

above and we 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). You may, therefore, market the device, subject to the general controls

provisions of the Act. 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.


If your device is classified (see above) into either class 11 (Special Controls) or class III

(Premarket Approval), it may be subject to such additional controls. Existing major regulations


affecting your device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 895.

A substantially equivalent determination assumes compliance with the Current Good


Manufacturing Practice requirements, as set forth in the Quality System Regulation (QS) for

Medical Devices: General regulation (21 CFR Part 820) and that, through periodic QS


inspections, the Food and Drug Administration (FDA) will verify such assumptions. Failure to


comply with the GMP regulation may result in regulatory action. In addition, FDA may publish

further announcements concerning your device in the Federal Register. Please note: this

response to your premarket notification submission does not affect any obligation you might

have under sections 531 through 542 of the Act for devices under the Electronic Product

Radiation Control provisions, or other Federal laws or regulations.
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Under the Clinical Laboratory Improvement Amendments of 1988 (CLIA-88), this device may

require a CLIA complexity categorization. To determine if it does, you should contact the

Centers for Disease Control and Prevention (CDC) at (770) 488-7655.


This letter will allow you to begin marketing your device as described in your 5 1 0(k) premarket

notification. The FDA finding of substantial equivalence of your device to a legally marketed

predicate device results in a classification for your device and thus, permits your device to

proceed to the market.


If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and


additionally 809. 10 for in vitro diagnostic devices), please contact the Office of Compliance at

(30 1) 594-4588. Additionally, for questions on the promotion and advertising of your device,

please contact the Office of Compliance at (301) 594-4639. Also, please note the regulation


entitled, "Misbranding by reference to premarket notification"(21 CFR 807.97). Other general

information on your responsibilities under the Act may be obtained from the Division of Small

Manufacturers Assistance at its toll-free number (800) 638-2041 or (301) 443-6597, or at its

internet address "http://www.fda.gov/cdrll/dsma/dsmamain.html".


Sincerely yours,


/&-Yzkýý /7aý

Steven 1. Gutman, M.D, M.B.A.

Director


Division of Clinical


Laboratory Devices

Office of Device Evaluation


Center for Devices and

Radiological Health


Enclosure


6;L
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We note that you chose to use the Traditional 5 1 0(k) approach for your submission. You may not be

aware that there are other, more efficient, methods of 5 1 0(k) submission that may be appropriate for

you. Your submission could have been submitted as an:


-Abbreviated 5 1 0(k) _Special 5 1 0(k) -Third Party Review


On March 20, 199 8 CDRH issued a document entitled "The New 5 1 0(k) Paradigm - Alternative

Approaches to Demonstrating Substantial Equivalence in Premarket Notifications," (available at

htti)://w.ww.fda.jzov/cdrh/ode/-l)arad5lO.hLml . This -document describes two new alterriative types of


subrnissions,.ihe'.'Special 510(k): Device Modification"i-and-the"Abbreviated 510(k)." We

--advise.youto,revie -the -new-approaches to submitting a 5 1 0(k).
w the-Paradigm document,and


Special 510(k) - Submissions for-modified -devices where neither the indications for use nor the

fundamental scientific technology is changed. It relies on the requirement that the manufacturer has


-sign controls in accordance with the SMD-A-and 21 CFR 820.30.
.-----ýestablished, de


Abbreviated 510(k) - Submissions using conformance to recognized voluntary standards

and/or guidance docum-ents-in.lieuof data review as the means by which the safety and

effectiveness of-the device can be evaluated. Manufacturers may submit. an Abbreviated

5 1 0(k) when an FDA recognized standard or several voluntary standards or guidance


-documents have been used to- cover--specific-. aspects of the device. Conformance with

...recognized consensus standards in itself -may -not-be sufficient to warrant a substantially


equivalent decision. A premarket submisston-must also contain all the other information

besides that related to the abbreviated portion that is necessary for the agency to evaluate the

substantial equivalence of the device. An example of a recognized standard that may have

been applicable to a specific portion of your device is; C28-A 1995, How to Define and

Determine- Reference Intervals in the Clinical Laboratoly, Approved Guideline (IVD),

National Cornmittee for Clinical LaboratoKy Standar& (hICCLS). For further information on

recognition -and. use of consensus standards- seLe the webpage

http://www.fda.gov/cdrh/modact/recstand.html.


Review-- by-a Third Party - 5 1 0(k) submissions for Class I and selected Class II devices are

eligible for review by FDA-accredited third party organizations under section 523 of the Act.

The Third Party Review Program is intended to provide a more efficient alternative to FDA's

traditional 510(k) review process. Manufacturers of eligible devices may participate in the

program by contracting for a review- by a participating third party and submitting a 5 1 0(k)

directly to that organization. Additional information about the Third Party Review Program,

including lists of eligible devices and accredited third parties, is available on FDA's web site at

ii.tti)://www.fda.gov/cdrh/dsma/3Ldpiy.html.


If a future submission fits one of the new approaches, its use could save both agency review time

and your need to submit some detailed content.


If you have questions or need further information, please contact Kaiser J. Aziz, Ph.D. - Associate

Director for 510(k) Program at (301) 594-3084.


Qj
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B. INDICATIONS FOR USE


510(k) Number (if known): /I/-"- Ig / 70 2-


Device Name: MCROTAMR! Brand Chemisjr3ýtubeswith MCROGARD- Closure


Indications for Use:


The MICROTARýERG Brand Chernistry tubes vvith MICROGARDTN Closure are intended to collect,

tr-msport, and store s1dn puncture blood specimens for chemistry determinations requiring serum or

heparinized plasma.


'CVA

,or.
My' iOf- Devices


Di Won ý'Ajnical Lahoratory


51


(Please do not Write below this line-continue on another page if needed)


Concurrence of CDRH, Office of Device Evaluation (ODE)


Prescription Use - / Or Over- the- Counter Use


(Per 21 CFR § 801.109)


(Optional format 1-2-96)
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food And Drug Administration


'0111:
 Reviewer(s) - Name(s).


Subject: 510(k)Number,


Iq / 
Pat- 

ýYA-rd


19 11 "'? & 9-- 
-


Memorandum


To: The Record - It is my recommendation that the subject 5 1 0(k) Notification:


ORefused to accept.


equires additional information (other than refuse to accept).


;4ccepted for review


;4-h substantially equivalent to marAed devices.

I 

ONOT substantially equivalent to marketed devices.


De Novo Classification Candidate? OYES 0 NO

00ther (e.g., exempt by regulation, not a device, duplicate, etc.)


Is this device subject to Postmarket Surveillance? OYES NO

Is this device subject to the Tracking Regulation? OYES )eNO

Was clinical data necessary to support the review of this 5 1 0(k)? YES ONO

Is this a prescription device? S 0 NO

Was this 5 1 0(k) reviewed by a Third Party? OYES trNO

Special 5 1 0(k)? OYES rýSrNO

Abbreviated 5 1 0(k)? Please fill out form. on H Drive OYES )ýKNO


This 5 1 0(k) contains:


Truthful and Accurate Statement ORequested 0ý nclosed

(reouired for originals received 3-14-95 and after)


XA 5 1 0(k) summary OR CIA 5 1 0(k) statement


0 The required certification and summary for class III devices


X 
f he indication for use form (required for originals received 1-1-96 and after)


.-Matdrial of Biological Origin YES XNO


The submitter requests under 21 CFR 807.95 (doesn't apply for SEs):

El No Confidentiality El Confidentiality for 90 days El Continued Confidentiality exceeding 90 days


Predic te Product Code with class:

st C-IýK 9-61, (6 -7 S.


I Ke (ý bf ý, 51-


',eview:

(Pran Cifief)


Additional Product Code(s) with panel (optional):


1 
1 
, 

C.,iL4-1


Final Review:- 
V-4ý-


(Division Director)

Revised:6/2//98
 (Date)


Code) 
- 

(bAte) / 
-


S-
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Screening Checklist


For all Premarket Notification 510(k) Submissions


Device Name:
 K


Submitter (Company):

A
 T

B
 R


S

B
 A


P

R
 0


E

E
 I


C

V
 T


Items which should be included
 I
 I
 I


(circle missing & needed information)
 A

A

T


0

N IF ITEM


L

E
 A Is

D
 NEEDED


YES NO
 YES
 NO
 YES
 NO AND IS


1.
Cover Letter clearly identifies Submission as:
 MISSING


a)
"Special 510(k): Device Modification"


b)
"Abbreviated 
510(k)"
 Q11


c)
Traditional 510(k)

GO TO


2,3


GOTON

2.4.5


GO

TO #2


M
 4.5


IF ITEM IS

2.
GENERAL INFORMATION: REQUIRED IN ALL 510(K) SUBMISSIONS NEEDED


Financial Certification or Disclosure Statement for 51 0(k)s With a
 NA YES
 N 10


Cli
nical Study 807.87(i)

TRAFTFONAL
SPECIALS ABBREVIATED AND IS


YES NO YES NO MISSING
YES NO


a)
 trade name, classificalt6ft name, establishment registration


lass
number, devic
kc

b)
OR a statementlhtA-Ke device is not yet classified
 FDA-may be a classification request; see coordinator


c)
identification of legally marketed equivalent device
 NA P

d)
compliance with Section 514 -&erformayce standards
 NA
 ,am


e)
address of manufacturer UT AAtM T
 t-tý


0
 Truthful and Accurate Statement


g)
Indications for Use enclosure
 AM `7 W


h)
SMDA Summary or Statement (FOR ALL DEVICE CLASSES)-
 0


Class I I I Certification & Summary (FOR ALL CLASS W DEVICES)
 IWAG


j)
Description of device (or modification) including diagrams,

engineering drawings, photographs, service manuals


k)
Proposed Labeling:

i) package labeling (user info)
 Mli

ii) statement of intended use

iii) advertisements or promotional materials

i) MRI compatibility (if claimed)
 law


1)
 Comparison Information (similarities and differences) to named


leg
ally marketed equivalent device (table preferred) should include:


i) Labeling

ii) intended use

iii) physical characteristics
 q,

iv) anatomical sites of use

v) performance (bench, animal, clinical) testinq t
D
 NA

vi) safety characteristics
 NA
 [111ý10'11411


m)
 If kit, kit certification
 I 01111!ý, -4


fq-3.
"SPECIALS" - ONLY FOR MODIFICATIONS TO MANUFACTURER'S OWN CLASS 11, 111 OR RESERVED CLASS I DEVICE


a)
Narne& 510(k) number of legally marketed


(unmodified) predicate device


b)
STATEMENT- INTENDED USE AND INDICATIONS FOR
 *If no- STOPnota special


DCRD f-, 102 (-
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USE OF MODIFIED DEVICE AS DESCRIBED IN ITS

is
LABELING HAVE NOT CHANGED*


c) STATEMENT - FUNDAMENTAL SCIENTIFIC
 STOP not a special
*Ifno


TECHNOLOGY OF THE MODIFIED DEVICE HAS NOT

CHANGED*


-d) Design Control Activities Summary
 FW

i) Identification of Risk Analysis method(s) used to


assess the impact of the modification on the


device and its components, and the results of the


analysis


ii) Based on the Risk Analysis, an identification of

the verification and/or validation activities


required, including methods or tests used and


acceptance criteria to be applied


iii) A declaration of conformity with design controls.


The declaration of conformity should include:


I ) A statement signed by the individual


responsible, that, as required by the risk


analysis, all verification and validation


activities were performed by the designated


individual(s) and the results demonstrated

that the predetermined acceptance criteria

were met


2) A statement signed by the individual


responsible, that manufacturing facility is in

conformance with design control procedure

Requirements as specified in 21 CFR 820.30

and the records are available for review.


v' IF ITEM


SPECIALS ABBREVLATFO TRADITIONAL 
Is


NEEDED

AND IS


y MISSING

4. ABBREVIATED 510(K): SPECIAL CONTROLSICONFORMANCE TO RECOGNIZED STANDARDS - PLEASE


FILL OUT THE STANDARDS ABBREVIATED FORM ON THE H DRIVE


a) For a submission, which relies on a guidance

document and/or special control(s), a summary

report that describes how the guidance and/or

special control(s) was used to address the risks

associated with the particular device type


b) If a manufacturer elects to use an alternate approach

to address a particular risk, sufficient detail should be

provided to justify that approach.


c) For a submission, which relies on a recognized


standard, a declaration of conformity to the standard.

The declaration should include the following:


i) An identification of the applicable recognized

consensus standards that were met


ii) A specification, for each consensus standard,

that all requirements were met, except for


DCRD frnx
 Pagý 2
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inapplicable requirements or deviations noted

below


iii) An identification, for each consensus standard, of


any way(s) in which the standard may have been

adapted for application to the device under

review, e.g., an identification of an alternative

series of tests that were performed


iv) An identification, for each consensus standard, of


any requirements that were not applicable to the

device


v) A specification of any deviations from each

applicable standard that were applied


vi) A specification of the differences that may exist, if

any, between the tested device and the device to

be marketed and a justification of the test results

in these areas of difference


vii) Nameladdress of test laboratory/certification


body involved in determining the conformance of

the device with applicable consensus standards

and a reference to any accreditations for those

organizations


d) Data/information to address issues not covered by

guidance documents, special controls, and/or

recognized standards


6. Additional Considerations: (may be covered by Des
ign Controls)

a) Biocompatibility data for all patient-contacting materials,


OR certification of identical material/formulation:

i) component & material

ii) identify patient-contacting materials

iii) biocompatibility of final sterilized product


b) Sterilization and expiration dating information:

i) sterilization method

H) SAL

iii) packaging

iv) specifV pVrogen free

v) ETO residues

vi) radiation dose


c) Software validation & verification:

i) hazard analysis

ii) level of concern

iii) development documentation

iv) certification


Items shaded under "NO" are necessary for that type of submission. Circled items and items with checks

in the "Needed & Missing" column must be submitted befýe acceptance f th docu ent.


I
qZ
4J, 1ý 

e


Passed Screening Yes No Reviewer: 7;

Date: i,±qNf±S, I -qq I ConcurrenciEý Review


Branch-J


Page 3
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REVISED:3/14/95


THE 510(K) DOCUMENTATION FORMS ARE AVAILABLE ON THE LAN UNDER 510(K)


BOILERPLATES TITLED "DOCUMENTATION" AND MUST BE FILLED OUT WITH


EVERY FINAL DECISION (SE, NSE, NOT A DEVICE, ETC.).


"SUBSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION


K 
ýV702ý


Reviewer: Albear

h.P-Division/Branch:


Device Name: Be-,tooNkjA).5DA.J ýAtýtJb ChýeM1sT1tV-td6,--S


Product To Which Compared (510(K) Number If Known): ILI-71 3 -7 0


YES NO


1.
 Is Product A Device
 If
 NO =
 Stop


2.
 Is Device Subject To 510(k)?
 If
 NO =
 Stop


3.
 Same Indication Statement?
 If
 YES
 = Go To 5


4.
 Do Differences Alter The Effect Or
 If
 YES
 = Stop NE


Raise New Issues of Safety Or


Effectiveness?


5.
 Same Technological Characteristics?
 If
 YES
 = Go To 7


6.
 Cou d The New Characteristics Affect
 If
 YES
 = Go To 8


Safety Or Effectiveness?


7.
 Descriptive Characteristics Precise
 If
 NO =
 Go To 10


Enough?
 If
 YES
 = Stop SE


8.
 New Types Of Safety Or Effectiveness
 If
 YES
 = Stop NE


Questions?


9.
 Accepted Scientific Methods Exist?
 If
 NO =
 Stop NE


10.
 Performance Data Available?
 If
 NO =
 Request


Data


11.
 Data Demonstrate Equivalence?
 Final Decision:


I
 I
 I
 &1
 5 
C-- 

J


Note: In addition to completing the form on the LAN, "yes" responses to


questions 4, 6, 8, and 11, and every "no" response requires an


explanation.
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1. Intended Use:


2. Device Description: Provide a statement of how the device is either


similar to and/or different from other marketed devices, plus data (if


necessary) to support the statement. Is the device life-supporting or


life sustaining? Is the device implanted (short-term or long-term)? Does


the device design use software? Is the device sterile? Is the device for


single use? Is the device for home use or prescription use? Does the


device contain drug or biological product as a component? Is this device


a kit? Provide a summary about the devices design, materials, physical


properties and toxicology profile if important.


EXPLANATIONS TO "YES- AND "NO" ANSWERS TO QUESTIONS ON PAGE 1 AS NEEDED


1. Explain why not a device:


2. Explain why not subject to 510(k):


3. How does the new indication differ from the predicate device's


indication:


4. Explain why there is or is not a new effect or safety or effectiveness


issue:


5. Describe the new technological characteristics:


6. Explain how new characteristics could or could not affect safety or


effectiveness:


7. Explain how descriptive characteristics are not precise enough:


8. Explain new types of safety or effectiveness questions raised or why the


questions are not new:


9. Explain why existing scientific methods can not be used:


10. Explain what performance data is needed:


11. Explain how the performance data demonstrates that the device is or is


not substantially equivalent:


ATTACH ADDITIONAL SUPPORTING INFORMATION
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Internal Administrative Form


N

1 . Did the firm request expedited review?

2. Did we grant expedited review?

3. Have you verified that the Document is labeled Class III for GMP


purposes?

4. If, not, has POS been notified?

5. Is the product a device?

6. Is the device exempt from 51 0(k) by regulation or policy?

7. Is the device subject to review by CDRH?

8. Are you aware that this device has been the subject of a previous NSE


decision?

9. If yes, does this new 510(k) address the NSE issue(s), (e.g.,


performance data)?

10.Are you aware of the submitter being the subject of an integrity


investigation?

11. If, yes, consult the ODE Integrity Officer.

12. Has the ODE Integrity Officer given permission to proceed with the


review? (Blue Book Memo #191-2 and Federal Register 90NO332,

September 10, 1991.


ý2---
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REVIEW MEMORANDUM


Date: 23 July 1999


From: At Peacock, Ph.D., Scientific Reviewer, Chemistry & Toxicology Branch, DCLD, HFZ-440


Subject: Review Summary for K991702 Becton Dickinson MICROTAINERO Brand Chemistry Tubes


Applicant: Becton Dickinson Vacutainer Systems

Contact: Andrea Hroncich, Regulatory Affairs Associate


Phone: (201) 847-6173

Fax: (201) 847-4858


To: THE RECORD


1. Background


The 51 0(k), K991702 dated May 18, 1999 was received by Document Mail Center (DMC) on May 19, 1999

and by the reviewer on May 24, 1999. In the 510(k), Becton Dickinson Vacutainer Systems presents a medical

device, Becton Dickinson MICROTAINEROD Brand Chemistry Tubes with MICROGUARDTM Closure for 510(k)

clearance.


The information and proposed labeling submitted in this application were subjected to a review using the

following: the ODE Screening Checklist; the predicate device labeling; regulation, 21 CFR 809.10; regulation,

and 21 CFR 862.1675, Product Code 75JKA: Tubes, Vials, Systems, Serum Separators, Blood Collection,

Class 11.


Intended Use


The modified MICROTAINERO Brand Chemistry Tubes are designed to collect, transport, and store skin

puncture blood specimens for chemistry testing requiring serum or heparinized plasma.


This device is for prescription use.


II. Review Documentation


Device Description and Methodology


The Becton Dickinson MICROTAINEROD Brand Chemistry Tubes with MICROGUARDTM Closures are

non-sterile, non-evacuated, single use, micro collection tubes designed to collect, transport, and store skin


puncture blood specimens for chemistry testing requiring serum or heparinized plasma. These tubes either

have Lithium Heparin, Lithium Heparin with r gel,  , or  gel with

clot activator and .


Predicate Device


K931368/AO01 Becton Dickinson MICROTAINERO Brand EDTA Tubes with MICROGUARDTM Closure


K771370 Becton Dickinson MICROTAINERO Brand Tubes


/J

(b)(4) (b)(4) (b)(4) 
(b)(4) 
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July 23,1999 Review Memorandum for K991702 Page 2 of 3


Similarities and Differences with Predicates


The intended use and perforrnance of the modified tubes have not been changed and are identical to the

current MICROTAINERTm Brand Chemistry Tubes.


Comparison Table


Principal Device
 Predicate Device

I


Predicate Device

(Intended Use)
 (Tube Design)


Product Features

MICROTAINER TM Brand
 MICROTAINERTm Brand


Product
 Chemistry Tubes with
 MICROTAINER Tm Brand Tubes
EDTA Tube with

MICROGARDO Closure
 MICROGARDID Closure


Collect, transport, and store skin
Collect, transport, and store skin
Collect, anticoagulate,


Intended Use

puncture blood specimens for
 puncture blood specimens for
 ransport, and store skin

chemistry testing requiring serum
chemistry testing requiring
 puncture blood specimens for

or heparinized plasma.
 serum or heparinized plasma.
hematology testing


Single Use

_


Yes
 Yes
 Yes

Sterile
 No
 No
 No


Blood Collector
Component


Reservoir Design

Closure Design


Chemistry Tube Material Components

Lithium Heparin

Tube


PST Tube


Serum Tube


SST Tube, clear or
amber


Reservoir


Collector


Closure

Closure Lubrica

(b)(4) 

(b)(4) 
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July 23,1999 Review Memorandum for K991702 Page 3 of 3


Performance


Accuracy by Comparison


Clinical testing with samples collected from  was done to compare the performance of the


predicate MICROTAINERID Brand Tube with lithium heparin, with the principle device, the modified

MICROTAINEROD Brand Tube with lithium heparin and MICROGARDTM Closure. The study evaluated

the tubes for hemolysis and clotting and for performance of the tubes by measuring an array of


chemistry analytes in plasma.


Labeling


Proprietary Name and Established Common Name: Present

Product Description: Provides a concise description of the essential information about the product

Intended Use: Provides a concise description of the essential information about how the product is used

Precautions: Precautions to be taken when product is used are adequately described

Cautions: Biohazardous conditions adequately described

Shelf Life: Product shelf life given

Storage: Proper storage conditions described

Specimen Collection and Handling: Adequately described

Blood Collection Technique and Specimen Collection: Adequately described

Bibliography: Cited references and other related references given.

Name and Place of Manufacture, Packing, or Distribution: Present

Date of Last Labeling Distribution: Present

Outside Box Labeling: Required outside box labeling present


Administrative


Truthful and Accurate Statement: Submitted

Indications for Use Form: Submitted

51 0(k) Statement or Safety and Effectiveness Summary: Submitted

Class I I I Certification Summary: Not Applicable


Regulatory Classification


I Device Name 1 21 CFR Reg # Product Code Class


I Tubes, Vials, Systems, Serum Separators, Blood Collection 1 862.1675 75JKA 1 11


Ill. Substantially Equivalent and Recommendation


Based upon review of the information provided in this 510(k), this device appears to be SUBSTANTIALLY

EQUIVALENT to devices regulated by 21 CFR 862.1675, Tubes, Vials, Systems, Serum Separators, Blood

Collection, Class 11.


fi L
Reviewed By: WOeq4ý ý Date:7 oLý

Albert F.'Peacock, Ph.D!

(b)(4) 

(b)(4) 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES


May 19, 1999


BECTON DICKINSON VACUTAINER SYSTEMS 510(k) Number


ONE BECTON DR Received:


FRANKLIN LAKES, NJ 07417 Product:


ATTN: ANDREA HRONCICCH


Public Health Service


Food and Drug Administration

Center for Devices and

Radiological Health

Office of Device Evaluation

Document Mail Center (HFZ-401)

9200 Corporate Blvd.

Rockville, Maryland 20850


K991702

19-MAY-1999


MICROTAINER BRAND


CHEMISTRY TUBES WITH


MICROCARD CLOSURE,

MODEL 365965,


The Center for Devices and Radiological Health (CDRH), Office of Device


Evaluation (ODE), has received the Premarket Notification you submitted in


accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic Act


(Act) for the above referenced product. We have assigned your submission a


unique 510(k) number that is cited above. Please refer prominently to this


510(k) number in any future correspondence that relates to this submission.


We will notify you when the processing of your premarket notification has been


completed or if any additional information is required. YOU MAY NOT PLACE


THIS DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA


ALLOWING YOU TO DO SO.


on January 1, 1996, FDA began requiring that all 510(k) submitters provide on


a separate page and clearly marked "Indication For 
Use" the indication for use


of their device. If you have not included this information on a separate page


in your submission, please complete the attached and amend your 510(k) as soon


as possible. Also if you have not included your 510(k) Summary or 510(k)


Statement, or your Truthful and Accurate Statement, please do so as soon as


possible. There may be other regulations or requirements affecting your device


such as Postmarket Surveillance (Section 522 (a) (1) of the Act) and the Device


Tracking regulation (21 CFR Part 821). Please contact the Division of Small


Manufacturers Assistance at the number below for more information.


With regard to the Clinical Laboratory Improvement Amendments of 1988 (CLIA-88)


which became effective September 1, 1992, the Center for Disease Control (CDC)


and Prevention is currently handling complexity category/assignments concurrent


with FDA's 510(k) review. To determine if your device requires a CLIA


complexity categorization, contact CDC at (770)488-7655.


Please remember that all correspondence concerning your submission MUST be


sent to the Document Mail Center (HFZ-401) at the above letterhead address.


Correspondence sent to any address other than the Document Mail Center will


not be considered as part of your official premarket notification submission.


Because of equipment and personnel limitations, we cannot accept telefaxed


material as part of your official premarket notification submission, unless


specifically requested of you by an FDA official. Any telefaxed material


must be followed by a hard copy to the Document Mail Center (HFZ-401).
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You should be familiar with the manual entitled, "Premarket Notification


510(k) Regulatory Requirements for Medical 
Devices" available from DSMA.


If you have other procedural or policy questions, or want information on

how to check on the status of your submission (after 90 days from the


receipt date), please contact DSMA at (301) 443-6597 or its toll-free


number (800) 638-2041, or at their Internet address http://www.fda.gov/cdrh/dsmamain.html


or me at (301) 594-1190.


Sincerely yours,


Marjorie Shulman

Consumer Safety Officer

Premarket Notification Staff

Records processed under FOIA Request 2023-5609; Released by CDRH on 06/26/2024.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301.796.8118.



K 
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Becton Dickinson VACUTAINER Systems

1 Becton Drive

Franklin Lakes, New Jersey 07417-1885

(201) 847-4500


May 18,1999


Office of Device Evaluation

510(k) Document Mail Center (HFZ-401)

Center for Devices and Radiological Health

Food and Drug Administration

9200 Corporate Blvd. Rm. #2N

Rockville, MD 20850


M

C>


Re: 510(k) Premarket Notification
 r 7ý,

MICROTAINERS Brand Chemistry Tubes with MICROGARDTm Closure


Document Control Clerk: =C:


Per the requirements of Section 51 0(k) of the Federal Food, Drug and Cosmetic Act, Becton Dickinson

and Company provides notification of intent to introduce into interstate commerce MICROTAINERO

Brand Chemistry Tubes with MICROGARD TM Closure, a modification to the existing design of these

tubes.


The FDA Clinical Chemistry and Toxicology Panel considers these devices as Class 11, Blood Specimen

Collection Devices, 21 CFR 862.1675. This generic type of device may include blood collection tubes,

vials, systems, serum separators, blood collection trays or vacuum sample tubes, and accessories.


All information Becton Dickinson VACUTAINER Systems considers confidential or trade secret has been

marked "Confidential" and therefore is considered to be exempt from disclosure according to 21 CFR

20.60 and 20.61.


If you require additional information, please don't hesitate to contact me by telephone at (201)847-6173

or fax at (201)847-4858.


Sincerely,


Avj7t& ý/Rmekek

Andrea Hroncich

Regulatory Affairs Associate

Becton Dickinson Vacutainer Systems


"n


rn

C2

X

C->


FDA Coverdoc, 05/18M9


m,
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510(k) Premarket Notification


MICROTAINERO Brand Chemistry Tubes

with MICROGARD' Closure


Becton Dickinson VACUTAINER Systems

1 Becton Drive


Franklin Lakes, NJ 07417-1885


JlVkrý) rArMAN&h1 i-4U111-1UA11UN I!AGE

MICROTAINER19 BRAND CHEMISTRY TUBES WITH MICROGARDTm CLOSURE
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A. CDRH PREMARKET SUBMISSION COVER SHEET


DATE OF SUBMISSION:
 FDA Document Number:


May 18, 1999


ý
 A
 SubmL%ion
ecdop,,


0 510(k)
 0 IDE 11 PMA
 0 PMA Supplement - Regular

0 5 1 0(k) AM] information
 0 IDE Amendment 0 PMA Amendment
 0 PMA Supplement - Special


0 IDE Supplement 0 PMA Report
 El PMA Supplement - 30 day

11 IDE Report


fi
 s
 bw
x
 u
$a# On


0 New device 0 Additional or expanded indications ElChange in technology, design, materials or manufacturing process


0 Other reason (specify):


jý


:'82 ýRý for,% Won PMU

,


D New dev ice
 0 Change in design, component or specification: 0 Location change:

0 Withdrawal
 0 Software
 0 Manufacturer

0 Additional or expanded indications
 0 Color Additive
 0 Sterilizer

0 Licensing agreement
 0 Other (specify below):
 0 Packager


0 Distributor

0 Labeling change:


" Indications
 0 Process change:
 0 Report submission

" Instructions
 0 Manufacturer
 0 Annual or periodic

0 Perfon-nance Characteristics
 0 Sterilizer
 0 Post-approval study

0 Shelf life
 0 Packager
 0 Adverse reaction

" Trade name
 0 Device defect

" Other (specify below)
 0 Response to FDA correspondence (specify below) 0 Amendment


0 Request for applicant hold

" Change in ownership
 0 Request for removal of applicant hold

" Change in correspondent
 0 Request for extension

0 Other reason (specify):


t
S
 i
 d
 16

-7 

7-:ýý
 7,7


tic


0 New device


on-,
110n
s
or


=

0 Changem: 0 Response to FDA lett cemin


-0 Addition of institution
 0 Correspondent
 0 Conditional appr
 n
3:0


0 Expansion / extension of study
 0 Design

4!


0 Deemed approval M

0 IRB certification
 0 Informed consent
 D Deficient final repeals Q0 C->
0 Request hearing
 0 Manufacturer
 0 Deficient progress FeZrt


-0 Request waiver
 0 Manufacturing

al'

a-eport,L0
0 Deficient serrti-anLf


0 Tem-unation of study
 0 Protocol - feasibility
 0 Disapproval -- (n

0 Withdrawal of application
 0 Protocol - other
 El Request extensiolV66ime to telpond to F@k


0 Sponsor
 0 Request meeting


0
 IOL submissions 
only-,' 

CA


0 Emergency use:
 0 Report submission:
 0 Change in IOL style 
C-0 C.)


0 Notification of emergency use
 0 Semi-annual progress
 0 Request for protocol waiver


Additional information
 0 Annual progress

0 Unanticipated adverse effect

0 Waiver / site limit


510(K) PREMARKET N
OTIFICATION
 PAGE 3

MICROTAINERO BR
AND CHEMISTRY TUBES WITH MICROGARD TM CLOSURE
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CONFIDEN
El Other reason (specify):

7 'Xý vý 31


"k


Product Code: C.F.R. Section:


A


Device class:

75JKA 862.1675
 0 Class I IKI Class 11


11 Class 111 1:1 Unclassified


Classification panel:

Clinical Chemistry and Clinical Toxicology


T
 L

0


Product codes of devices to which substantial equivalence is claimed:
 Summary of, or statement concerning safbty and

effectiveness data:


El 5 1 0(k) summary attached

0 5 1 0(k) statement


1. 75JKA 2. 3 4


5 6 7 8


Information on devices to which substantial equivalence is claimed:


5 1 0(k) Number Trade or proprietary or model name
 Manufacturer


1. K931368/A 1. MICROTAfNERS Brand EDTA Tubes with
 I . Becton Dickinson VACUTAINER Systems

MICROGARDTM Closure


2. K771370 2. MICROTAINERO Brand Tubes
 2. Becton Dickinson VACUTANER Systems


3 3
 3


Common or usual name or classification name:


Trade or proprietary or model name
 Model number


1. MICROTAINER(& Brand Chemistry tubes with MICROGARDTM Closure
 1. 365965,365985,365963,365967,365978


2
 2


3
 3


4
 4


FDA document numbers of all prior related submissions (regardless of outcome):


1
 2


1


3
 4
 5
 6


7
 8
 9
 10
 11
 12


Intended use or indications for use:


The MICROTAINERS Brand Chemistry tubes with MICROGARDTm Closure are intended to collect, transport, and store skin puncture blood

specimens for chemistry determinations requiring serum or heparinized plasma.


39-
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0 Original

0 Add DDelete


FDA establishment registration number:


I


0 Manufacturer & Sterilizer 0 Contract sterilizer


1 
0 Contract manufacturer 0 Repackager/relabeler


Company/Institution name:


Division name (if applicable):
 Phone number (include area code):


Street address:
 FAX number (include area code):


City:
 State/Province:
 Country:
 ZIP/Postal Code:


Contact name:


Contact title:


0 Original

0 Add DDelete I


FDA establishment registration number:


ý


0 Manufacturer 0 Contract sterilizer

El Contract manufacturer 0 Repackager/relabeler


Company/Institution name:


Division name (if applicable):
 Phone number (include area code):


Street address:
 FAX number (include area code):


City: 

A


State/Province:
 Country:
 ZIP/Postal Code:


ontact name:


Contact title: 
_7
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Q

-or
PP


-Company Institution name:

Becton Dickinson VACUTAINER Systems, Becton Dickinson and Company


Imp
r3l 11 111 IN

FDA establishment registration number:

2243072


Division name (if applicable):
 Phone number (include area code):

201 )847-6173


Street address:

I Becton Drive


FAX number (include area code):

201 847-4858


City:

Franklin Lakes


State / Province:

NJ


Country:

us


ZIP / Postal Code:

07417-1885


Signature: 
&aw&&


Name:

Andrea Hroncich


Title:


Regulatory Affairs Associate, Regulatory Affairs


iw

S1011-


. ...........

Company Institution name:


%(if diffemnt fr
 $

OMNI
om


Division name (if applicable):
 Phone number (include area code):


Street address:
 FAX number (include area code):


City:
 State Province:
 ZIP / Postal Code:


Signature:


Contact Name


Contact Title:
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B. INDICATIONS FOR USE


5 10(k) Number (if known): ý I ý 1-7 0 ýL


Device Name: MCROTAINEW Brand (lemistrytubes with NUCROGARD- Closure


Indications for Use:


The MICROTAINERS Brand Chemistry tubes with MICROGARDTm Closure are intended to collect,

chemistry q*rmm
transport, and store skin puncture blood specimm",r che 

is! 
d ations requiring serum or


heparinized plasma. Division S'gn-0

Division of 

I

Clinical


Labofaroj-"'-510(k)
Number-


(Please do not Write below this line-continue on another page if needed)


Concurrence of CDRH, Office of Device Evaluation (ODE)


Prescription Use Or
 Over- the- Counter Use


(Per 21 CFR § 801.109)


(Optional format 1-2-96)


Z_
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C. TRUTHFUL AND ACCURATE STATEMENT


Premarket Notification


Truthful and Accurate Statement


[As Required by 21 CFR S 807.87 (j)]


I certify that in my capacity as Regulatory Affairs Associate

of Becton Dickinson VACUTAINERO Systems, I believe to

the best of my knowledge, that all data and information

submitted in this Premarket Notification are truthful and

accurate and that no material fact has been omitted.


I

dffizla YL fýoýý


Andrea Hroncich

Regulatory Affairs Associate

Becton Dickinson Vacutainer Systems


6)) S/ qC1

Date


2ýC
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D. GENERAL SUMMARY


D. I DEVICE NAME: MICROTAINEI;t! Brand Chemistrytubes with

NffCROGARD-Closure


D.2 DEVICE CLASS: Class 11, 21 CFR 862.1675


D.3 CLASSIFICATION: Tubes, Vials, Systems, Serum Separators, Blood

Collection (75JKA)


DA REASON FOR SUBMISSION:


Becton Dickinson VACUTAINER Systems intends to introduce into

interstate commerce a modification of its currently marketed line of

MICROTAINERO Brand Chemistry Tubes.


MICROTAINER6 Brand Tubes have been marketed by Becton Dickinson

for many years in the conventional design that was described in 510(k)

# K771370. In 1993, a modified tube design, the MICROTAINERO Brand

Tube with MICROGARD Closure, was introduced for the EDTA

hematology tube only. This design was cleared in 5 1 0(k) # K931368.


This 510(k) premarket notification describes Becton Dickinson's intent to

rollout the modified tube design to the complete currently marketed

chemistry line of MICROTAINERO Tubes, consisting of a Plasma Tube

with Lithium Heparin, a Plasma Separator Tube (PST), a Serum Tube with

no additive, and Serum Separator Tubes (SST) with either a clear or

amber-colored reservoir.


This change is being made to meet customer demand for this improved

design throughout the MICROTAINERO Tube line. The first of the

chemistry tubes to be rolled out is the Lithium Heparin tube, as presented

in this submission, with the other tubes described above to follow.


D.5 SECTION 514, SPECIAL CONTROLS:


To the best of our knowledge, no performance standards (Section 514) or

special controls [Section 513(B)l have been established for this device.


2`7
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E. PRINCIPAL DEVICE INFORMATION


E.1 DEVICE DESCRIPTION


The modified MICROTAINERO Brand Chemistry Tubes with MICROGARD'


Closure are non-sterile, single use microcollection tubes. The tubes consist of

wide diameter polypropylene reservoir with an integral blood collector

component, and a skirted polyethylene closure with a recessed plug that reduces

user exposure to blood.


E.2 INTENDED USE


The MICROTAINERO Brand Chemistry Tubes are designed to collect, transport,

and store skin puncture blood specimens for chemistry testing requiring serum or

heparinized plasma.


E.3 MANUFACTURING AND STERILIZATION INFORMATION


Manufacturer


Sterilizer

N/A Product is non-sterile


EA PRODUCT DRAWINGS


Illustrations of the MCROTAINERO Brand Chennistry tubes with NII CROGARD' Closure

are presented on the following pages.


2-.r
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Principal Device - Product Drawings


MICROTAINERO Brand Chemistry tubes with MICROGARD' Closure


*CLOSURE 
CLOSURE

INTERIOR


. 
I 4,oo a


200 ul I % RESERVOIR


NESTABLE CLOSURE
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E.5 DRAFT DEVICE LABELING


The MICROTAINERO Brand Chemistry Tubes with MICROGARD- Closure

are non-sterile, single use devices. Draft device labeling presented in this

section is specific to the Lithium Heparin Tube, the first chemistry tube to be

released with the modified design. As each subsequent tube is rolled out in this

design, similar labeling will be created specific to each tube. Individual

"Instructions for Use" will be released with each tube, until all the chemistry

tubes are rolled out. At that time, a "common circular" will be released for all

the tubes. A draft of this common circular is presented here as well.


> Instructions For Use

> Draft IFU for Lithium Heparin Tube (first chemistry tube to be released)

> Draft "Common" IFU for use when all chemistry tubes have been rolled


out


);o Shelf Bag


)ý- Case Label
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Principal Device - Draft Instructions For Use 1 IfiL


THE MICROTAINERO BRAND CHEMISTRY TUBE WITH MICROGARD"14 
CLOSURE


MICRO 
TAINER" Brand Tubes DRAFT


with Lithium Heparin For In Vitro Diagnostic use 0 Non sterile


INTENDED USE,

MICROTAINER' Brand Tubes are used to collecL transport and store skin

puncture blood specimens for tests utili7ing heparinized plasma.


PRODUCT DESCRIPTION:

The 

MICROTAINER' 
Tube consists of a plastic reservoir and a color-ooded


MICROGARDT" closure (Fig. 1). The upper edge of the reservoir serves as

a collector. The MICROGARDT1 closure fits snugly over the upper edge of

the reservoir to reduce the potential for sample contact when the cap Is

removed.


The tubes contain additives in varying concentrations dependent upon the

fill volumes and the required additive to blood ratio for am tube. Additive

choice depends on the analytic test method, and Is specified by the

manufacturer of the test reagents and/or instrument on which the test Is

performed


Color Additive Fill Volume

Plasma tube.

Lithium Heparin Green Lithium Heparin 200-4OOuL


To remove the closure. grasp the ribbed edge and twist while puffing It off.

To reinsert, twist the closure while pushing it onto the reservoir.


An optional extender is available. It fits into the bottom of the reservoir and

increases the tube length to about 75 millimeters (nun). With this extender.

the tube fits in a standard 13x75mm test tube rack. The extender also

provides a larger area for specimen labeling.


PLASMA TUBES:

Plasma tubes contain the optimum amount of additive to anGooagulate the

specified volume of skin puncture blood.


STABILITY:

Product is stable if used before the expiration date and stored below 25'C.


LIMITATIONS:

This system is designed for skin puncture blood collections.


Chemistry values obtained from skin puncture plasma may differ from those

obtained from skin puncture serum, venous plasma or venous serum.


Blood fill quantity must be within the specified range to ensure proper mixing

and test results.


Specimens should be centrifuged and processed immediately on arrival in

the laboratory.


11astfc: Components

'Omposants Plastilques

*ompone.
ntes do Plistico,

*omponentes Plisticos

f 5 

-3:- 
v --'7 %8 0,13


:ýolfectlon Technique

rechnique De Recuell

r6cnica Para La Toma

r6cnkas De Coleta


[ft 9 M FjR;A


Tube

Tubo 

MICROG40m Closure

Bouchon MICROGARD

Tap6n 141CROG40

Tampa MICROG4RD


Rg 1


--


---------------Ftgý 2


MATERIALS REQUIRED BUT NOT PROVIDED:

1. Gloves for the person performing the collections

2. Alcohol swabs

3. Dry sterile gauze pads

4. Lancet as appropriate for site and volume of blood required

5. Sharps and contaminated materials disposal container


OPTIONAL MATERIALS FOR SPECIMEN COLLECTION:

1. Warming device if required, dependent on the volume of blood and


tests to be performed.

2. Adhesive bandage. Avoid use of bandages with patients likely to place


fingers or feet in their mouths, as Ingeslonfaspiration may occur.


DIRECTIONS FOR USE:

1. Gloves must be wom during skin puncture blood collection.

2. Select puncture site, warm as appropriate. and cleanse with alcohol.

3. Allow site to dry. Do not dry by wipirig, as disinfection occurs during


air-drying.

4. Remove MICROGARD" closure from tube and place on a convenient


surface. The closure may be nested on the base of the tube

5. Puncture skin with the appropriate lanoeL following Instructions


supplied by the manufacturer. Dispose of lancet in an approved

sharps container. Wipe away the first drop of blood with gauze.


6. Hold 
MICROTAINERO Tube at 30'45* angle from surface of puncture


site (Fig. 2). Touch collector end of reservoir to drop of blood. Avoid


scraping skin surface to collect blood sample. After collecting 2 or 3

drops, blood will freely flow down reservoir wall to bottom of tube.

CAUTION: 

"Milking" of skin puncture site may cause hemolysis and


adversely affect test result accuracy.

7. Fill tubes between the fill marks. Over- or underfilling of tube may


result in clotting and/or erroneous test results.

8. Replace MICROGARDTW closure by twisting and pushing cap


downward.

9. Invert plasma tubes 8 - 10 times

10. Fill other MICROTAJNER' Tubes as required. NOTE: If capillary blood


gas testing is to be done, the capillary tubes used to collect samples

must be filled before other samples are collected. Otherwise. the

EDTA samples for hematology testing should be filled firsL


11. Dispose of the used lancet into an approved sharps oontainer If this

has not been done. Dispose of any contaminated materials into

appropriate container.


PROCEDURE FOR PLASMA SEPARATION:

1. Plasma Separation: invert tube 8-10 times to assure antiooagulation.

2. Place sample in centrifuge or centrifuge adapter as necessary, taking


care to balance the system.

3. ntril ge as follows:


Minimum Time 3 miiniutý

Rate Minimum 2000 g 1


4. Remove tube from centrifuge. Plasma is ready for use and may be

pipetted directly into a, ialyzer cup.


Speed in revolutions per minute (rpm) may be related to relative centrifugal

force (g) by the following formula: g=1.12 x 10x rx (rprnf, where "r',

expressed in cm, is the radial distance from the center of the centrifuge

head to the bottom of the tube.


ný
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Principal Device - Draft Instructions For Use 
CONFIDEN


THE MICROTAINERS BRAND CHEMISTRY TUBE WITH MICROGARD-4 CLOSURE


DRAFT


CAUTION:

1. Practice Universal Precautions. Use gloves. pawns, eye protection.


other personal protective equipment and engineering controls to

protect form blood splatter, blood leakage, and potential exposure to

bloodbome pathogens.


2. Handle all biologic samples and blood collection 
"sharps' 

Vancets,

needles, luer adapters. and blood collection sets) according to the

policies and procedures of your facility. Obtain appropriate medical

attention in the event of any exposure to biologic samples (for


example. through a puncture injury) since they may transmit viral

hepatitis. HIV (AIDS), or other infectious diseases. Utilize any built4n

used needle protector, if the blood collection device provides one.

Becton Dickinson does not recommend reshielding used needles.

However, the policies and procedures of your facility may differ and

must always be followed.


3. Discard all blood collection 'sharps" in b1ohazard containers approved

for their disposal.


4. Transferring a sample from a syringe to a tube is not recommended.

Additional manipulation of sharps increases the potential for

needlestick Injury. In addition, depressing the syringe plunger during

transfer can displace the sample and cause a potential blood

exposure. Using a syringe for blood transfer may also cause over or

under filling of tubes, resulting in an incorrect blood-to-additive ratio

and potentially Incorrect analytic results.


5. If blood Is collected through an intravenous (I.V.) line, ensure that line

has been deared of IN. solution before beginning to fill blood

collection tubes. This is critical to avoid erroneous laboratory data

from I.V. fluid contamination.


6. Underfilling of tubes will result in an incorrect blood-lo-additive ration

and may lead to Incorrect analytic results or poor product performance.


ANALYTIC EQUIVALENCY


Evaluations of MICROTAJNERO Brand Tubes have been performed for an

array of analytes over a variety of test methods and time periods. The

Becton Dickinson Technical Services Departrmh is available to answer

questions regarding these studies. Please contact them to obtain

references and technical reports on these evaluations and any other

information regarding the use of MICROTAINER* Tubes with your

instrumentireagent system.

Technical Question? Call 1-800-631-0174,

Or. write for Information at


Becton Dickinson Vacutainer Systems

Technical Service

I Becton Drive, Franklin Lakes. NJ. OT417-1885


It Is the laboratorys ultimate responsibility to determine reference

Intervals for all analytes base upon the tubes used for skin puncture

blood specimens by that laboratory. 'The clinical laboratory should

establishtverify Its reference ranges it changing specimen collection

tube types and sizes, as this could potentially affect analytic results

from patient samples.


BECTON


DICKINSON
 Becton DiddMon Vaculainer Systants

Bectort Di&ý and Cornpany

Fninklin Lakes. NJ 07417-1 W5


MrROTAINER* and MICROGARDý
are tradernarks or Becton (Nddason and U(nPaAy

U , S. Patent Nos. 5288466. 5384096. 5458854

U-S. Des. Patent No. 357985


Made in USA
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Principal Device - Draft Instructions For Use CONFIDEN 1 inL

The MICROTAINERO Brand Chemistry tubes with MICROGARD' Closure, 

"Common" Circular


MICROTAINERO Brand Chemistry Tubes

with MICROGARD7ýlf Closure D?, Af I For In Vitro Diagnostic Use 0 Non Sterile


INTENDED USE:

MICROTAINER" Brand Tubes are used to collect, transport and store skin

puncture blood specimens for tests utilizing serum or hepatinized plasma.


PRODUCT DESCRIPTION:

The MICROTAINER* Tube consists of a plastic reservoir and a color-coded

MICROGARD111 closura4Figj). The upper edge of the reservoir serves as

a collector. The MICROGAMTm closure fits snugly over the upper edge of

the reservoir to reduce the potential for sample contact when the cap is

removed.


The tubes contain additives in varying concentrations dependent upon the

fill volumes and the required additive to blood ratio for the tube. Additive

choice depends on the analytic test method. and is specified by the

manufacturer of the test reagents and/or instrument on which the test is

performed


Color
 Additive
 Fill Volume

Serum tubes:

No-Additive
 Red
 None


250-500ul-SST Clear/Amber
 Gold
 Clot Activator

l
K P
 l
 r


400-600ul-Plasma tubes:

n
ym,-r
 4p


Lithium Heparin
 Green
 Lithium Heparin
200-4OOuL

PST Clear/Amber
 Light Green Lithium Heparin


400-600ut-& Polymer Gel


To remove the closure, grasp the ribbed edge and twist while pulling it off.

To reinserL twist the closure while pushing it onto the reservoir.


An optional extender is available. It fits into the bottom of the reservoir and

increases the tube length to about 75 millimeters (mm). With this extender,

the tube fits in a standard 13x75mm test tube rack. The extender also

provides a larger area for specimen labeling.


SERUM TUBES:

A silicone coating on the walls of the serum tubes reduces adherence of red

cells to tube walls.


SST tubes are coated with micronized silica particles to increase surface

area. Particles in the white film or, the interior surface activate clotting when

tubes are mixed 5 times by inversion.


PLASMA TUBES:

Plasma tubes contain the optimum amount of additive to anticoagulate the

specified volume of skin puncture blood.


AMBER TINTED TUBE:

The finting of the amber tube significantly reduces light transmission arid is

used when protection is required for light sensitive analytes.


STABILITY:

Product is stable if used before the expiration date and stored below 25*C.


LIMITATIONS:

This system is designed for skin puncture blood collections.


Chemistry values obtained from skin puncture plasma may differ from those

obtained from skin puncture serum, venous plasma or venous serum.


MATERIALS REQUIRED BUT NOT PROVIDED:

1 . Gloves for the person performing the collections

2. Alcohol swabs

3. Dry sterile guaze pads

4. Lancet as appropriate for site and volume of blood required

5. Sharps and contaminated materials disposal container


OPTIONAL MATERIALS FOR SPECIMEN COLLECTION:

I . Warming device if required, dependent on the volume of blood and


tests to be performed.

2. Adhesive bandage. Avoid use of bandages with patients likely to place


fingers or feet in their mouths, as ingestionlaspiration may occur.


DIRECTIONS FOR USE:

I . Gloves must be wom during skin puncture blood collection.

2. Select puncture site, warm as appropriate, and cleanse with alcohol.

3. Nlow site to dry. Do not dry by wiping, As disinfection occurs during


air-drying.

4. Remove MICROGARDIý closure from tube and place on a convenient


surface. The closure may be nested on the base of the tube

5. Puncture skin with the appropriate lancet, following instructions


supplied by the manufacturer. Dispose of lancet In an approved

sharps container. Wipe away the first drop of blood with gauze.


6. Hold MICROTAINER" Tube at 30*-45* angle from surface of puncture

site (Fig. 2). Touch collector end of reservoir to drop of blood. Avoid

scraping skin surface to collect blood sample. After collecting 2 or 3

drops, blood will freely flow down reservoir wall to bottom of tube.

CAUTION: "Milking" of skin puncture site may cause hemolysis and

adversely affect test result accuracy.


7. Fill tubes between the fill marks. Over- or underfilling of tube may

result in clotting and/or erroneous test results.


8. Replace MICROGARDTW closure by twisting and pushing cap

downward.


9. _IrlWrt plasma tubes 8 - 10 times

ý2,'ST Invert-6emm tubes 5 times


10. Fill other MICROTAINER* Tubes as required. NOTE: If capillary l5lood

gas testing is to be done. the capillary tubes used to collect samples

must be filled before other samples are collected. Otherwise, the

EDTA samples for hematology testing should be filled first


11. Dispose of the used lancet into an approved sharps container if this

has not been done. Dispose of any contaminated materials into

appropriate container.


PROCEDURE FOR SERUM / PLASMA SEPARATION:

1. Serum Separation: allow blood to clot for a minimum of 30 minutes.


Plasma Separation: invert tube 8-10 times to assure

antiooagulation-2. Place sample in centrifuge or centrifuge adapter as necessary, taking


care to balance the

system-3. Centrifuioe as follows:


GelTubes Non-Gel Tubes

Minimum Tin :=ds 1 3 minutes


1 6000-15000 2 1 Minimum 2000 n

4. Remove tube from centrifuge. Serum / Plasma is ready for use and


may be pipetted directly into analyzer cup.


Speed in revolutions per minute (rpm) may be related to relative centrifugal

force (g) by the following formula: g=1.12x 10,5 X r X (rpM)2. where "r",

expressed in cm, is the radial distance from the center of the centrifuge

head to the bottom of the tube.


Chemist.- values ottained from skin puncture serum may differ from those PRINCIPLE FOR GEL SEPARATION:
obtained froms.kin puncture plasma, venous plasma or venous serum. MICROTAINER" Gel Tubes contain a polymer barrier material with a

Blood fill quantity must be within the specified range to ensure proper mixing 

specific gravitj between that of the serurn/plasma and blood cells. During

and test results. centrifugation of the clotted specimen, the polymer barrier material rises ýo


the interface of the serum1plasma and the cell and forms a physical barrie-r

Non-gel chemistry tube -spe-amer.-s should be centrifuged and processed separating the serumlplasma from the cell clot.

immediately on arrival in the laboratory.
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The MICROTAINERO Brand Chemistry tubes with MICROGARD' Closure, 
"Common" Circular


DR P&T

CAUTION:


V Practice Universal Precautions. Use gloves, gowns. eye protection.

other personal protective equipment, and engineering controls to

protect form blood splatter, blood leakage, and potential exposure to

bloodbome pathogens.


2. Handle all biologic samples and blood collection "sharps" 
flancets,


needles, luer adapters, and blood collection sets) according to the

policies and procedures of your facility, Obtain appropriate medical

attention in the event of any exposure to biologic samples (for

example, through a puncture injury) since they may transmit viral

hepatitis. HIV (AIDS), or other infectious diseases. Utilize any built-in

used needle protector, if the blood collection device provides one.

Becton Dickinson ZkXsj)ot recommend reshielding used needles.

However, the policies and procedures of your facility may differ and

must always be followed.


3. Discard all blood collection 'sharps" in biohazard containers approved

for their disposal.


4. Transferring a sample from a syringe to a tube is not recommended.

Additional manipulation of sharps increases the potential for

needlestick injury. In addition, depressing the syringe plunger during

transfer can displace the sample and cause a potential blood

exposure. Using a syringe for blood transfer may also cause over or

under filling of tubes, resulting in an incorrect blood-to-additive ratio

and potentially incorrect analytic results.


5. If blood is Collected through an intravenous (IN.) line, ensure that line

has been cleared of I.V. solution before beginning to fill blood

collection tubes. This is critical to avoid erroneous laboratory data

from I.V. fluid contamination.


6. Underfilling of tubes will result in an incorrect blood-to-addifive ration

and may lead to incorrect analytic results or poor product performance.


ANALYTIC EQUIVALENCY

Evaluations of MICROTAINER" Brand Tubes have been performed for an

array of analytes over a variety of test methods and time periods. The

Becton Dickinson Technical Services Department Is available to answer

questions regarding these studies. Please contact them to obtain

references and technical reports on these evaluations and any other

information regarding the use of MICROTAINER* Tubes with your

instrumentfreagent system.

Technical Question? Call 1-800-631-0174!

Or, write for information at


Becton Dickinson Vacutainer Systems

Technical Service

I Becton Drive, Franklin Lakes. NJ. 07417-1885


It is the laboratory's ultimate responsibility to determine reference

intervals for all analytes base upon the tubes used for skin puncture

blood specimens by that laboratory. The clinical laboratory should

establish/vefify fts; reference ranges if changing specimen collection

tube types and sizes, as this could potentially affect analytic results

from patient samples.


BECTON I

DICKINSON Becton Dickinson Vactrtakw Systems


Becton Diddnson and Company

Franklin Lakes, NJ 07417-1 WS


Mr-ROTAINER* and MICROGARD- are trademarks of Becton Dickinson and Company

U-S. Patent Nos. 5288466. 5384096. 5458854

U.S. Des. Patent No. 357965


Made in U.SA
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Principal Device - Draft Shelf Bag
 CONFIDEN1,

The MICROTAINERO Brand Tube with MICROGARD' Closur 1A


DRAFT


--------------------------------------------------------------t


Reorder

KDC-- 50 Tubes NumM596,5
ber


MICROTAINERO Brand

Tube with Whiam *pwijubo con


---Tube avec Tubo con; - -


-NON-SUILE With MICROGARD10 Closure

FOR IN WMO DAGNOSHC USE - IN VIMO DIAGNOSHCUM Avec Bouchon MICROGARD

Refer to package kzsert for mUictions. -qoo- Con 1ap6n MIGROWD

Pour les =mmandaffons ifutillsadon, se reporter A [a Com Tampa MICROGARD

notice int6deure. V-:5r-,


-Refedise at kistructNu. '5880,98764'

Vide bst*es no folheto intemo.


Tow.


BEUM

LOT.. EXP: *MOIR


Beam &d*jsm V=ffAING? Sr-oý

I Sedw Dkkbwn and Conwany
ftnWm Lakes, NJ 07417-1885
I V

I
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Principal Device - Draft Case Label CON F 10 E 1"T n L

The MICROTAINERO Brand Tube with MICROGARDTm Closure


DRAFT


200 Tubes o&xes - 5o ea.) Reorder 59ro 5
Numbe


MICROTAINERO Brand

TUbe With Wtlium Heparin

Tube avec - - -


Tubo con - -

-Tubo com - - -


--- AU


NON.STERILE

FOR IN VITRO DIAGNOSTIC USE @ IN VITRO 01,4GNOSTICUM

Refer to package insert for Instructions.

Pour les recommandations d'utilisation, se reporter b la

noUce int6deure.

Reledrse al insttuctivu.

Vide instrug6es no folheto interno.


Krith'MICROGAROTm Closure

Avec Bouchon MICROGARD

Con Tap6n MICROGARD

Com Tampa MICROGARD


q00- V-(:7aff- F-:gr-, - 7r


BECMN

PatenftPonAV DIMNSON

MXROTAIMER mid MICROCARD are Undanwft of &-aon Dickawn and Caffwany Becton Dickinson VACUMINER Sotems


Becton Dlddnson and Company

LOT: EXP: "IMM rranklin f-akes, NJ 07417-1885


Made In USA


L104WM
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""NFIDENTIAL
UV

F PREDICATE DEVICE INFORMATION


F. I IDENTIFICATION OF PREDICATE DEVICE


The principal devices, the MICROTAINERO Brand Chemistry Tubes With

MICROGARD' Closure are:


substantially equivalent in intended use, technology/ principles of operation,

materials and performance to the following currently marketed predicate devices:


>ý MICROTAINER8 Brand Chemistry Tubes


and substantially equivalent in design and materials (excluding additive and fill

lines) to the following predicate device:


>- MICROTAINERO Brand EDTA Tube With MICROGARD' Closure


The intended use and performance specifications of the modified chemistry tubes

are not changing and will be the same as the current MICROTAINER' Brand

Chemistry tubes. The design will be equivalent to the modified design introduced

with the MICROTAINERO Brand EDTA Tube with MICROGARD- Closure for

hematology. The changes are being implemented based on positive customer

feedback and demand for the improved tube design in the complete tube line.


F.2 PRODUCT DRAWINGS


Illustrations of the MICROTAINERO Brand Chemistry Tubes and the

MICROTAINERO Brand EDTA Tube with MICROGARD' Closure

(identical design to the principal device) are presented on the following pages


F.3 PREDICATE DEVICE LABELING


The predicate device labeling included in this section consists of the items

identified below for the predicate devices.


> MICROTAINERO Brand Chemistry Tubes and MICROTAINER" Brand

EDTA Tube with MICROGARD' Closure -


Instructions For Use

Shelf Carton or Shelf Bag

Case Label
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Pedicate Device - Product Drawings


MICROTAINERO Brand Tube


R

400


pl-fill mark


200 pl- 
F10TOP
fill mark 

collector

Tube


mm

ag


Great? Plug


MICROTAINERO Brand Tube with MICROGARD' Closure

(Design Identical to Principal Device)


CLOSURE 0 CLOSURE

INTERIOR


- RESERVOIR


NESTABLE CLOSURE
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Predicate Device - Instructions For Use
 CONFIDENT[r'i'

MICROTAINERO Brand Chemistry Tubes 

L


Reorder

NumberP9@ 59 71
MICHOTAINERO


Brand Tube with Lithium Heparin

QUALITY


MAKES THE

DIFFEREWE


For In Vitro Diagnostic Use e Non-steille * Store below 250C


Intended Use: Anticoagulant

MICROTAINER" Brand Tube reorder number Each MICROTAINERO Tube contains optimun-,

365971 is used to collect skin puncture blood amount of lithium heparin anticoagulate

specimens for the following tests which may utilize 200-400 pL of skin puncture blood.

heparinized plasma.


ANALYTE

GLUCOSE

BUN

CREATININE

SODIUM

POTASSIUM

CHLORIDE

CARBON DIOXIDE

TOTAL BILIRUBIN

DIRECT BILIRUBIN


The system is composed of:

1. MICROTAINERO Tube containing the

anticoagulant lithium heparin.


2. FloTop collector.

3. Green plug.


PLASTIC COMPONENTS.


400 liL 
16 9
fill mark


200 pL 
F10TOP Green Plug
fill mark


Tube 
collector


In use, blood flows through the FloTop collector

into the unbreakable plastic tube. When the

desired fill is achieved, the FloTop collector is

removed and replaced with the green plug.

The sample is inverted 8 to 10 times assure

anticoagulation.


Stability

The product is stable if used before the expiration


date under the conditions stated on the carton,

case and product circular.


Preparation for Specimen Collection


The following materials needed for microsample

collection should be prepared beforehand and

placed where they will be readily accessible.

1. Practice universal precautions, using gloves

and appropriate apparel for protection from

exposure to bloodborne pathogens.


2. Properly identified MICROTAINER" tubes with


FloTop collectors and Green Plugs.

3. Alcohol for cleansing site.

4. Dry sterile gauze pads.

5. Sterile lancets.

6. Disposal container for used lancet.


Pre-assemble MICROTAINER8 Tube by removing

green plug and replacing with FloTop collector.

DO NOT DISCARD PLUG.


I

BEC70N


DICKINSON
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Directions for Use:


WEAR GLOVES DURING VENIPUNCTURE AND


WHEN HANDLING BLOOD COLLECTION TUBES


TO MINIMIZE EXPOSURE HAZARD


1. Select puncture site and cleanse with antiseptic.


2. Allow site to dry.


3. Puncture skin with sterile lancet.


4. Wipe away first drop of blood.


5. Hold MICROTAINER8 tube with FloTop

collector vent hole in upward position.


Vent hole


Plug can

nest on tube.


6. Touch tip of FIoTbp collector to underside of drop


as shown. Blood will flow freely through FloTop


collector and down the tube wall.


7. Fill tubes to between 200-400 pL fill marks.


8. Twist off FloTop collector and replace with


green plug.

9. Invert tube 8 to 10 times to assure anticoagulation.


10. Dispose of lancet in appropriate disposal device.


Centrifugation:

1. Place sample in centrifuge or centrifuge adapter as


necessary taking care to balance centrifuge.


2. Centrifuge for a minimum of 3 minutes at a force of


2,000 g.

3. Remove tube from centrifuge. Plasma is ready for


use.


Limitations of System


1. This system is designed for skin puncture blood


collections. Chemistry values obtained from skin


puncture plasma may differ from those obtained


from skin puncture serum, venous plasma or venous


serum.

2. For chemistry determinations, for which blood


specimens are collected using the 
MICROTAINER6


Whole Blood collector with Lithiuk Heparin, the user


should establish to his satisfaction that the values


obtained meet established criteria for clinically


acceptable values using his reagent/instrument


system.

3. Blood fill quantity must be in the range specified


in "Directions for Use" to ensure satisfactory

anticoagulation and chemistry results.


4. As with any skin puncture system, 
"milking" the skin


puncture site may cause hemolysis and adversely


affect the accuracy of the determinations.


5. Specimens should be centrifuged and processed


immediately on arrival in the laboratory.


CAUTION


Handle all biologic samples and blood collection 
"Sharpsý (lancets, needles, luer adapters, and blood collection


sets) in accordance with the policies and procedures of your facility. Obtain appropriate medical attention in the


event of any exposure to biologic samples (e.g. through a. puncture injury) since samples may transmit viral


hepatitis, HIV (AIDS), or other infectious diseases. Utilize any built-in used needle protector, if the collection


device provides one. Becton Dickinson does not recommend reshielding used needles. However, the policies


and procedures of your facility may differ and must always be followed. Discard all blood collection "Sharpe in


biohazard containers approved for their disposal.


Thank you for using 
MICROTAINERO Brand Products


made only by Becton Dickinson. MICROTAINERO


Brand assures you quality laboratory products.


Remember.. to protect the quality of your purchase,


always specify 
MICROTAINER* Brand


The Becton Dickinson VACUTAW&K bYSrems


technical service department is available to answer


questions regarding use of this product. Please


contact them to obtain any technical reports or


other information on their use.


Technical question?

You can discuss it with one of our Medical


Tebhnologists. 
K 

Call Toll Free at 1-800-631-0174


AE2 Becton Dickinson VACUTAINER Systems

Becton Dickinson and Company
MOUMON Franklin Lakes, New Jersey 07417-1885


MICROTAINER is a tmde-ark Of Becton Dic.ns.n and C.PanY. 40W601 (GK)
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Predicate Device - Instructions For Use


MICROTAINERO Brand Chemistry Tubes CONFIDEN imL


rjm iNER(D Reorder


MICRO sjq 

NumberMo 5969


Brand Plasma Separator Tube with Lithium Heparin

MICR"AINERO


QUALITY

MAKES THE


DIFFERENCE

For In Vitro Diagnostic Use e Non-sterile - Store below 25*C


Intended Use: Principle

MICROTAINER6 Brand Tube reorder number A relative centrifugal force of 6000 g is

365969 is used to collect and separate skin recommended to effect the separation of plasma

puncture blood samples for maximum usable from cellular material and allow the polymer

plasma yield for the following chemistry material to form a barrier.

determinations: Speed in revolutions per minute (rpm) may be
ANALYTE

GLUCOSE related to relative centrifugal lforce (g) by the

BUN following formula: I 

!


CREATININE g = 1.12 x 
10-5 x r x (rpM)2


SODIUM Where 'r", expressed in cm; is the radial distance

POTASSIUM 

from the center of the centrifuge head to the
CHLORIDE

CARBON DIOXIDE bottom of the tube.

TOTAL BILIRUBIN

DIRECT BILIRUBIN Anticoagulant


The system is composed of.

1. MICROTAINER" Tube containing polymer

barrier material and the anticoagulant lithium

heparin.


2. FloTop collector.

3. Green plug.


PLASTIC COMPONENTS.

600 tiL

fill mark


400 pL

fill m ark


Polymer
F10TOP Green Plug

barrier material
collector


Tube


In use, blood flows through the FloTop collector

into the unbreakable plastic tube. When the

desired fill is achieved, the FloTop collector is

removed and replaced with the green plug. The

sample is inverted 8 to 10 times assure

anticoagulation. The stoppered tube is then

centrifuged 90 seconds between 6000 and

15,000 g's. This causes the polymer barrier

material to seek the plasma-cell interface and form

a barrier physically separating plasma from the

cells. The sample is then ready for analysis.


Each MICROTAINERI Tube contains the optimum

amount of lithium heparin to anticoagulate

400 - 600 pL of skin puncture blood.


Stability

The product is stable if used before the expfration

date under the conditions stated on the carton,

case and product circular.


Preparation for Specimen Collection

The following materials needed for microsample

collection should be prepared beforehand and

placed where they will be readily accessible.

1. Practice universal precautions, using gioves

and appropriate apparel for protection from

exposure to bloodborne pathogens.


2. Properly identified MICROTAINER0 tubes.

3. Antiseptic swabs.

4. Dry sterile gauze pads.

5. Sterile lancets.

6. Disposal container for used lancet.

Pre-assemble MICROTAINERI Tube by removing

green plug and replacing with FloTop collector.

DO NOT DISCARD PLUG. ,
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Directions for Use:


6.


7.

8.


9.


10


WEAR GLOVES DURING VENIPUNCTURE AND

WHEN HANDLING BLOOD COLLECTION TUBES

TO MINIMIZE EXPOSURE HAZARD.

1. Select puncture site and cleanse with antiseptic.

2. Allow site to dry.

3. Puncture skin with sterile lancet.

4. Wipe away first drop of blood.

5. Hold MICROTAINER6 tube with FloTop collector


vent hole in upward position.


Plug can

nest on tube.


Vent hole
..............


Touch tip of FloTop collector to underside of

drop as shown. Blood will flow freely through

FloTop collector and down the tube wall.

Fill tubes to between 400-600 pL fill marks.

Twist off FloTop collector and replace with

green plug.

Invert tube 8 to 10 times to assure

anticoagulation.

Dispose of lancet in appropriate disposal

device.


Procedure for Plasma

Separation.-1. Place sample in centrifuge or centrifuge adapter


taking care to balance the system.

2. Centrifuge for a minimum of 90 seconds


between 6,000 and 15,000 g's.

3. Remove tube from centrifuge. Plasma is ready


for use and may be pipetted directly into

analyzer cup.


Limitations of System

1. This system is designed for skin puncture blood


collections. Chemistry values obtained from skin

puncture plasma may differ from those obtained

from skin puncture serum, venous plasma or

venous serum.


2. For chemistry determinations for which

specimens are collected using.the

MICROTAdNER11 Brand Plasmh Separator Tube,

The user must establish to his satisfaction that

the value obtained meet his ctiteria for clinically

acceptable values using his regent/instrument

system.


3. Blood fill quantity must be irý the range specified

in "Directions for Use" to ensure satisfactory

anticoagulation and chemistry results.


4. As with any skin puncture system, 
"milking" the


skin puncture site may cause hemolysis and

adversely affect the accuracy of the

determinations.


5. Specimens should be centrifuged and

processed immediately on arrival in the

laboratory.


I CAUTION I

Handle all biologic samples and blood collection "sharps" (lancets, needles, luer adapters, and blood collection sets) in

accordance with the policies and procedures of your facility. Obtain appropriate medical attention in the event of any

exposure to biologic samples (e.g. through a puncture injury) since samples may transmit viral hepatitis, HIV (AIDS), or

other infectious diseases. Utilize any built-in used needle protector, if the collection device provides one. Becton Dickinson

does not recommend reshielding used needles. However, the policies and procedures of your facility may differ and must

always be followed. Discard all blood collection "sharps" in biohazard containers approved for their disposal.


Thank you for using MICROTAINERO Brand Products

made only by Becton Dickinson. MICROTAINERO

Brand assures you quality laboratory products.


Remember.. to protect the quality of your purchase,

always specify MICROTAINERO Brand.


The Becton Dickinson VACUTAINER Systems

technical service department is available to answer

questions regarding use of this product. Please

contact them to obtain any technical reports or

other information on their use.


Technical question?

You can discuss it with one of our Medical

Technologists. 

r,--) 
Call Toll Free at 1-800-631-0174


IV


HEG70NBecton Dickinson VACUTAINER Systems

Becton Dickinson and Company
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Brand No Additive Tube

NICRM16


[ 
1ER6


VAI y
Q IT 

ý7


MAKES THE

DIFFERENCE


For In Vitro Diagnostic Use Non-stedle Store below 25*C - -1


Intended Use:

MICROTAINER" Tube reorder number

365962 is used to collect skin puncture

blood specimens for laboratory analysis.


The system is composed

of.-1. MICROTAINER" Tube.


2. FloTop collector.

3. Pink plug.


PLASTIC COMPONENTS.


F167op Pink Plug


Tube 
collector


In use, blood flows through the FloTop

collector into the unbreakable plastic tube.

When the desired fill is achieved, the

FioTop collector is removed and replaced

with the pink plug. The sample is allowed

to clot for a minimum of 30 minutes. The


Stability

The product is stable if used before the

expiration date under the conditions

stated on the carton, case and product

circular. I


Preparation for Specimen

Collection

The following materials needed for

microsample collection should be

prepared beforehand and placed where

they will be readily accessible.

1. Practice universal precautions, using


gloves and appropriate apparel for

protection from exposure to bloodborne

pathogens.


2. Properly identified MICROTAINER"

tubes with FloTop collectors and Pink

Plugs.


3. Alcohol for cleansing site.

4. Dry sterile gauze pads.

5. Sterile lancets.


stoppered tube containing clotted blood is 6. Disposal container for used lancet.

spun in a high speed centrifuge capable of

attaining a minimum relative centrifugal

force of 2000 g thus enabling the

separation of serum from the cell clot.
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Directions for Use:


WEAR GLOVES DURING VENIPUNCTURE AND

WHEN HANDLING BLOOD COLLECTION

TUBES TO MINIMIZE EXPOSURE HAZARD

1. Select puncture site and cleanse with


antiseptic.

2. Allow site to dry.

3. Puncture skin with sterile lancet.

4. Wipe away first drop of blood.

5. Hold MICROTAINER11 Tube with FloTop


collector vent hole in upward position.


Plug can

nest on tube.'.


Vent hole


6. Touch tip of FloTop collector to underside of

drop as shown. Blood will flow freely through

the FloTop collector and down the tube wall.


7. Fill tubes to the required volume.

8. Twist off FloTop collector and replace with


pink plug.

9. Dispose of lancet in appropriate disposal


Procedure for Serum Separation:

1. Allow blood to clot for a minimum of 30


minutes.

2. Place sample in centrifuge or centrifuge


adapter as necessary taking care to balance

the system.


3. Centritruge for a minimum of 3 minutes at a

minimum of 2000 g.


4. Remove tube from centrifuge. Serum is

ready for use and may be pipetted directly

into analyzer cup.


Limitations of System

1. This system is designed for skin puncture


blood collections. Chemistry values

obtained from skin puncture serum may differ

from those obtained from skin puncture

plasma, venous plasma ýr venous serum.


2. As with any skin puncture blood system,

"milking" the skin puncture site may cause

hemolysis and adversely affect the

accuracy of the determinations.


3. Specimens should be centrifuged and

processed immediately after clotting occurs.


CAUTION

Handle all biologic samples and blood collection "sharps" (lancets, needles, luer adapters, and bloo

collection sets) in accordance with the policies and procedures of your facility. Obtain appropriate;

medical attention in the event of any exposure to biologic samples (e.g. through a puncture injury) since

samples may transmit viral hepatitis, HIV (AIDS), or other infectious diseases. Utilize any built-in used

needle protector, if the collection device provides one. Becton Dickinson does not recommend reshielding

used needles. However, the policies and procedures of your facility may differ and must always be

followed. Discard all blood collection "sharps" in biohazard containers approved for their disposal.


Thank you for using MICROTAINER* Brand Products

made only by Becton Dickinson. MICROTAINER6


Brand assures you quality laboratory products.


Remember.. to protect the quality of your purchase,

always specify MICROTAINERO Brand.


The Becton Dickinson VACUTAINER Systems

technical service department is available to answer

questions regarding use of this product. Please

contact them to obtain any technical reports or

other information on their use.


Technical question?

You can discuss it with one of our Medical

Technologists. rt I Call Toll Free at 1-800-631-0174


Becton Dickinson VACUTAIN14? Systems

Becton Dickinson and Company
DICKINSON
 Franklin Lakes, New Jersey 07417-1885


MICROTAINER is a trademark of Becton Dickinson and Company.
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Predicate Device - Instructions For Use


MICROTAINERO Brand Chemistry Tubes
 CONFIDENTIAL

Reorder
MICHOTAINER" Number 5960


Brand Serum Separator Tuble

MICRO


Q1 ALITY

MAKES THE

DIFFERENCE


For In Vitro Diagnostic Use Non-sterile Store below Z-d


Intended Use: Principle

MICROTAINER" Brand Tube reorder number Each MICROTAINERO Tube contains polymer

365960 is used to collect and separate skin barrier material with a specific gravity between that

puncture blood samples for maximum usable of serum and blood cells. During centrifugation of

serum yield for the following chemistry the clotted specimen the polymer barTier material

determinations: rises to the serum-cell interflace and forms a

Bun Total Protein physical barrier separating s6um from the cell clot.

Bilirubin
 Carbon Dioxide

Calcium
 SGOT

Chloride
 SGPT

Glucose
 Alkaline phosphatase

Sodium
 Inorganic phosphorous

Potassium

The system is composed ok

1. MICROTAINER" Tube containing polymer barrier

material.


2. FloTop collector.

3. Red plug.


PLASTIC COMPONENTS.


Inert barrier

material FloTop Red Plug


collector

Tube


In use, blood flows through the FloTop collector

into the unbreakable plastic tube. When the

desired fill is achieved, the FloTop collector is

removed and replaced with the red plug. The

sample is allowed to clot for a minimum of 30

minutes. The stoppered tube containing clotted

blood is spun in a high speed centrifuge, causing

the polymer barrier material to seek the serum clot

interface and form a barrier physically separating

serum from the cell clot. The specimen is then

ready for analysis.


A relative centrifugal forceV 6000 g is

recommended to effect the separation of plasma

from cellular material and allow the polymer

material to form a bartier.


Speed in revolutions per minute (rpm) may be

related to relative centrifugal force (g) by the

following formula:


g=1.1 2 x 10-5 x r x (rpM)2


Where "Ir", expressed in cm, is the radial distance

from the center of the centrifuge head to the

bottom of the tube.


Stability

The product is stable if used before the expiration

date under the conditions stated on the carton,

case and product circular.


Preparation for Specimen Collection

T,he following materials needed for microsample

collection should be prepared beforehand and

placed where they will be readily accessible.

1. Practice universal precautions, using gloves and

appropriate apparel for protection from exposure

to bloodborne pathogens.


2. Properly identified MICROTAINERI Tubes with

FloTop collectors and Red Plugs.


3, Alcohol for cleansing site.

4. Dry sterile gauze pads.

5. Sterile lancets.

6. Disposal container for used lancet.


HEMN
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Directions for Use:

WEAR GLOVES DURING VENIPUNCTURE AND

WHEN HANDLING BLOOD COLLECTION TUBES TO

.MINIMIZE EXPOSURE HAZARD.

1. Select puncture site and cleanse with antiseptic.

2. AJIow site to dry.

3. Puncture skin with sterile lancet.

4. Wipe away first drop of blood.

5. Hold MICROTAINERO Tube with FloTop collector


vent hole in upward position.

6. Touch tip of RoTop collector to underside of drop


as shown. Blood will flow freely through the FloTop

collector and down the tube wall.


7. Fill tubes to the required volume.


Vent hole

Z -----------


Plug can

nest on tube.


Twist off FloTop collector and replace with red plug.


9. Dispose of lancet in appropriate disposal device.


Procedure for Serum Separation:

1. Allow blood to clot for a minimum of 30 minutes.

2. Place sample in centrifuge or centrifuge adapter as


necessary taking care to balance the system.


3. Centrifuge for a minimum of 90 seconds between


6,000 and 15,000 g's.


4. Remove tube from centrifuge. Serum is ready for use


and may be pipetted directly into analyzer cup.


Limitations of System

1. This system is designed for skia puncture blood

collection. Chemistry values obtained from skin


puncture serum may differ from those obtained


from skin puncture plasma, venous plasma or


venous serum.

2. For chemistry determinations for which specimens


are collected using the 
MICROTAJNER6 Brand


Serum Separator Tube, the user must establish to


his satisfaction that the values Obtained meet his


criteria for clinically acceptable values using his


reagent/instrument system. ', .

3. As with any skin puncture blood system, 

'milking"


the skin puncture site may cause hemolysis and


adversely affect the accuracy of the determinations.


--7-.

Handle all biologic samples and blood collection 

"sharps" 
(lancets, needles, luer adapters, and blood collection


sets) in accordance with the policies and procedures of your facility. Obtain appropriate medical attention in


the event of any exposure to biologic samples (e.g. through a puncture injury) since samples may transmit viral


hepatitis, HIV (AIDS), or other infectious diseases. Utilize any built-in used needle protector, if the collection

device provides one. Becton Dickinson does not recommend reshielding used needles. However, the policies

and procedures of your facility may differ and must always be followed. Discard all blood collection 

"sharps" in

biohazard containers approved for their disposal.


Thank you for using 
MICROTAINER10 Brand


Products made only by Becton Dickinson.

MICROTAINERO Brand assures you quality

laboratory products.


Remember.. to protect the quality of your


purchase, always specify 
MICROTAINERO Brand


The Becton Dickinson VACUTAINER Systems

technical service department is available to answer

questions regarding use of this product. Please


contact them to obtain any technical reports or

other information on their use.


Technical question?

You can discuWit with one of our Medical

Technologists. 

9 
Call' Toll Free at 1-800-631-0174


BE=NBecton Dickinson VACUTAINERSystems

Becton Dickinson and Cornpaný
U[CKfiVSVN Franklin Lakes, New Jersey 07417-1885


MICROTAINER is a trademark of Becton Dickinson and Company.


U.S. Pat. Nos. 4,397,318, 4,646,753, 4,653,512 - Made in U.SA
 4000301(Glq
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Predicate Device - Instructions For Use


MICROTAINERO Brand Chemistry Tubes CONFIDENTIAL


QUALITY
ALIT

MAKES THE
AKE THE


Y

M S


QU


LDIFFEREENCE

For In Vitro Diagnostic Use * Non-sterile e Store below 25'Cc


Reorder
MICHOTAINER" NumberM5972


Brand Amber Tube with Serum Separator


Intended Use:

MICROTAINERI Brand Tube reorder number


365972 is used to collect, separate and store skin


puncture blood specimens when protection is


required for light sensitive analytes. Amber tinting

of the tube significantly reduces light transmission


as shown in the following graph and table:


LIGHT TRANSMISSION -AMBER vs. NON-AMBER TUBE

(rYPICAL CURVES)


C

1,-C


Z


NON-AMBER


AMBER


MWO
0

0

290 37U


LIU


INA VEL ENG TH (nm)


450


MICROTAINER
 % Transmission

Brand Tube

n=15
 290nm
 370nm
 450nm


Non-amber
 13.6
 80.6
 83.0


Amber
 0.7
 1.1
 4.7


The system is composed of.

1. MICROTAINERI Amber tube containing inert

barrier material.


2. FloTop collector.

,3. Red plug.


PLASTIC COMPONENTS.


Polymer barrier F10TOP Red Plug


Tlu 

material 
collelt-tor 

I

In use, blood flows through the FloTop coll or into the

unbreakable plastic tube. When the desired fill is

achieved, the RoTop collector is removed and replaced

with the red plug. The sample is allowed to clot for a

minimum of 30 minutes. The stoppered tube containing

clotted blood is spun in a high speed centrifuge,

causing the polymer barrier material to seek the serum

clot interface and form a barrier physically separating

serum from the cell clot. The specimen is then ready for

analysis.


Principle

Each MICROTAINER* Tube contains a polymer barrier

material with a specific gravity between that of serum

and blood cells. During centrifugation of the clotted

specimen the polymer material rises to the serum-cell

interface and forms a physical barder separating serum

from the cell clot.


A relative centrifugal force of 6000 g is recommended to

effect the separation of plasma from cellular material

and allow the pollymer material to form a bar-der.

Speed in revolutions per minute (rpm) may be related to

relative centrifugal force (g) by the following formula:


g=11.11 2 x 10-1 x r x (rpm)'


Where "r", expressed in cm, is the radial distance from

the center of the centrifuge head to the bottom of the

tube.


Stability

The product is stable if used before the expiration date

under the conditions stated on the carton, case and

product circular.


BECMN

DICKINSON


510(K) PREMARKET NOTIFICATION PAGE 25

MICROTAINER11 BRAND CHEMISTRY TUBES WITH MICROGARD TM CLOSURE


MICOTAINER"

Records processed under FOIA Request 2023-5609; Released by CDRH on 06/26/2024.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301.796.8118.



Preparation for Specimen Collection


The following materials needed for microsample

collection should be prepared beforehand and placed

where they will be readily accessible.

1. Practice universal precautions, using gloves and


appropriate apparel for protection from exposure

to bloodborne pathogens.


2. Properly identified MICROTAINERO Tubes with

FloTop Collectors and Red Plugs.


3. Alcohol for cleansing site.

4. Dry sterile gauze pads.

5. Sterile Lancets.

6. Disposal container for used lancet.


Directions for Use.

WEAR GLOVES DURING VENIPUNCTURE AND WHEN

HANDLING BLOOD COI I ECTION TUBES TO MINIMIZE

EXPOSURE HAZARD.

1. Select puncture site and cleanse with antiseptic.

2. Allow site to dry.

3. Puncture skin with sterile lancet.

4. Wipe away first drop of blood.

5. Hold MICROTAINEW Tube with FloTop collector


vent hole in upward position.


Plug can

nest on tube.


Vent hole


6. Touch tip of Flo1op collector to unclersicie OT Crop as

shown. Blood will flow freely through the FloTop

collector and down the tube wall.


7. Fill tubes to the required volume.

8. Twist off FloTop collector and replace with red plug.

9. Dispose of lancet in appropriate disposal device.


Procedure for Serum Separation:

1. Allow blood to clot for a minimum of 30 minutes.

2. Place sample in centrifuge or centrifuge adapter as


necessary taking care to balance the system.

3. Centrifuge for a minimum of 90 seconds between


6,000 and 15,000 g's.

4. Remove tube from centrifuge. Serum is ready for


use and may be pipetted directly into analyzer cup.


Limitations of System

1. This system is designed for skin puncture blood


collection. Chemistry values obtained from skin

puncture serum may differ from those obtained from

skin puncture plasma, venous plasma or venous

serum. 1


2. For chemistry determinations for which specimens are

collected using the MICROTAiNERe Brand Amber Tube

with Serum Separator, the user must establish to his

satisfaction that the values obtained meet his criteria for

clinically acceptable values using his reagent/instrument

system.


3. As with any skin puncture blood system, 
"milking' the


skin puncture site may cause hemolysis and adversely

affect the accuracy of the,determinations.


Handle ail biologic samples and blood collection "sharps" 
(lancets, needles, luer adapters, and blood collectioi.


"WOW sets) in accordance with the policies and procedures of your facility. Obtain appropriate medical attention in ft

event of any exposure to biologic samples (e.g. through a puncture injury) since samples may transmit viral

hepatitis, HIV (AIDS), or other infectious diseases. Utilize any built-in used needle protector, if the collection

device provides one. Becton Dickinson does not recommend reshielding used needles. However, the policies

and procedures of your facility may differ and must always be followed. Discard all blood collection "Sharpe in

biohazard containers approved for their disposal. 

i


Thank you for using 
MICROTAINER* Brand The Becton Dickinson VACUTAINER Systems


Products made only by Becton Dickinson. technical service department is available to answer

MICROTAINERO Brand assures you quality questions regarding use of this product Please

laboratory products. contact them to obtain any technical reports or


other information on their use.

Remember.. to protect the quality of your

purchase, always specify MICROTAINERI Brand
 Technical question?


You ran discuss it with one of our Medical

Technologists. Vall Tb// Free at 1-8W-631-0174


HEGTON Becton Dickinson VACUTAINER Systems

Becton Dickinson and Company


ZWOUMM Franklin Lakes, New,Jersey 07417-1885


MICR 0TAiNER is trademark of Becton Dickinson and Company.

U.S. Pat. Nos. 4,397,318, 4,646,753,4,653,512. - Made in U.S.A. 4000701 (GK)
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MICROTAINERO Brand Chemistry Tubes
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MICROTAINERO

Brand Tube with Lithium Heparin


BECTON

DIMNSON


Thank you using 
MICROTAINERI Brand Products made only by Becton


Dickinson. The MICROTAINER1 Brand assures you quality In laboratory

products.

Remember to protect the quality ofyour purchase, shveys specify

MICROTAINER- Brand products.


? You can discuss it tth one of Medical Technologists.


rcl-ilcl 711:10.nt 1,800,631-0174.
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MICROTAINERO Brand Chemistry Tubes CONFIDENTIAL


MICROTAINER"
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with Lithium Heparin
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Thank you using 
MICROTAINER* Brand Products made only by BeCtOn
I Dk*inson' The MICROTAINER- Brand assures you quality in laboratory


Products.

Remember to protect the quality ofyour purchase, always specily
MiCROTAINER* Brand products.


r 
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Reorder

NumberEJ5971
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MICROTAINERO 
Qau-ff
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Brand Tube with DIRMWE


Lithium Heparin 
/Z


For In Vitro Diagnostic Use contents.


Non-sterile 20OTubes

Store Below 250C 10 boxes 

- 20 each


Becton Dickinson VACVrAJNER Systems

Becton DkWnson and Company

Frankiin Lakes, NJ 07417-1885


MICWTAWER Is 0 Vadomwk of SacW Dkkkmw and C_paýy
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Brand Amber Tube with
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For In Vitro Diagnostic Use
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Store Below 250C


Lot No.: Exp. Date.- L 10380-00(GIQ 
IN 

LotNo.:


R-'d'r 6
Number


L


Brand Ibbe with

ko Addifftfu


ý11 L-1111_,iý1_1___, 
01ý`


For in Vitro Diagnostic Use
 contents.,


Non-stedle
 20OTubes

Store Below 250C
 10 boxes - 20 each


- 
" Dickinson VACUMMER systems

am,= Atu. .0 C.
DiCKINSON Flanklio Lak... NJ 07417-IW


mr-RoTAwER is a &ademant of - Dko- end

c-U.& pot Ak, 4,397,318,4,M753 -0 4,65%51Z Made in U.SA


Ld No: &P. Data: L10376-MC-)Q


Reorder 0596.q
Number


MCMINEr
MICROTAINERO 
46LLIrY
Iff


MAKES 711E
Brand Plasma Separator

DiffP"E


Tube with Lithium Hepqrin

For In Vitro Diagnostic Use contentc,

Non-stedle 

20OTubes
Store Below 250C 10 boxes - 20 each


BMW 889=-M=.V5C=Sys(Gm15

01MA(SON Frankil. Lak... NJ 07417-1M


MOCROTAWM a a bodww* ofgbckn Dkkknon aW CnWaqX

U& Pat Ak. 447MIL 4WM AWkMUlZ Made in ILSA


EV. Date.- 
L1037""q


Reorder


NumberIM5960


FN INE7R'
MICROTAINERO Iff

I;AKES THE


_j


Brand Serum Separator Tube 
DIFFERENCE


For In Vitro Diagnostic Use Contentv

Non-sterile 20OTubes

Store Below 25 OC 10 boxes - 20 each


MEC;TVN Becton Dickinson mctrwArER systems


VILWINUON


MCROTAINERis tnKW-aAofBec1onDk%ks*n-dCWw&1%

U.S. Pat No. 4,M7
1;18, 4,W753 ad4,653.5lZ Madek, USA


Lot lva.


Reorder WM


Number MJ5972


MICROTAINERO F 
UITY


NE'r
a


LAf KES THE


_j

DIFFERENCE


contents..


20OTubes

10 boxes - 20 each


B&,100 MCI= ACUTAINE11 Systems

.. 

=V

Ba laid and

Franklin Lakes, NJ 074CD=
UICKINSON 17


MICROTAINERiss ftedam.rkofeadon DW*ý &,d Company.

U.S.PatNm 4,397,314464Cý753 &,d40UlZ UadolnuSA


Lot No.: EXP. Date: 
L10382-00(GX)


Exp. Date. L10374-OO(GK)


5 10(K) PREýTA_RKET 
NOTIFICATR5N_- 

PAGE -I I
MICROTAINERO BRAND CHEMISTRY TUBES WITH MICROGARD TM CLOSURE

Records processed under FOIA Request 2023-5609; Released by CDRH on 06/26/2024.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301.796.8118.



Predicate Device - Instructions For Use bull 'r
" 
DEN i IAL


MICROTAINERO Brand EDTA Tube with 
MICROGARD' Closure


Reorder M5974
Number


MICROTAINERO Brand

Tube with -11(2 EDTA

Tube avec K2 EDTA

Tubo con K2 EDTA
 Lq
Tubo com K2 EDTA


K2 EDTA A U


For Deteriminations; of HEMATOLOGY PARAMETERS NO BLOOD LEAD


Pour la Dillitermination des Param6tres H6matologliques et 10

DosAge du Pfamb*


Para Determinad6n do Panimetros Hemoffigicos y Plomo an Sanjg"


Para Determinalfilo do ParAmetros Honmt~cos a Concentrace a

S6dca do Chumbo*


NON-STERILE


FOR IN VITRO DIAGNOSTIC USE * IN VITRO DIAGNOSTICUM


*Contains less than 1 ng lead per tube


-Contlent moins; de 1 Ing do pbrob par tube


*Corfitiene menos, de 1 ng de pkirm por tuW


*Contem menos de lng do d*xnbo por tubo

- 11 *J5 & Ili I VATO M*;N


Plastic Components


Compostants; Plasidques

Component" de PlAstfoo

Componentes PlAstkos

:;f 5 A Jr- ;/ -,tl 65 AA


Extender (Optional)

Prolongateur (Option)

Eytensida (OPIC1017a,9


Ext-sor-(Opci1ionalý-X_ t^,P 7, -3Fý :/ -Y - (Ell rc tj


Collection Technique

Technique Do Recuell

T&nlica Para La Tomal

Mcnicas Do Colete

11AWMA


Tube
 MICROGARD'"'i' Closure
Tubo 0 Bouchon MICROGARD
-3F- 
:1 

25 Tap6n MICROGARD

Tampa MICROGARD


Rg. 1 

7 13 J1


Rg 2 
L


.. 
................


Rg. 3


BECTM Boctoo okkkoon VACUTAINER sytorm

Bectan Dwdrison wid, Comi
DICKINSON Frainiklen L&k0s. AU 07417-1885 40021101 6`117


MICROTAINERO grand

Tube with K2 EDIA


INTENDED USE:


The MICROTAINER6 Brand Tube with K2 EDTA (Reorder

No. 365974) is used to collect, anficcragulate. transport

and store skin puncture blood specimens to(


measure-ment of the following hematology parameters

Automated' 

WBC. RBC, Hb. HCT. MCV, MCH, MCHC.

platelets, 5-part WBC differential including neuirophils.

lymphocytes. monocytes. eosmophils and basophils


ManuaV WBC differential. reficulocyles. mic(ohemato

crit (PVC)


11 d whole blood lead by graphite furnace atomic

absorption spectroscopy (GFAAS) and Anodic Stripping

Voltametry (ASV)


SYSTEM COMPONENTS:


The MICROTAINER6 Tube consists of a plastic reservoir

and lavender MICROGARDI* closure indicating the

presence 

olsEDT= 
1). The interior surface of the


reservoir is with K2 EDTA solution. which is

then dried. The upper edge of the me" 

. 
I serves as a


collector. Marlidingis on the reservoir show the 250 pl.

and 500 pL fill levels. The lavender MICROGAR011


closure fits snugly over the upper adge of Me reservoir '

to reduce the poter" for sample covidact when the rap

is removed.


To remove the closure. grasp the ribbed edge and twist

while putting it off. To reinsert. twist five closure while


pushing It onto the reservoir. Note the sAap when the

clo,sure is property positioned on the reservoir.


An opdonaf exhirider (Fig. 2) is available (Reorder No.

?65976). It fits Into the bottom of thif res.'a ir and

hicream the luthe Wo to about 75 millimeters (mm).

With this extender, the tube fits in a standard 13x75mm

test tube rack. The extender also provides a larger area

for specimen labelling.


ANTICOAGULANT.


Each tube contains sufficient K2 EDTA to anticiragutate

500 11L of skin puncture blood. EDTA functions as an

anticoagulant by cheigling mono- and di-valent cations.

Calcium Is chelated by EDTA, which preverns its activity

in the coagulation process. EDTA also reduces platelet


advation but does not eliminate it completely. NOTE:

Some patients have shown a sensitivity to EDTA,


resulting In significant and irreversible platelet clumping.

This clumping may also artifactually elevate WBC counts.


STABILITr.


The product is stable If used before the expiration date

and stored at 20-25T. Specimens collected in the

MICROTAINER* Tube with K2 EDTA will provide accurate

and cWtk* usefif! unt results for up to 4 hours after

collection for hermatolo y parameters fisted above.


in Its or continuously mixed
Specimens may be gored 1 rc

during this time. Bring specimens to room temperature

before analps.


An*m specimens for hematology testing within 4 hours

of collection. For I" other anallytes; or alternate test


methods, users must egabillish, to their satisfaction. that

test reldhitts tried their institurdWs criteria for clinically

acceptable values. The user should! consult their


instru-merit manufacturer for expected specimen staroiliti-


LIMITATIONS;


Stood collected by skin puncture should o* be used

for lead screarling. Elevated blood had results obtained

on capillery specimen should be considered


presump-tive and must be confirritned using venous 
blood.'


When lead testing Is performed by ASV, specimens

should be analined as soon as possibie. WIten ASV is

us.ed, see section 9 In Me Instrument "'pe raungmanua!:

Sample Related Causes Of Invalid Lead Reports. Follow

MnufachuseS directions In section 9.4.1: Using EDTA

Stabilized Blood, for processing all specimens collected

In this 

MICROTAINERO 
Brand Tube'. An artilactual


decrease In lead concentration will result it procedures

for specimens with EDTA In excess of I _ 8 mg/mL are

not followed.


Flame Atomic Absorption Spectroscopy is not

recom-mencled sinoe EDTA may cause reduced recoveries of lead


with this method. When tested by GFAAS, samples

col-Wed from noinnal donors In MICROTARJER4 Tubes with


K4 EDTA have bftn shown to be stable for up to 7 days".


It is the lablaratory's ultimate responsibility to determine

reference Intervals for all anatirtes based upon the tubes

used for sample collection by that laboratory. The

clinical laboratory should establish or verify its reference

ranges 0 changing specimen coflection tube types and

sizes, as this could potentially affect analytic results

from patient samples.


MATERIALS REQUIRED BUT NOT PROVIDED:


11 Gloves for Vie person performing the collecdons


2. Alcohol swabs (lead-free 0 lead Testing Is performed)


3. Dry sterile gauze pads.


Reorder

NumberE95974


4 Lincel as Ipp(opriate for sile and volume of blood

required.


5ý Sharps and contaminated makdais; disposal container.


6 FOR BLOOD LEAD: soap ad water to wash and dry

site Thoroughly before pencleve to mikilimkie Surface

contamination of skin by awilironmentail kaill.


OPTIONAL MATERIALS FOR

SPECIMEN COLLECTIM


1 ý Warming device if recIuwat dependent on ft volumitw

of blood and tests to be pedenned.


2. Adhesive bandage. AvoW ase of bandages with

patients h" to pW hViler or W In Ifick mouft

as ingestioruiaspiration reafteccur.


DIRECTIONS FOR USE:


I . Gloves must be worn delft skin purKilum blood

collection.


2 Select puncture site. wares as appropriate. WW

clealise with alcohol. FOR KOW LEAD: Wash arn

with soap and water will dly ftrou* to aniffft

surface contamination ofdk by anilroninentall lead.

Cleanse with le d-firee ak" swab. linsliltud"

protocols for co= of sink. for blood bad

should be followed.


3. Allow site to dry. Do not diy by wilping, as disiti

tion occurs during ifir-diriplaff.


4- Remove MICROGARO- 
' 

krona taks and place,

on a convenient Oeadkso 

6 Tier clim" may

be nested on the base of lbellobe. (Re. 

3).ý " I "


5ý Puncture skin with the 
, . lancet followling


instructions supplied by Ve asioulaclaw. Dispose

of Wxd in an approved shall Container. fill" away

first drop of blood with gam


6. Hold MICROTAINER- Tube all 30* - 45aingle from

surface of puncture sl (fit 3). Tow% colleclor

end of reservoir to drop of blood. After colleeft 2

or 3 drops, blood will tm* Slowdown reservoirwaill

to bottom of tube. CAUTIM 'Milking* 

of skin

puncture site may cause beemolysis and! advefsely

aNect test result accuracy.


7. Fill the tube to between the 250 MIL and 500 K marki;

an The reservoir. Over- or wededilling of lube OW

result in clotting and/or extronewis lest resultL


8 Replace MICROGARDI closure by Meting and

pushing cap downward und a &W Is heard.


knme-diatelIi, after collection mix to sample: by Inverting

filled tube a minimum of 10 Illinies.


9. Fill other MICROTAINERO Tibes as required

follow-ing directions provided in 111wir respective product


circulars. NOTE: If capillary Mood gas fasting Is to

be done, the capillary tubes vised to collect sampleits

must be filled before other samples are colected.

Otherwise. the EDTA samples for hemabilM testing

should be the first tube collecled.


TO. Dispose of used lancet ide m approved sharps

container if this has not been doole. Dispose of firly

contaminated materials into approprialle contakwir.


11 The specimen should be milited laoughly W before

aralysi;ý A minimum of 20 war" Irmirsims is

fecommended.


WARNINGS:


Practice universal precautions, visinif gium andi

appm-priale apparel for protection from exposure to

bkod-bame padlhogensý


- CAUT10111:

.Hjr,dl===s and


,,it W=
in 1= of,=

Obu;n appruprive medi.ýw artinfin im ab, event of any

IKPGSu(d fir) biOlVtM


..phis
",alll' A L Fg
,I or other infectious diRuw;ft

O-d all products cwtamin" WO blood In likhataild

0C,nuiners Ppl..d for their dispost


REFERENCES:


1. Preventing Lead Poisoning in Young Children. A

Statement by the Centers for Disease Control


-October 1991, U.S. Department of Heft ariff Human

Services. p,41ý


2. Operating Manual Model 30100 Lead Analyzer, ESA

Inc.. Chelmsford, MA, 0 18244171, December 1992.


3. Data on file. Beclon Dickinson VACUTAINER System


f'4;(;1UN :ý.Okld-VACUTAWMHER _

D.W- we C-POW

l_xl"iik.U 07417-14115


MIC907NUE Fr- " MICROGARD' 0

5- Dcb- " C-,
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ý,,,usk 4OD2361 4,97


510(K) PREMARKET NOTIFICATION PAGE 32

MICROTAINERO BRAND CHEMISTRY TUBES WITH MICROGARD TME CLOSURE 

B

Records processed under FOIA Request 2023-5609; Released by CDRH on 06/26/2024.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301.796.8118.



Predicate Device - Shelf Bag 
CONFIDENTIAL


MICROTAINER9 Brand EDTA Tube with MICROGARD' Closure


Ou I UUV5
 Number
MICROTAINERO srand

Tube with K2 EDTA Tubo con K2 EDTA

Tube avec K2 EDTA rubo com K2 EDTA


K2EDTA A U


NON-STERILE

FOR IN V[7R0 D14GNOSTIC USE s IN 14TRO DIAGNOSTICUM

R 

6- - package insert for instructions, I -'


Pour les recommandations dutilisation, se repo(ter b la

notice int6deure.

Refedrse al instructivo.

Vide instrugdes no folheto intemo.


-500--250-


5974


x 

MAKES THE

DIFFERENCE


Kr9h MICROGARDTm Closure

Avec Bouchon MICROGARD

Con Tap6n MICROGARD

Com Tampa MICROGARD


)WIPM -9- 
(5889) M-8 76


9-rNAAMITE

ý;- - 3ý1-( v+>V>#.)t0h


:V1


LOT EXP: *Z90

Becton Dickinson VACUTAINER Systems

Becton Dickinson and Company
9B604 IS JUL 00 Franklin Lakes, NJ 07417-1885 0.
, 0 L-.q

Made in U.SA.

Patents Pending

MICROTAINER and MICROCARD are Uademarks

of Becton Dickinson and company W5100 (DR)


5 10 (K) PRE MARK E T N OTI FI CATI ON PAGE 33

MICROTAINERO BRAND CHEMISTRY TUBES WITH MICROGARD- CLOSURE

Records processed under FOIA Request 2023-5609; Released by CDRH on 06/26/2024.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301.796.8118.



CONFIDEN 
7ý ý, I


Predicate Device - Case Label I It ii-


MICROTAINER's' Brand EDTA Tube with MICROGARD'*m Closure


200 Tubes t4 Boxes - .5o eaj Reorler E05974
Number


MICROTAINEROBrand AW9C=0rAI

QUALITY


Tube wffb EDTA (K2) Tubo con EDTA (K2) MAKES THE

DIFFERENCE
Tube a vec ED TA (K2) Tubo com ED TA (Kz)


ED TA (K,) A IJ


NON,STERILE

FOR IN WIRO DIAGNOSTIC USE a IN VITRO DIAGNOS71CUM

Refer to package insert for instructions.

Pour les recommandations dutffisaoon, se, reporter J la

notice int6rieure.

Relefirse at instructivo.

Vldý insW*s no folheto intemo.


With MICROGARD"' Closure

Avec Boudw MICROGARD

Con Tap6n MICROGARD

Com Tampa MICROGARO

7-(ý7Qh'- V14 )'-I -;f


=Wa"8764


0*,VZ1> -:Pf ý*;,V>0001
7 ri07"AMY"e-5-26


BEV=

Pe DiCURM
A49WOWD am Oadentaft of Bacton Dckkaw ard CwVwW 

Becton DfaWnson VACUTAINER Systems

'on n7Zaond 

Compag
LOT: EXP: ;kb= =k"1=es 1411-,8


hiade in U.S.A.


L10468-00 (Gig
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CONPIDENTIAL

G. 510(K) SUBSTANTIAL EQUIVALENCE JUSTIFICATION


The term -Substantial Equlwlence" as used in this 510(k) Premarket

Notification is 11 *mited to the definition of Substantial Equlwlencefound

i . n the Federal Food, Drug, and Cosmetic Act, as amended and as applied

under 21 CFR S 807, Subpart E, under uhich a dezice can be marketed

w . thout pre-market approwl or reclassification. A determination of

substantial equiwlency under this notification is not intended to baw any

bearing ubatsoewr on the resolution of patent infringement suits or any

other patent matters. No statements related to, or in support of,

substantial equtwlence herein shall be construed as an admission against

i . nterest under the US Patent Law or their application by the courts.


G.1 SUBSTANTIAL EQUIVALENCE DECISION


The principal devices presented in this submission, the MICROTAINER'


Brand Chemistry Tubes with MICROGARD' Closure, are substantially

equivalent to the currently marketed predicate devices, the MICROTAINER'


Brand Chemistry Tubes and the MICROTAINER9 Brand EDTA Tube with

MICROGARD' Closure. The intended use and performance of the modified

tubes are not changing and will be the same as the current MICROTAINER'


Brand Chemistry tubes, while the tube design will be substantially equivalent to

the MICROTAINER9 Brand EDTA Tube with MICROGARD' Closure. The

changes to the MICROTAINER41 Brand Chemistry tubes are being implemented

based on positive customer feedback and demand for the improved tube design

throughout the rest of the line.


The original MICROTAINERO Brand Tube is a three piece design that consists

of a polypropylene reservoir, a polypropylene collector which must be

assembled to the reservoir for collection and removed prior to closure, and a

polyethylene closure.


The modified MICROTAINERO Brand Tube with MICROGARD' Closure

design uses similar materials, components, and manufacturing processes. In

addition, the following improvements to the tube exist in the modified design:


The polypropylene reservoir is molded with an integral collector to eliminate

the collector- to- reservoir assembly step.

The internal diameter of the tube reservoir is increased from 6.Omm to

8.Omm to facilitate easier mixing of the sample

The reservoir bottom is flat instead of round to allow the tube to stand

upright. Bottom design also permits nesting of the recessed plug during

specimen collection which helps prevent surface contamination of the plug.

The polyethylene closure has a recessed plug and skirted cap to reduce user

exposure to blood. The closure is molded with flats to prevent rolling of

the tube and has a cam feature which allows more controlled closure

removal.
 Z"",
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CONFIDENTIAL

Although this design change results in a cosmetically different tube, it does not

affect the intended use of the tubes or result in any new claims for the

performance of the tubes. Clinical testing indicates that the MICROTAINER

Brand Tube with MICROGARD' Closure demonstrates equivalent performance

and continues to conform to the specifications of the existing MICROTAINER

Brand Tube (Refer to Section H.).


Table G.2 compares the product features and material components for the

principal and predicate devices.


G.2 COMPARISON TABLE


MICROTAINERO Brand MICROTAINERO Brand MICROTAINERO Brand

Chemistry Tubes with Tubes EDTA Tube with


MICROGARD"m Closure I I MICROGARD' Closure


Collect, transport, and

store skin puncture blood

specimens for chemistry


testing requiring serum or

heparinized olasma.


Collect, transport, and

store skin puncture blood

specimens for chemistry


testing requiring serum or

heDarinized Dlasma.


Collect, anticoagulate,

transport, and store skin


puncture blood specimens

for hematology testing


Yes


No


Yes


No


Yes


No
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I


Co
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CONFIDENTIAL


H. PERFORMANCE VALIDATION


H. I SUMMARY


Becton Dickinson VACUTAINER Systems intends to introduce into interstate

commerce a modification of its currently marketed line of MICROTAINER8


Brand Chemistry Tubes.


MICROTAINER6 Brand Tubes have been marketed by Becton Dickinson for


many years in the conventional design that was described in 510(k) # K771370.

In 1993, a modified tube design, the MICROTAINERO Brand Tube with

MICROGARD Closure, was introduced for the EDTA hematology tube only.


The conventional MICROTAINER Brand design consists of a polypropylene


reservoir, a polypropylene collector which must be assembled to the reservoir

for collection and removed prior to closure, and a polyethylene closure.


The modified design consists of a polypropylene reservoir with an integral

blood collector component, and a skirted polyethylene closure with a recessed


plug that reduces user exposure to blood.


The MICROTAINER Brand Chemistry Tubes, in either design, are non-sterile,

single use micro- collection tubes designed to collect, transport, and store skin

puncture blood specimens for chemistry testing requiring serum or heparinized

plasma.


Although the design change results in cosmetically different tubes, there are no

changes to the intended uses and no new claims for the performance of the

tubes.


As described in the following section, clinical data indicates that the modified


Chemistry Tube with Lithium Heparin and MICROGARD' Closure

demonstrates equivalent performance and continues to Conform to the

specifications of the existing tube. As each of the currently marketed chemistry

tubes is rolled out in the modified design, equivalent performance will be

established.


H.2 PERFORMANCE TESTING


Note: there were no external clinical studies conducted in connection

with this 510(k) and therefore no Financial Disclosure Requirements

under 21 CFR Part 54.


Clinical testing was done to compare the performance of the predicate

MICROTAINER8 Brand Tube with lithium heparin, with the principal device,

the Modified MICROTAINER9 Brand Tube with lithium heparin and

MICROGARD' Closure.
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CONFIDENTIAL

The first part of the study evaluated the tubes for hemolysis and clotting. The

study concluded that the principal device, the Modified MICROTAINERO


Brand Lithium Heparin Tube (evaluation tube), demonstrated equivalent or

better performance compared to the predicate device, the MICROTAINERO


Brand Lithium Heparin Tube (control tube). The study showed no clotting in

any evaluation tube or control tube, and trace hemolysis in only one control

tube.


The second part of the study compared the performance of the evaluation tube

to a control tube using the Johnson and Johnson Vitros 250 Chemistry Analyzer

to measure an array of chemistry analytes in plasma. Results from this study

concluded that the principal device, the Modified MICROTAINERO Brand

Tube with lithium heparin, demonstrated equivalent results to the predicate

device, the MICROTAINERO Brand Lithium Heparin Tube for most of the

analytes tested. The predicate device demonstrated a positive bias for several

analytes, however the bias was not considered clinically significant. The final

report can be referenced in Appendix A of this submission.


In conclusion, the data supports a determination of equivalent performance

between the modified MICROTAINERO Brand Chemistry Tube as presented in

this submission and the currently marketed predicate device.


C'2-
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I. 510(K) SUMMARY OF SAFETY AND EFFECTIVENESS


510(W Summary Of Safety and Effectiveness


1. General Information


This Summary of Safety and Effectiveness information is being submitted in

accordance with the requirements of the SMDA of 1990 and 21 S 807.92


Establishment:


Address: Becton Dickinson VACUTAINER Systems

I Becton Drive

Franklin Lakes, NJ 07417-1885


0 Registration Number:


0 Contact Person:


0 Date of Summary-


Device


0 Trade Name:


& Classification Name


0 Classification:


0 Performance Standards:


2243072


Andrea Hroncich

Senior Regulatory Affairs Associate

Telephone no.: 201-847-6173

Fax No. 201-847-4858


May 18,1999


MICROTAINERO Brand Chemistry

Tubes with MICROGARD' Closure


Tubes, Vials, Systems, Serum Separators,

Blood Collection


Class II


None Established under 514 of the

Food, Drug and Cosmetic Act


63
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II. Safety and Effectiveness Information Supporting Substantial Equivalence


Substantial Equlwlence Declaration:


The term "Substantial Equlwlence" as used in this 510(k) Premarket Notification is


limited to the definition of Substantial Equlwlence found in the Federal Food, Drug,

and Cosmetic A ct, as amended and as applied under 21 CFR S 807, Subpart E, under


ubich a deVice can be marketed uithout pre-market approwl or reclassification. A

determination of substantial equiwlency under this notification is not intended to haw


any bearing ubatsoewr on the resolution of patent infringement suits or any other


patent matters. No statements related to, or in support Of, substantial equlwlence

herein shall be construed as an admission against interest under the US Patent Law or


their application by the courts.


* Device Description


The modified MICROTAINERO Brand Chemistry Tubes with MICROGARD' Closure are

non-sterile, single use microcollection tubes. They consist of a polypropylene reservoir

with an integral blood collector component, a skirted polyethylene closure with a recessed


plug that reduces user exposure to blood.


e Intended Use


The MICROTAINERO Brand Chemistry Tubes with MICROGARDTm Closure are intended

to collect, transport, and store skin puncture blood specimens for chemistry determinations


requiring serum or heparinized plasma.


* Synopsis of Performance Study Results


Clinical testing was done to compare the performance of the predicate MICROTAINERO


Brand Tube, with the principal device, the modified MICROTAINERO Brand Tube with

MICROGARD' Closure.


The first part of the study evaluated the tubes for hemolysis and clotting. The study

concluded that the principal device, the modified MICROTAINERO Brand Tube with

MICROGARD' Closure (evaluation tube), demonstrated equivalent or better performance

compared to the predicate device, the MICROTAINERO Brand Tube (control tube). The


study showed no clotting in any evaluation tube or control tube, and trace hemolysis in only

one control tube.


The second part of the study compared the performance of the evaluation tube to a control

tube using the Johnson and Johnson Vitros 250 Chemistry Analyzer to measure an array of


chemistry analytes in plasma. Results from this study concluded that the principal device,

the modified MICROTAINERO Brand Tube with MICROGARD' Closure, demonstrated

equivalent results to the predicate device, the MICROTAINERO Brand Tube for most of

the analytes tested. The predicate device demonstrated a positive bias for several analytes,

however the bias was not considered clinically significant. The final report can be

referenced in Appendix A of this submission.


In conclusion, the data supports a determination of equivalent performance between the

modified MICROTAINERO Brand Tube with MICROGARDTm Closure as presented in this

submission and the currently marketed predicate device.


6ý
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III. Predicate Device Summary Table


9 Substantial Equivalence


Based on comparison of the intended use, technology/principles of operation,

materials and performance in the first case, and design and materials in the second,

the MICROTAINERO Brand Chemistry tubes can be shown to be substantially

equivalent to the commercially available predicate devices indicated in the table below.

The predicate devices, K number, and clearance dates are also identified in the table.


Manufacturer
 Predicate Device
 K-Number
 Clearance Date


Becton Dickinson
 MICROTAINER8
 K771370
 8/3/77

VACUTAINER
 Brand Tubes

Systems


Becton Dickinson
 MICROTAINER9
 K931368/A
 9/28/93

VACUTAINER
 Brand EDTA Tube

Systems
 with MICROGARDTm


Closure


daaa,A . RA&rr-ak

Andrea Hroncich

Regulatory Affairs Associate

Becton Dickinson VACUTAINER Systems

Becton Dickinson and Company


2T-A-V If/ /fff

Date V


5 10 (K) P RE MARK E T N UTI -FI CATI ON PAGE 42
MICROTAINERO BRAND CHEMISTRY TUBES WITH MICROGARDTm CLOSURE

Records processed under FOIA Request 2023-5609; Released by CDRH on 06/26/2024.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301.796.8118.



APPENDIX A


6

5 10(K) PREMARKET NOTIFICATION PAGE 43

MICROTAINER19 BRAND CHEMISTRY TUBES WITH MICROGARDTm CLOSURE

Records processed under FOIA Request 2023-5609; Released by CDRH on 06/26/2024.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301.796.8118.



CLINICAL EVALUATION 
-w 

(b)(4) 

Records processed under FOIA Request 2023-5609; Released by CDRH on 06/26/2024.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301.796.8118.



CLINICAL EVALUATION


NTIAL


amyl 

(b)(4) 

Records processed under FOIA Request 2023-5609; Released by CDRH on 06/26/2024.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301.796.8118.



CLINICAL EVALUATION ENTIAL
(b)(4) 

Records processed under FOIA Request 2023-5609; Released by CDRH on 06/26/2024.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301.796.8118.



CLINICAL EVALUATION

(b)(4) 

Records processed under FOIA Request 2023-5609; Released by CDRH on 06/26/2024.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301.796.8118.



CLINICAL EVALUATION

NTIAL


yl 

(b)(4) 

Records processed under FOIA Request 2023-5609; Released by CDRH on 06/26/2024.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301.796.8118.


	510KSUM
	510KSUM

	FOLDER - SERUM SEPARATORS  BLOOD COLLECTION
	DECISION LETTER
	ORIGINAL SUBMISSION
	TABLE OF CONTENTS




