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510(Lk) SUMMARY OF SAFETY AND EFFECTIVENESS


L General Information


This Summary of 510(k) Safety and Effectiveness information is being submitted in accordance


with the requirements of the SMDA of 1990 and 21 CFR 807-92


Establishment:

Address: Becton Dickinson VACUTAINER Systems


I Becton Drive

Franklin Lakes, NJ 07417-1885


Registration Number. 2243072


Contact Person: Eileen Schweighardt


Regulatory Affairs Manager

Telephone no.: 201 - 847 - 4570

Facsimile no.: 201 - 847 - 4858


Date of Summary. March, 1998


Device Name:

Trade Name: VACUTAINERID Brand PLUS Tube


with EDTA Anticoagulant and

VACUTAINERG Brand PLUS Serum Tube


Classification Name: Blood Specimen Collection Device


- Classification: Class 11


Performance Standards: None Established under 514 of

the Food, Drug and Cosmetic Act


II. Safety and Effectiveness Information Supporting the Substantial Equivalence Determination

Substantial Equivalence Declaration: The term "Substantial Equivalence" is used in this 510(k)

Premarket Notification is limited to the definition of Substantial Equivalence as found in the Federal


Food, Dru& and Cosmetic Act as amended and as applied under 21 CFR 5 807, Subpart E under

which a device can be marketed without pre-market apporval or reclassification.


I of 3



- Device Description


The VACUTAINERS Brand PLUS Tube with'EDTA and the VACUTAINER PLUS Serum

Tube are evacuated plastic blood collection tubes for collecting, transporting and processing

blood in a closed plastic tube. The VACUTAINERG Brand PLUS Tube with EDTA consists

of closure assembly, a plastic tube and EDTA coating (dipotassium). The VACUTAINER

PLUS Serum Tube consists of closure assembly, a plastic tube and silica clot activator.


The standard closure assembly is a basic rubber stopper. The tubes are also available with the

VACUTAINERG Hemogard Closure Assembly, which consists of a rubber stopper and

protective plastic shield to reduce user exposure to blood. The Hemogard closure assembly,

intended to reduce user exposure to blood, was described in 510(k) Premarket Notification

K945952 that received FDA clearance on January 18, 1995. All stopper/closures are color

coded to reflect additive type (see the chart VACUTAINERO Tube Stopper/Closure Color

Code Cross Reference located in the Product Insert, Attachment D)


- Intended Use


The VACUTAINERG Brand PLUS Tube with EDTA anticoagulant and the VACUTAINER

Brand PLUS Serum Tube are evacu 

I 
ated blood collection tubes which provides a means collecting,


transporting and processing blood in a closed plastic tube. Blood collected in a tube containing

EDTA anticoagulan% VACUTAINERO Brand PLUS Tube with EDTA anficoagulant, is used

primarily for clinical laboratory hematology studies. 'Me VACUTAINERV Brand PLUS Serum

Tube containing Silica activator is used primarily in clinical laboratory testing for chemistry assays.


In addition, the blood collected and processed in the VACUTAINERO Brand PLUS with

EDTA anticoagulant and the VACUTAINERS Brand PLUS Serum Tube can be used

immunohematology testing including ABO groupin& Rh typing and antibody screening which

requires red cells and plasma or serum.


- Synopsis of Test Methods and Results


Clinical testing to evaluate the effectiveness of the tube for the additional Indications for Use

described in premarket notification was performed. The results of the clinical evaluation

demonstrate that the VACUTAINERV Brand PLUS (plastic) EDTA and PLUS Serum tubes

provide equivalent results compared to the VACUTAINtRO Brand (glass) Serum and EDTA

tubes for immunohematology testing including ABO Groupin& Rh typing and antibody screening

which requires red cells and plasma or serum.
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- Substantial Equivalence


Becton Dickinson VACUTAINER Systems believes that the VACUTAINERG Brand PLUS Tube


with EDTA and VACUTAINERS Brand PLUS Serum Tube with the expanded Indications for


Use is substantially equivalent to a commercially available blood collection tube. Clinical testing, as


described in this premarket notification, demonstrates equivalent performance and effectiveness


and supports the determination of substantial equivalence. The predicate devices, manufacturer, K


number and clearance date are identified below:


9k,


VACUTAINER VACUTAINERV Not Pre-Amendment Device and, therefore,


Systems Brand Serum Tube Applicable exempt from premarket notification

requirements according to the MDA of


1976.


VACUTAINER VACUTAINERG Not Pre-Amendment Device and, therefore,


Systems Brand Tube with EDTA Applicable exempt from premarket notification


Anticoagulant requirements according to the MDA of

1976.


f, I

6_kLL4Lu >ýaw March 16,1998

Eileen Schweighardt Date


Regulatory Affairs Manager


Regulatory Affairs Department
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DEPARTMENT OF HEALTH & HUMAN SERVICES
 Public Health Service


Food and Drug Administration

2098 Gaither Road


17 19M Rockville MD 20850


Ms. Eileen Schweighardt


Regulatory Affairs Manager

Becton Dickinson VACUTAINER Systems

1 Becton Drive

Franklin Lakes, New Jersey 07417


Re: K981013

VACUTAINER Brand (PLUS) Plastic Blood Collection Tube with

EDTA Anticoagulant and VACUTAINER Brand PLUS (Plastic)


Serum Tube

Regulatory Class: II

Product Code: JKA

Dated: March 17, 1998

Received: March 18, 1998


Dear Ms. Schweighardt:


We have reviewed your Section 510(k) notification of intent to

market the device referenced above and we have determined the

device is substantially equivalent (for the indications for use

regulated by CDRH 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.

You may, therefore, market the device, subject to the general

controls provisions of the Federal Food, Drug, and Cosmetic Act

(Act). The general controls provisions of the Act include

requirements for annual registration, listing of devices, good

manufacturing practice, and labeling, and prohibitions against

misbranding*and adulteration.


Center for Biologics(CBER).


In addition, we have determined that your indications for use

which includes immunohematology testing for ABO grouping, Rh


typing and antibody screening are subject to regulation by the


Our substantially equivalent determination does not apply to the

indications for use regulated by CBER. CBER is reviewing

BK980011 for the immunohematology claims. For information on

applicable Agency requirements for marketing this product, we

suggest you contact:


Mary Gustafson

HFM-370, Room 200 N. Woodmont

Center for Biologics Evaluation and Research

Food and Drug Administration, Rockville, MD 20852

(301) 827-3524 1


If your device is classified (see above) into either class II

(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
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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, FDA will verify such assumptions. Failure to


comply with the GMP regulation may result in regulatory action.

In addition, the Food and Drug Administration (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 section 531 through 542 of the Act for devices under

the Electronic Product Radiation Control provisions, or other

Federal laws or regulations.


This letter will allow you to begin marketing your device

indicated for uses regulated by CDRH in your 510(k) premarket

notification although we recommend that you first contact Ms.

Kochman from CBER at (301) 827-3524 before marketing your

product with the immunohematology claims regulated by CBER. An

FDA finding of substantial equivalence of your device to a

legally marketed predicate device results in a classification

for your device and permits your device to proceed to the

market, but it does not mean that FDA approves your device.

Therefore, you may not promote or in any way represent your

device or its labeling as being approve by FDA. If you desire

specific advice for your device on the labeling regulation (21

CFR Part 801 and additionally 809.10 for in vitro diagnostic

devices), promotion, or advertising, please contact the Office

of Compliance, Promotion and Advertising Policy Staff (HFZ-302)

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

llhttp://www.fda.gov/cdrh/dsmamain.html".


Sincerely yours,


Steven I. Gutman, MD, MBA

Director

Division of Clinical


Laboratory Devices

Office of Device Evaluation

Center for Devices and


Radiological Health


Enclosure
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510(k) Number (if known): I,-


Device Name: VACUTAINERG Brand PLUS Tube with EDTA Antico=lant and

VACUTAINERV Brand PLUS Serum Tube


Indications for Use:


The VACUTAINERG Brand PLUS (plastic) Tube with EDTA and VACUTAINERG Brand Serum

Tube are evacuated blood collection tubes which provide a means of collecting; transportin& separating

and processing blood in a plastic tube. When the tube is used together with VACUTAINER0 Brand

Needles and Holders, it is a closed system for the collection of venous blood with the same indications

as described herein.


Blood collected in PLUS EDTA and PLUS Serum tubes can be used for immunohematology testing

including ABO Groupin& Rh typing and antibody screening which requires red cells and plasma or

serum.


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


NEEDED)


Concurrence of CDRH Office of Device Evaluation (ODE)


Prescription Use 'ýýR Over-the-Counter Use

(Per 21 CFR 801.109)


(Optional Format 1-2-96)


4


e4,ý( 

t, 11


-(Division Sign-Off)

Division of Clinical Laboratory Devices


510(k) Number /ý q - ?16, ( 
-'ý


M(K) Prcuriarket Notification March 13,1998 PagCS9


VACLUAINER0 Brand PLUS Tube with EDTA
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Ms. Eileen Schweighardt

Regulatory Affairs Manager

Becton Dickinson VACUTAINER Systems

1 Becton Drive

Franklin Lakes, New Jersey 07417


Public Health Service


Food and Drug Administration

2098 Gaither Road

Rockville MD 20850


Re: K981013

VACUTAINER Brand (PLUS) Plastic Blood Collection Tube with

EDTA Anticoagulant and VACUTAINER Brand PLUS (Plastic)


Serum Tube

Regulatory Class: II

Product Code: JKA

Dated: March 17, 1998

Received: March 18, 1998


Dear Ms. Schweighardt:


We have reviewed your Section 510(k) notification of intent to

market the device referenced above and we have determined the

device is substantially equivalent (for the indications for use

regulated by CDRH 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.

You may, therefore, market the device, subject to the general

controls provisions of the Federal Food, Drug, and Cosmetic Act

(Act). The general controls provisions of the Act include

requirements for annual registration, listing of devices, good

manufacturing practice, and labeling, and prohibitions against

misbranding and adulteration.


In addition, we have determined that your indications for use

which includes immunchematology testing for ABO grouping, Rh

typing and antibody screening are subject to regulation by the

Center for Biologics(CBER).


Our substantially equivalent determination does not apply to the

indications for use regulated by CBER. CBER is reviewing

BK980011 for the immunohematology claims. For information on

applicable Agency requirements for marketing this product, we

suggest you contact:


Mary Gustafson

HFM-370, Room 200 N. Woodmont

Center for Biologics Evaluation and Research

Food and Drug Administration, Rockville, MD 20852

(301) 827-3524 't


If your device is classified (see above) into either class II

(Special Controls) or class III (Premarket Approval) it may be

subject to such additional controls. Existing major regulations

affecting your device can be f0und in. the Code of Federal
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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, FDA will verify such assumptions. Failure to


comply with the GMP regulation may result in regulatory action.

In addition, the Food and Drug Administration (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 section 531 through 542 of the Act for devices under

the Electronic Product Radiation Control provisions, or other

Federal laws or regulations.


This letter will allow you to begin marketing your device

indicated for uses regulated by CDRH in your 510(k) premarket

notification although we recommend that you first contact Ms.

Kochman from CBER at (301) 827-3524 before marketing your

product with the immunohematology claims regulated by CBER. An

FDA finding of substantial equivalence of your device to a


legally marketed predicate device results in a classification

for your device and permits your device to proceed to the


market, but it does not mean that FDA approves your device.


Therefore, you may not promote or in any way represent your

device or its labeling as being approved by FDA. If you desire

specific advice for your device on the labeling regulation (21

CFR Part 801 and additionally 809.10 for in vitro diagnostic


devices), promotion, or advertising, please contact the Office

of Compliance, Promotion and Advertising Policy Staff (HFZ-302)

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

llhttp://www.fda.gov/cdrh/dsmamain.litml".


Sincerely yours,


jz Z)ZA.

Steven I. Gutman, MD, MBA

Director

Division of Clinical


Laboratory Devices

Office of Device Evaluation

Center for Devices and


Radiological Health


Enclosure
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Device Name: VACUTAINERV Brand PLUS Tube with EDTA Anticoagglant and

VACUTAINERV Brand PLUS Serum Tube


Indications for Use:


The VACUTAINERG Brand PLUS (plastic) Tube with EDTA and VACUTAINER0 Brand Serum

Tube are evacuated blood collection tubes which provide a means of collecting, transporting, separating

and processing blood in a plastic tube. When the tube is used together with VACUTAINERS Brand

Needles and Holders, it is a closed system for the collection of venous blood with the same indications

as described herein.


Blood collected in PLUS EDTA and PLUS Serum tubes can be used for immunohematology testing

including ABO Groupin& Rh typing and antibody screening which requires red cells and plasma or

serum.


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


NEEDED)


Prescription Use 
' 

R Over-the-Counter Use

(Per 21 CFR 801.109)


Concurrence of CDRH Office of Device Evaluation (ODE)


(Optional Format 1-2-96)


(Division Sign-Off)

Division of Clinical Laboratory Devices


510(k) Number- 
/ý Cl ý 10 ( _'ý


5_10(1;ý_Prm"ct Notification Karch -13,1998


VACUTAINCRO Brarid PLUS Tube with EDTA


V&CUTAINER@ BrAnd PLUS Scrum Tube
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Ms. Eileen Schweighardt


Regulatory Affairs Manager

Becton Dickinson VACUTAINER Systems

1 Becton Drive

Franklin Lakes, New Jersey 07417


Re: K981013

VACUTAINER Brand (PLUS) Plastic Blood Collection Tube with

EDTA Anticoagulant and VACUTAINER Brand PLUS (Plastic)


Serum Tube


Regulatory Class: II

Product Code: JKA

Dated: March 17, 1998

Received: March 18, 1998


Dear Ms. Schweighardt:


We have reviewed your Section 510(k) notification of intent to

market the device referenced above and we have determined the

device is substantially equivalent (for the indications for use

regulated by CDRH 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.

You may, therefore, market the device, subject to the general

controls provisions of the Federal Food, Drug, and Cosmetic Act

(Act). The general controls provisions of the Act include

requirements for annual registration, listing of devices, good

manufacturing practice, and labeling, and prohibitions against

misbranding and adulteration.


In addition, we have determined that your indications for use

which includes immunohematology testing for ABO grouping, Rh

typing and antibody screening are subject to regulation by the

Center for Biologics(CBER).


Our substantially equivalent determination does not apply to the

indications for use regulated by CBER. CBER is reviewing

BK980011 for the immunohematology claims. For information on

applicable Agency requirements for marketing this product, we

suggest you contact:


Mary Gustafson

HFM-370, Room 200 N. Woodmont

Center for Biologics Evaluation and Research

Food and Drug Administration, Rockville, MD 20852

(301) 827-3524


If your device is classified (see above) into either class II

(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


Uý"
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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, FDA will verify such assumptions. Failure to


comply with the GMP regulation may result in regulatory action.

In addition, the Food and Drug Administration (FDA) may publish


further announcements'concerning your device in the Federal

Recrister. Please note: this response to your premarket

notification submission does not affect any obligation you might

have under section 531 through 542 of the Act for devices under

the Electronic Product Radiation Control provisions, or other

Federal laws or regulations.


This letter will allow you to begin marketing your device

indicated for uses regulated by CDRH in your 510(k) premarket

notification although we recommend that you first contact Ms.

Kochman from CBER at (301) 827-3524 before marketing your

product with the immunohematology claims regulated by CIBER. An

FDA finding of substantial equivalence of your device to a


legally marketed predicate device results in a classification

for your device and permits your device to proceed to the

market, but it does not mean that FDA approves your device.


Therefore, you may not promote or in any way represent your

device or its labeling as being approved by FDA. If you desire

specific advice for your device on the labeling regulation (21

CFR Part 801 and additionally 809.10 for in vitro diagnostic

devices), promotion, or advertising, please contact the Office

of Compliance, Promotion and Advertising Policy Staff (HFZ-302)

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

llhttp://www.fda.gov/cdrh/dsmamain.html".


Sincere1y yours,


Steven I. Gutman, MD, MBA

Director

Division of Clinical
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food And Drug Administration


Memorandum

From:


Name(s)_


Number


Reviewer(s) -


Subject: 510(k)


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


EIRefused to accept.


ORequires additional infýi*ma 'on (o her than refuse to accept).


E]Apcepted fbi


Iffis substantially equivhlen4o marketed devices. cv-e.


ONOT substantially equivalent to marketed devices.


De Novo Classification Candidate? 13YES 
0-<O"


El Other (e.g., exempt by regulation, not a device, duplicate, etc.)

Is this device subject to Postmarket Surveillance? 11YES ErNO


Is this device subject to the Tracking Regulation? DYES 
B--N-O'


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


Is this a prescription device? DYES El NO

Was this 5 1 0(k) reviewed by a Third Party? DYES R-14-0


Special 5 1 0(k)? DYES D-NO


Abbreviated 5 1 0(k)? DYES 0-N-O


This 5 1 0(k) contains: /I .


Truthful and Accurate Statement ORequested Enclosed

(req 

i ed for originals received 3-14-95 and after)


VA510(k)summary OR EIA510(k) statement


P 

ri e required certification and summary for class III devices


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

El Animal Source Material El Human Tissue ProductEl Human Cell Product 1:1 Human Extraction Product


(Please Check All That Apply)

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

13 No Confidentiality El Confidentiality for 90 days 1:1 Continued Confidentiality exceeding 90


days


Predicate Product Code with class:


Review:,;-ý?


(Branch Chief)


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


(Branch Code)


4P11 7

(Date)


Q, J " ý-ý ý o VV P,( rkutViL,
 (Doe)


A K!


ý J



To: The Record


From:Clara A. Sliva


Date: June 17,1998


Re: K981013 Becton Dickinson VACUTAINER Systems SE documentation


The VACUTAINER Brand PLUS (plastic tube) with EDTA and

VACUTAINER Serum tube are evacuated blood collection tubes which

provide a means of collecting, transporting, separating and processing

blood in a plastic tube. When the tube is used together with

VACUTAINER Brand needles and holders it is a closed system for the

collection of venous blood with the same indications for use. The

VACUTAINER Brand PLUS tube consists of closure assembly, a plastic

tube and silica clot activator.


The predicate device is the Becton Dickinson VACUTAINER Brand

Plus PST Plasma Separation Tubes, K945952.


The device is classified as class 11 under the 862.1675 produce code = JKA

TUBES. VIALS, SYSTEMS, SERUM SEPARATORS, BLOOD COLLECTION


The Labeling complies with 21 CFR 809.10 labeling regulations for in vitro

diagnostic products. Sterilizing/Manufactu ring information provided.


The immunohematology testing including ABO grouping, Rh typing and antibody

screening is being reviewed by CBER as BK98001 1. Cheryl Kochman is the

reviewer.


Based on the review of the above devices; K981013, I recommend the device is

SUBSTANTIALLY EQUIVALENT to currently marketed serum and plasma collection

tubes for use in the clinical laboratory. -----
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Clara A. Sliva June 16, 1998


Memo to the Record:


On March 20, 1998 51 Ok submitted to DCLD, assigned to Ann Hawthorne


On April 3, Ann sent an e-mail to Gene Berk indicating this device was reviewed by

CBER


OnApril 13,the5lOkwassentto Berk to review and transfer to CBER


On April 15, Gene sent the 510k back to Dr. Gutman indicating this was a joint

review


On April 18, Dr. Gutman determined this was a joint review and re-assigned the

51 Ok to Clara Sliva


It took from May 15-29 to determine who was reviewing the device in CBER


On June 3, it was determined the 51 Ok was updated as a new 51 Ok in CBER.


On June 12, 1998 the sponsor was informed that the indications for clinical use

would be cleared by CDRH and the indications for CBER would be cleared by

CBER. Sheryl Kochman was identified by the reviewer.


On Junel 2-16, we consulted with POS to determine which letter to send.


( L6 JAOý__
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I N T E R 0 F F I C E M E M 0 R A N D U M


TO: 'Sliva, Clara A. 594-30841


TO: Rosecrans, Heather S.

TO: mys


CC: Gutman, Steve

CC: Aziz, Kaiser J.


Subject: Re: 510k at 90 days


Clara,


Date: 17-Jun-1998 09:12am EST

From: Shulman, Marjorie G.


MYS@CDRH.FDA.GOV@SMTP@CVAX3

Dept


-Tel No:


CAS@CDRH.FDA-GOV@SMTP@CVAX3

HSR@CDRH.FDA.GOV@SMTP@CVAX3

mys@CDRH.FDA.GOV@SMTP@CVAX3


SIG@CDRH.FDA.GOV@SMTP@CVAX3

KJA@CDRH.FDA.GOV@SMTP@CVAX3


I think that the letter is fine -- I will run it by Heather. Thanks.


Marj ie


" ----- original Message

-----" From: Sliva, Clara A. 594-3084 [SMTP:CAS@CDRH.FDA.GOVI


" Sent: Tuesday, June 16, 1998 6:44 PM

" To: Rosecrans, Heather S.; mys@CDRH.FDA-GOV

" CC: Gutman, Steve; Aziz, Kaiser J.

" -1.bject: 510k at 90 days


K981013 Becton Dickinson


" I have faxed yall a draft of the letter which limits our SE to claims

" for CDRH


" At your suggestion it was a variation on the SE letter with a drug

" component.



I N T E R 0 F F I C E


TO: Sliva, Clara A.


Subject: K981013


Hi Clara,


M E M 0 R A N D U M


Date: 17-Jun-1998 10:05am EST

From: Shulman, Marjorie G.


MYS@CDRH.FDA.GOV@SMTP@CVAX3

Dept:

Tel No:


( CAS@CDRH.FDA.GOV@SMTP@CVAX3 )


Heather said that if you all want to send this letter you can (it is


fine) or if you just want to send the straight SE with just our

indication and note the telephone conversation in the file (that CBER is


working on the other part) that is one way to go also. Thanks and


please let me know if you have any other questions.


Marj ie


ý' (J'



I N T E R 0 F F I C E M E M 0 R A N D U M


TO: KOCHMAN (FDACB)


CC: Gutman, Steve

CC: Aziz, Kaiser J.

CC: WILSONL (FDACB)


Subject: FWD: status of 510k


Date: 29-May-1998 12:22pm EST


From: Sliva, Clara A.

CAS


Dept: ODE - DCLD 
- HFZ-440


Tel No: 594-3084


KOCHMAN@CBER.FDA.GOV @SMTP


SIG

KJA

WILSONL@CBER.FDA.GOV @SMTP


Hi Sheryl


Thanks for review the parts relevant to CBER. Will you be able to provide a


list of deficiencies by next week.


thanks



I N T E R 0 F F I C E


TO: Berk, Eugene


CC: Hackett, Joseph L.

CC: Aziz, Kaiser J.


Subject: CBER consult


Hi Gene


M E M 0 R A N D U M


Date: 27-May-1998 02:20pm EST

From: Sliva, Clara A.


CAS

Dept: ODE DCLD - HFZ-440

Tel No: 594-3084


EMB


JLH

KJA


re: K981013 Becton Dickinson Vacutainer PLUS Blood Collection Tube


Whom may I contact in CBER about the status of the above 510k.

Len Wilson & Jean Claggett in Paul Mied's do not have any knowledge of a 510k


being under joint review.


help! 510k submitted March 18, sent to CBER 4/28 90 days=JUNE 16



I N T E R 0 F F I C E


TO: PADGETT
 (FDACB)


CC: Gutman, Steve

CC: Aziz, Kaiser J.


Subject: FWD: CBER joint review


M E M 0 R A N D U M


Date: 27-May-1998 04:00pm EST

From: Sliva, Clara A.


CAS

Dept: ODE - DCLD 

- HFZ-440

Tel No: 594-3084


PADGETT@CBER.FDA.GOV @SMTP


SIG

KJA


do you know who has the 510k.

could you ask the reviewer to send me an e-mail as soon as possible. If the

reviewer has deficiencies, a letter will need to be prepared.

Is there a mechanism in place for identifying the reviewer and then notifying

CDRH.


thanks for your help.


(__.za sliva



I N T E R 0 F F I C E


TO: WILSONL (FDACB)


CC: Gutman, Steve


Subject: FWD: FW: status of 510k


Hi Len


No one has contacted me about the 510k


thanks


M E M 0 R A N D U M


Date: 26-May-1998 08:37am EST

From: Sliva, Clara A.


CAS

Dept: ODE - DCLD 

- HFZ-440

Tel No: 594-3084


WILSONL@CBER.FDA.GOV @SMTP


SIG )


90 days=June 25, 1998


ýV-



I N T E R 0 F F I C E M E M 0 R A N D U M


Date: 15-May-1998 11:35am EST

From: Wilson, Leonard


wilsonl@cber.fda.gov@SMTP@CVAX3

Dept:

Tel No:


TO: Nedjar, Sayah ( nedjar@cbs5055530.cber.FDA.gov@SMTP@CVAX3


CC: CLAGGETT, JANET ( CLAGGETT@Al.CBER.FDA.GCV@SMTP@CVAX3

CC: SLIVA, CLARA ( CAS@CDRH.FDA.GOV@SMTP@CVAX3


Subject: FW: status of 510k


Do we know if this is BK970024? If so, where are we in the review?


Len


" ----- Original Message

-----" From: Sliva, Clara A. 594-3084 [SMTP:CAS@al.cdrh.fda.gov]


" Sent: Friday, May 15, 1998 11:02 AM

" To: CLAGGETT, JANET

" CC: Gutman, Steve

" Subject: status of 510k


> Hi


joint review with CBER

a reviewer been assigned to review K981013 Becton Dickinson Vacutainer


" plus

" EDTA. The file was sent to CBER in mid-April. If so, what is the status of

" the

" review.


> thanks for checking.


> Clara sliva (CAS)



I N T E R 0 F F I C E


TO: CLAGGETT


CC: Gutman, Steve


Subject: status of 510k


Hi


(FDACB)


M E M 0 R A N D U M


Date: 15-May-1998 11:02am EST

From: Sliva, Clara A.


CAS

Dept: ODE DCLD - HFZ-440

Tel No: 594-3084


CLAGGETT@CBER.FDA.GOV @SMTP


SIG )


re: joint review with CBER

Has a reviewer been assigned to review K981013 Becton Dickinson Vacutainer plus

EDTA. The file was sent to CBER in mid-April. If so, what is the status of the

review.


thanks for checking.


clara sliva (CAS)


ýe



re: joint review with CBER

Has a reviewer been assigned to review K981013 Becton Dickinson Vacutainer plus


EDTA. The file was sent to CBER in mid-April. If so, what is the status of the


review.


thanks for checking.


clara sliva (CAS)



N,ene


re: K981013
 Becton Dickinson Vacutainer PLUS Blood Collection Tube


Whom may I contact in CBER about the status of the above 510k.


Len Wilson & Jean Claggett in Paul Mied's do not have any knowledge of a 510k


being under joint review.


help! 510k submitted March 18, sent to CBER 4/28 90 days=JUNE 16


clara


V



4-7ene


re: K981013 Becton Dickinson Vacutainer PLUS Blood Collection Tube


Whom may I contact in CBER about the status of the above 510k.

Len Wilson & Jean Claggett in Paul Mied's do not have any knowledge of a 510k

being under joint review.


help! 510k submitted March 18, sent to CBER 4/28 90 days=JUNE 16


clara



do you know who has the 510k.

could you ask the reviewer to send me an e-mail as soon as possible. If the

reviewer has deficiencies, a letter will need to be prepared.

Is there a mechanism in place for identifying the reviewer and then notifying

CDRH.


thanks for your help.


clara sliva



we know if this is BK970024? If so, where are we in the review?


" ----- Original Message

-----" From: Sliva, Clara A. 594-3084 [SMTP:CAS@al.cdrh.fda.gov]


" Sent: Friday, May 15, 1998 11:02 AM


" To: CLAGGETT, JANET

" Cc: Gutman, Steve

" Subject: status of 510k


> Hi


" re: joint review with CBER

" Has a reviewer been assigned to review K981013 Becton Dickinson Vacutainer


" plus

" EDTA. The file was sent to CBER in mid-April. If so, what is the status of


" the

" review.


> thanks for checking.


> clara sliva (CAS)


v ý



I N T E R 0 F F I C E


TO: Berk, Eugene


CC: Hackett, Joseph L.

CC: Aziz, Kaiser J.


Subject: CBER consult


M E M 0 R A N D U M


Date: 27-May-1998 02:20pm EST

From: Sliva, Clara A.


CAS

Dept: ODE DCLD - HFZ-440

Tel No: 594-3084


EMB


JLH

KJA


Hi Gene


re: K981013 Becton Dickinson Vacutainer PLUS Blood Collection Tube


Whom may I contact in CBER about the status of the above 510k.

Len Wilson & Jean Claggett in Paul Mied's do not have any knowledge of a 510k


being under joint review.


help! 510k submitted March 18, sent to CBER 4/28 90 days=JUNE 16


C a



I N T E R 0 F F I C E M E M 0 R A N D U M


Date: 2G-May-1998 08:37am EST

From: Sliva, Clara A.


CAS

Dept: ODE - DCLD 

- HFZ-440

Tel No: 594-3084


TO: WILSONL (FDACB)


CC: Gutman, Steve


Subject: FWD: FW: status of 510k


WILSONL@CBER.FDA.GOV @SMTP


SIG )


Hi Len


No one has contacted me about the 510k. 90 days=June 25, 1998


thanks



I N T E R 0 F F I C E M E M 0 R A N D U M


Date: 15-May-1998 11:35am EST

From: Wilson, Leonard


wilsonl@cber.fda.gov@SMTP@CVAX3

Dept:

Tel No:


TO: Nedjar, Sayah ( nedjar@cbs5055530.cber.FDA.gov@SMTP@CVAX3


CC: CLAGGETT, JANET ( CLAGGETT@AI.CBER.FDA.GOV@SMTP@CVAX3

CC: SLIVA, CLARA ( CAS@CDRH.FDA.GOV@SMTP@CVAX3


Subject: FW: status of 510k


Do we know if this is BK970024? If so, where are we in the review?


Len


" ----- Original Message

-----" From: Sliva, Clara A. 594-3084 [SMTP:CAS@al.cdrh.fda.gov]


" Sent: Friday, May 15, 1998 11:02 AM

" To: CLAGGETT, JANET

" CC: Gutman, Steve

" Subject: status of 510k


> Hi


joint review with CBER

a reviewer been assigned to review K981013 Becton Dickinson Vacutainer


" jAus

" EDTA. The file was sent to CBER in mid-April. If so, what is the status of

" the

" review.


> thanks for checking.


> Clara sliva (CAS)


I'V_



I N T E R 0 F F I C E M E M 0 R A N D U M


TO: CLAGGETT


CC: Gutman, Steve


Subject: status of 510k


Hi


Date:

From:


Dept:

Tel No:


(FDACB) CLA,


SIG


15-May-1998 11:02am EST

Sliva, Clara A.

CAS

ODE DCLD - HFZ-440

594-3084


."7GETT@CBER.FDA.GOV @SMTP


re: joint review with CBER

Has a reviewer been assigned to review K981013 Becton Dickinson Vacutainer plus

EDTA. The file was sent to CBER in mid-April. If so, what is the status of the

review.


thanks for checking.


clara sliva (CAS)



I N T E R 0 F F I C E


TO: CLAGGETT


CC: Gutman, Steve


Subject: status of 510k


Hi


(FDACB)


M E M 0 R A N D U M


Date: 15-May-1998 11:02am EST

From: Sliva, Clara A.


CAS

Dept: ODE DCLD - HFZ-440

Tel No: 594-3084


CLAGGETT@CBER.FDA.GOV @SMTP


SIG )


re: joint review with CBER

Has a reviewer been assigned to review K981013 Becton Dickinson Vacutainer plus

EDTA. The file was sent to CBER in mid-April. If so, what is the status of the

review.


thanks for checking.


clara sliva (CAS)



I N T E R 0 F F I C E


TO: WILSONL (FDACB)


Subject: FWD: status of 510k


M E M 0 R A N D U M


Date: 15-May-1998 11:06am EST

From: Sliva, Clara A.


CAS

Dept: ODE - DCLD 

- HFZ-440

Tel No: 594-3084


WILSONL@CBER.FDA.GOV @SMTP


V)



Review Memorandum


Date: April 7, 1998


From: C. Ann Hawthorne, Chemist, Clinical Chemistry & Toxicology Branch,

DCLD, (HFZ-440)


Subject: TRANSFER TO CBER


To: The Record of K981013


Contact:

Eileen Schweighardt

Regulatory Affairs Manager

Becton Dickinson

(201) 847-4570


Background


The Becton Dickinson has submitted a new 51 Ok for the currently legally marketed

Vacutainer Brand PLUS (Plastic) Blood Collection Tube with EDTA Anticoagulant


and Vacutainer Brand PLUS (Plastic)Serum Tube. The device is not modified, it

was submitted to clear an added claim for blood typing/blood banking use. Since

the device and device claims are not modified, there no issues relevant to

CDRH.


Recommendation

Based on my discussion with POS (see e-mails included for the file), I recommend


transferring this 510K to CBER (510k boilerplate SK-19), since the modified

indications relate solely to issues under their purview.


, 4k--,


Ann Hawthorne


C:My DocumentsCH98981013 FORWARD TO CBER.doc



I N T E R 0 F F I C E M E M 0 R A N D U M


Date: 03-Apr-1998 02:48pm EST

From: Hawthorne, C. Ann


CXH

Dept: ODE - DCLD 

- HFZ-440

Tel No: 594-1243 FAX 4-5940


TO: Berk, Eugene EMB


CC: Montgomery, Alfred AWM


Subject: CBER 510k responsibility


Gene:


I am reviewing a 510k for an expanded indications for use on a currently legally

marketed blood collection tube. The device is not modified, it was submitted to

clear an added claim for blood typing/blood banking use. I expect this to be a

transfer to CBER (510k boilerplate SK-19), since there no issues relevant to

CDRH. Please advise.


Also, if you know the URL of the InterCenter Agreement covering blood banking

products, could you let me know, so that I may refer to it in my memo to the

file.


Thanks


Ann



I N T E R 0 F F I C E M E M 0 R A N D U M


Date: 06-Apr-1998 09:54am EST

From: Berk, Eugene


EMB

Dept: ODE POS - HFZ-404

Tel No: 594-1190


TO: Hawthorne, C. Ann CXH


CC: Montgomery, Alfred AWM


Subject: RE: CBER 510k responsibility


Yes this is a candidate for transfer to CBER as long as there

are no device issues and the new indications for use don't

contradict device use labeling.


What's a URL? If its something to do with a page on the


Internet, as far as I know the Ombudsman's office has never put


any of the InterCenter Agreements on the net, although I think


they are working on it.


-ene


30



REVISED: 01/22/96------ - , ý - -


PREMARKET NOTIFICATION -- (SIO'(K)) 
- CHECKLIST FOR A-CCEPTKKC-E -111farsioN


K Sid 8


Division/Branch-


Administrative Reviewer Signature Date 
6L


Supervisory- Signature. Date


Did the firm request expedited review? Yes Lý-" No


Did we grant expedited review? Yes No


Truthful and accurate statement enclosed? L--"Y'es No

(If Not Enclosed, Must Be A Refuse To Accept Letter)

Required For originals Received 3/14/95 And fter


Is the Indication for Use Form enclosed? YES No

(Required for Original 510(k)s received 1/1/96 and after


--must be submitted on a separate sheet of paper)


Without reviewing this 510 W , do yoV believe this device type may be a preamendments

No
class III device? Yes___,,_Z (IF YES, NOTIFY POS IMMEDIATELY IF THE OUTSIDE OF


THE 510 (k) HAS NOT BEEN STAMPED CLASS III SO THAT THE GMP INSPECTION CAN BE SCHEDULED AS

SOON AS POSSIBLE) . Class III devices can not receive a determination of substantial

equivalence until the GMR inspection process has been completed.


.his a file that was determined to be substantially equivalent by ODE, but placed on

lvý-A:d due to. GMP violations anql deleted after 12 months on hold? If so, a new ODE review

is not required, please forward to POS.


Yes


Accepted Refuse To


Accept


Device Name 64



RITICAL ELEMENTS:
 YES
 No


PRESENT
 INADEQUATE


OMISSION JUSTIFIED
 OMITTED


'A. Is The Product A Device?


B. Is The Device Exempt From 510 (k) By
 0


Regulation or Policy?


C. Is Device Subject To Review-By-CDRH?
 0


D. W Are You Aware That This Device Has
 0


Been The Subject of A Previous NSE


Decision?


(ii) if Yes, Does This New 510(k) Address
 0
 0


The NS-E Issue(s) (E.G., Performance


Data)?


E. M Are You Aware Of The Submitter Being
 0


The Subject of An Integrity Investigation?


If Yes, Consult The ODE Integrity Officer.


(ii) Has The ODE Integrity Officer Given
 0
 0


Permission To Proceed With The Review?


(Blue Book Memo #191-2 And Federal


Register 90N-0332, September 10, 1991.)


F. Does The Submission Contain The


Information Required Under Sections


510 W , 513 (f) , And 513 M Of The Federal


Food, Drug, and Cosmetic Act (Act) And


Subpart E Of Part 807 In Title 21 Of The


Code Of Federal Regulations7:


I. Device Trade or Proprietary Name
 0


2. Device Common Or Usual Name Or
 0


Classification Name


3. Establishment Registration Number (only
 0


Applies If Establishment Is Registered)


lass Into which The Device Is Classified


nder (21 CFR Parts 862 to 892)


f
6. Action- Taken- To - Comply With- -Section - 514-0
 0


The Act


7. Proposed Labels, Labeling And
 0


Advertisements (If Available) That


Describe The Device, Its Intended Use, And


Directions For Use (Blue Book Memo #G91-1)



8.
 A 5 10 (k) Summary Of Safety And

Effecti%teness Or A 510(k) Statement That


Safety And Effectiveness Information Will


Be Made Available To Any Person Upon


Request


9.
 For Class III Devices Only, A Class III
 AJ t A
 0

Certification And A Class III Summary


10.
 Photographs Of The Device
 0


11.
 -Device With
For The
Engioeering Drawings
 J,
 Q
.
'

Dimensi6ns. -And .-Toleran-cel.


-12.
The Marketed Device(s) To Which


Equivalence Is Claimed Including Labeling

And Description Of The Device


13.
 State.i.nent Of Similarities And/or


Differences With-Marketed Device(s)


14.
 Data To Show Consequences And Effects Of A


Modified Device(s)


15.
 Truthful And Accurate Statement


II.
 Additional Information That Is Necessary
 0


under 21 CFR 807.87(h):


A. Submitter's Name And Address
 0


B. Contact Person, Telephone Number And
 0


Fax Number


C. Representative/Consultant If Applicable
 0


D. Table Of Contents With Pagination

4


E. Address Of Manufacturing
 0


Facility/Facilities And, If


Appropriate, Sterilization Site(s)


III.
 Additional Information That May Be
 0


Necessary Under 21 CFR 807.87 (h)


A. Comparison Table Of The New Device To
 0


The Marketed Device(s)


B. Action Taken To Comply With Voluntary

Standards


MARKETED DMUCE:


Bench Testing
 10
 0


Animal Testing
 0
 0


Clinical Data
 0
 0


NEW DEVICE:
 0


Bench Testing
 0
 0_


Animal Testing
 0
 0


.' Pý



Cli nical Data 0


D. Sterili 

. 

zation Information Al 1,.A- 0


E.. Software Information


Hardware Information 0


G. If This 510 W Is For A Kit, Has The Kit 0


Certification Statement Been Provided?


H. Is This Device Subject To Issues That Have 0


Been ACIdressved ... In-Specific Gui-dance


Documdht (s)


If Yes, Continue Review With Checklist 0


From Any Appropriate Guidance Documents.


If No, Is 510(k) Sufficiently Complete To

1.%


Allow'Substantive Review?


1. Other (Specify)


0


0


0


0


0


0


0


ý_A



REVISED:3/14/95


THE 510 (K) DOCU14ENTATION FORMS ARE AVAILA LE ON THE LAN UNDER 510 (K)


BOILERPLATES TITLED "DOCUMENTATIOUN AND MUST BE FILLED OUT WITH


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


-SUBSTANTIAL EQUIVALENCE-� (SE) DECISION MAKIK(; -DOCUMENTATION.....


Reviewer:


Division/Branch:


Device Name:


Product To Which Compared (510 (K) Number If Known):


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. Could The New Characteristics Affect
 If YES = Go To 8


Safety Or Effectiveness?


7. Descriptive Characteristics Precise
 If NO = Go To 10


Enough?
 if YESj= Stop SE


a. New Types Of Safety Or Effectiveness
 If YES Stop ME


Questions?


9. Accepted Scientific Methods Exist7
 If NO Stop NE


1. 0 Prrformahce- 
Data Available?
 Tf NO


D3La


!I. Data Demonstra-te Equivalence?
 Final Decis-ion-


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.


K


_ 
P.



1. Intended Use:


2. Device Description: Provide a statemeht of how thý 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. dip-mice. implanted. (shortýzerm. or _,longý_term)


the device -design- use -sc-ftware?- Is-Mle-dev:Lce


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 "YESK AND -NO- ANSWERS TO QUESTIONS ON PAGE I 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 ar not precise enough:


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


questions are not new: i,


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


10. Explain what performance data is needed:


ý:.hat Z:he ce - ip, - or 'is
il FXDJ_jA1n how tne perf-crmance d-it& de!ncvrisuzait-es

not substantially equivalent:


ATTACH ADDITIONAL SUPPORTING INFORI-MTION

I


IL

- P.



DEPARTMENT OF HEALTH AMD HUMAN SERVICES
 Public Health Service


March 19, 1998


BECTON DICKINSON VACUTAINER SYSTEMS 510(k) Number

ONE BECTON DR Received:

FRANKLIN LAKES, NJ 07417 Product:

ATTN: EILEEN SCHWEIGHARDT


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


K981013

18-MAR-1998

VACUTAINER PLUS TUBE

WITH EDTA

ANTICOAGULANT ANDD

VACUTAINER PLUS


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).



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



Oý3


CELEBRATING THE FIRST ONE HUNDRED: 1897-1997


ROCTM Becton Dickinson VAGUTAINER Systems

DICKNSW I Becton Drive


Franklin Lakes, New Jersey 07417

(201) 947-4500


March 17, 1998


Office of Device Evaluation

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

Center for Devices and Radiological Health

Food and Drug Administration

9200 Corporate Blvd. Room #2N


r T1


Rockville, NO 20850


REF: 51ON Premarket Notification

VACUTAINERO Brand PLUS (Plastic) Blood Collection Tube

with EDTA Anticoagulant


VACUTAINERS Brand PLUS (Plastic) Serum Tube


Document Control Clerk:

Pursuant to the requirements of Section 510(k) of the Federal Food, Drug and Cosmetic Actý notification is

made of the intention of Becton Dickinson and Company to introduce into interstate commerce a modified
a

VACUTAINER8 Brand PLUS Blood Collection Tube with EDTA Anticoagulant and VACUTAINERS

Brand PLUS Serum Tube.


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

Specimen Collection Devices, 21 CFR 862.1675. Ibis generic type device may include blood collection


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


In 1995 joint review authority was given to CDRH and CBER for devices with Blood Banking claims,

therefore, I have attached four copies of the premarket notification, two copies for CBER review and two

copies for CDRH review.


All 'information Becton Dickinson VACUTAINERS Systems considers confidential infort-nation or trade

secrets has been marked "Confidential" and therefore, is considered to be exempt from disclosure according

to 21 CFR 20.60 and 20.61.


If require additional information, please don't hesitate to contact me by telephone at 201 - 847 - 4570 or via

telefax at 201 - 847 4858.


Sincerely,


eý


Eileen Schweighardt


Regulatory Affairs Manager



510(k) PREMARKET NOTIFICATION


VACUTAINER0 BRAND PLUS TUBE

WITH EDTA ANTICOAGULANT


VACUTAINER0 BRAND PLUS SERUM TUBE


BECTON DICKINSON & COMPANY


VACUTAINER SYSTEMS


1 BECTON DRIVE


FRANKI.JN LAKES, NJ 07417


ý,k 0



TABLE OF CONTENTS


TABLE OF CONTENTS


DESCRIPTION
 PAGES


ATTACHMENT A
 510(Ký PREMARKET NOTIFICATION COVER SHEET
 3-7


ATTACHMENT B
 GENERAL SUMMARY
 8-10


ATTACHMENT C
 DEVICE DESCRIPTION
 11-14


ATTACHMENT D
 DEVICE LABELING
 15-30


ATTACHMENT E
 510(k) EQUIVALENCY INFORMATION
 31-37


ATTACHMENT F
 PREDICATE DEVICE INFORMATION
 38-53


ATTACHMENT G
 PERFORMANCE EVALUATION
 54-55


ATTACHMENT H
 TRUTHFUL AND ACCURATE STATEMENT
 56-57


ATTACHMENT I
 CDRH INDICATIONS FOR USE FORM
 58-59


ATTACHMENTJ
 510(K) SUMMARY OF SAFETY AND EFFECTIVENESS
 60-63


ATTACHMENT K
 CLINICAL EVALUATION
 64-76


510(K) Premarket Notification March 13,1998 Page 2

VACUTAINERS Brand PLUS Tube with EDTA

VACUTAINERS Brand PLUS Serum Tube



ATTACHMENT A.


CDRH PREMARKET SUBMISSION COVER SHEET


510(K) Premarket Notification March 13,1998 Page 3

VACUTAINERO Brand PLUS Tube with EDTA

VACUTAINERS Brand PLUS Serum Tube



................
x;


X

X: xx:
X
..........
.
. . .... ... ...
. ....... ...
........ 

.. ..
..... ...
 XXI
... . .. ......
15'
 L


Date of Submission:
 FDA Document Number:


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

...... . .. ..

. ..... ....


...
..... ...
. ...........
X ....

.....


X -'I


IM 51 0(k)
 13 IDE 13 PMA
 0 PMA Supplement - Regular


0 610(k) AdcrI information
 13 IDE Amendment 13 PMA Amendment
 0 PIVIA Supplement - Special


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

13 IDE Report


.... .......
 X..


E3 New device Additional or expanded indications 13Change in technology, design, materials or manufacturing process


0 Other reason (specify):


X


11 New device
 13 Change in design, component or specificatiom
 0 Location change:


13 Withdrawal
 0 Software
 0 Manufacturer


13 Additional or expanded indications
 0 Color Additive
 171 Sterilizer


13 Licensing agreement
 0 Other (specify 
below)ý


13 Packager


0 Distributor

0 Labeling change:


0 Indications
 E3 Process change:

0 Report submission


13 Instructions
 0 Manufacturer

0 Annual or


0 Performance Characteristics
 0 Sterilizer


13 Shelf life
 0 Packager


IJ Trade name
 0 Post-approval


13 Other (specify below)
 13 Response to FDA correspondence (specify below)

13 Request for applicant hold
 11 Adverse


13 Change in ownership
 13 Request for removal of applicant hold


13 Change in correspondent
 0 Request for extension
 11 Device defect

0 Other reason (specify):
 0 Amendment


X

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


... .....
... ..
 %


X

X


13 New device
 13 Change in: 13
 Response to FDA letter concerning:


13 Addition of institution
 0 Correspondent
 0
 Conditional approval


13 Expansion I extension of study
 0 Design
 0
 Deemed approval


El IRB certification
 0 Informed consent
 0
 Deficient final report


13 Request hearing
 0 Manufacturer
 0
 Deficient progress report


E3 Request waiver
 0 Manufacturing
 0
 Deficient semi-annual report


E3 Termination of study

11 Protocol - feasibility
 0
 Disapproval


13 Withdrawal of application
 0 Protocol - other
 0
 Request extension of time to


0 Sponsor

11
 Request meeting


13 Report submission:

13 Emergency use:
 E3 Semi-annual progress 11
 IOL submissions only:


0 Notification of emergency use
 0 Annual progress
 0
 Change in IOL style


13 Additional information
 0 Unanticipated verse
 0
 Request for protocol waiver


13 Waiver / site limit

11 nthp.r rpqqnn rmacifv)-
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... ........ .......
 .............


--Product Code: C.F.R. Section: Device class:


75JKA 862.1675

11 Class I IM Class 11

11 Class III E3 Unclassified


Classification panel:

Clinical Chemistry and Clinical Toxicology


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

. . . .....
..................... . "
. ... ....


-......... ......... .....


. . .. .... _ .....


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

data:


0 510(k) summary attached

0 51 O(k) s tatem ent


I 75JKA 2 3 4


5 a 7 8


Information on devices to which substantial equivalence is claimed:


510(k) Number
 Trade or proprietary or model name
 Manufacturer


1510(k) exempt
 I VACUTAINERO Brand Tube with EDTA Anticoagulant
 Becton Dickinson VACUTAINER Systems


I 
510(k) exempt
 2 VACUTAINERO Brand Serum Tube
 Becton Dickinson VACUTAINER Systems


3
 3


. .............. .............
'5'

001:1
NEW


'.'XX

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

. 
....


.. .................................... . 11 ...... .. ......


. ......... .


Common or usual name or classification name: Blood Collection Tube


Trade or proprietary or model name
 Model number


VACUTAINERO Brand PLUS Tube with EDTA Anticoagulant
 Multiple


2 VACUTAINERO Brand PLUS Serum Tube
 2 Multiple


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


I K901449/A 
I

IK953463
 IK960250
 4K971449


Intended use or indications for use:

The VACUTAINER@ Brand PLUS (plastic) Tube with EDTA and VACUTAINER Brand PLUS Serum Tube are evacuated blood collection tubes which provide a means
. 1 1. .11. ý
' 

TANERý ý,Sra
of collecting, transporting, separating and processing blood in a plastic tube. When the tube is used together with VACU Needles and Holders, it is a

closed system for the collection of venous blood with the same indications as described herein.


Blood collected in an EDTA and Serum tubes can be used for immunohem ogy ting including ABC Grouping, RH typing and antibody , eening which requires red

cells and plasma or serum.
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................ ......
 RX-1


Original

13 Add []Delete


FDA establishment registration number: 0 Manufacturer & Sterilizer 11 Contract sterilizer


1917413 11 Contract manufacturer 13 Repackager/relabeler


Company/institution name:

Becton Dickinson VACUTAINER Systems


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


( 308 )872-6811


Street address:

150 South 1 "Avenue,


FAX number (include area code):

308 )872 -5553


City:

Broken Bow


State/Province:

NE


Country:

U.S.A


ZIP/Postal Code:

68822


Contact name:

Dwayne Calek


Contact title:

QA Manager


0 Original

13 Add 13Delete


FDA establishment registration number: 1024879
 ff) Manufacturer&Stedlizer 13 13 Contract sterilizer


I Contract 
manufacturer 13 Repackager/rel abeler


Company/Institution name: Becton Dickinson VACUTAINER Systems


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


(803) 469 - 8010


real address:

Airport Rd


FAX number (include area code):


(803) 469 - 1755


City: Sumter
 State/Province: SC

Country: USA
 ZIP/Postal Code: 29151


Contact name: William Morrison


Contact title: QA Manager


0 Original

11 Add 0Delete


ITTA est;lishment registration number:
 0 Manufacturer & Sterilizer 0 Contract Sterilizer

11 Contract manufacturer 0 Repackager/relabeler


Company/institution name: Becton Dickinson of U.K. Ltd


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


(011) 441 - 752- 701281


Street address: Belliver Industrial Estate
 FAX number (include area code): (011)

441-752-788308


City: Plymouth
 State/Province: Devon
 Country: England
 ZIP/Postal Code: PL67BP


Contact name: K. Alderman


Contact title: Manager, Quality Assurance
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VAN
 .............


0 Original

13 Add 13Delete


FDA establishment registration number:
 13 Manufacturer & Sterilizer 0 Contract sterilizer


13 Contract manufacturer 13 Repackager/relabeler


Company/Institution name: Becton Dickinson VACUTAINER Systems


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


Street address:
 FAX number (include area code):


City:
 State/Province:
 Country- 
7
 ZIP/Postal Code:


a.,.-i 
: a a


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


Company Institution name:
 FDA establishment registration number:


Becton Dickinson VACUTAINER Systems
 2243072


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


( 201 )847-4570


Street address:
 FAX number (include area code):


11 Becton Drive
 201 )847-4858


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


":ranklin Lakes
 NJ
 us
 07417-1885


gnature:


Name:


E. Schweighardt


Title:


Regulatory Affairs Manager
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ATTACHMENT B


GENERAL SUMMARY
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ATTACHMENT B


GENERAL SUM


Trade Name: VACUTAINERG Brand PLUS Tube

with EDTA Anticoagulant and

VACUTAINERO Brand PLUS Serum Tube


Classification Name: Blood Specimen Collection Device


Classification: Class 11


Device Description:

The VACUTAINERS Brand PLUS Tube with EDTA and the VACUTAINER PLUS


Serum Tube are evacuated plastic blood collection tubes for collecting, transporting and


processing blood in a closed plastic tube. The VACUTAINERG Brand PLUS Tube


with EDTA consists of closure assembly, a plastic tube and EDTA coating

(dipotassium). The VACUTAINER PLUS Serum Tube consists of closure assembly, a


plastic tube and silica clot activator.


The standard closure assembly is a rubber stopper. The tubes are also available with the


VACUTAINERG Hemogard Closure Assembly, which consists of a rubber stopper


and protective plastic shield to reduce user exposure to blood. The Hemogard closure


assembly, intended to reduce user exposure to blood, was described in 510(k) Premarket


Notification K945952 that received FDA clearance on January 18, 1995. All


stopper/closures are color coded to reflect additive type (see the chart

VACUTAINERO Tube Stopper/Closure Color Code Cross Reference located in the


Product Insert, Attachment D)


Reason for Submission.

Becton Dickinson VACUTAINER Systems intends to begin marketing the current


VACUTAINERS Brand PLUS Tube with EDTA anticoagulant and the


VACUTAINERS Brand PLUS Serum Tube with additional Indications for Use.


The VACUTAINERO Brand PLUS Tube with EDTA is a plastic blood collection tube


intended for use in hematology studies and special chemistry studies to provide a means


of collecting, transporting and processing venous blood in a closed system.


The VACUTAINERG Brand PLUS Serum Tube is a plastic blood collection tube


intended for use in the clinical laboratory for analysis of serum to provide a means of


collectin& transporting and processing venous blood in a closed system.
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VACUTAINER Systems has expanded the Indications for Use on both plastic tubes to


include immunohematology testing including ABO groupin& Rh typing and antibody

screening which requires red cells and plasma or serum.


VACUTAINER Systems believes that the VACUTAINERS Brand PLUS (Plastic)

Tube with EDTA and the VACUTAINERV Brand PLUS Serum Tube with the

additional Indications for Use are substantially equivalent to the VACUTAINERO


Brand (glass) Serum Tube and the VACUTAINERS Brand (glass) Tube with EDTA.


Since 1970, glass EDTA and serum tubes have been the recognized blood collection


tubes used by blood bank specialists for blood grouping typing and antibody screening.


Under current routine blood bank procedures the blood sample is collected in the


VACUTAINERG Brand (glass) Tube with EDTA anticoagulant and VACUTAINERG


Brand (glass) Serum Tube. Both tubes are preamendment devices exempt from

premarket notification regulations according to the Medical Device Amendments


(MDA) of 1976. Further, the industry has utilized these tubes for immunohernatology

techniques prior to the MDA of 1976.
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ATTACHMENT C


DEVICE DESCRIPTION
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C.1 Device Descriptio


The VACUTAINERO Brand PLUS Tube with EDTA and the VACUTAINERS


PLUS Serum Tube are evacuated plastic blood collection tubes for collecting,


transporting and processing blood in a closed plastic tube. The VACUTAINERO


Brand PLUS Tube with EDTA consists of closure assembly, a plastic tube and EDTA


coating (dipotassium). The VACUTAINER PLUS Serum Tube consists of closure


assembly, a plastic tube and silica clot activator coating.


The current commercially available VACUTAINERS Brand PLUS Tube with EDTA


Anticoagulant was described in 510(k) Premarket Notification K971449 which received


FDA clearance on June 17,1997. The current VACUTAINERS Brand PLUS Serum


Tube was described in premarket notification K960250 and received FDA clearance on


March 29,1996. The original VACUTAINERV Brand PLUS Tube with EDTA and

VACUTAINERS) Brand PLUS Serum Tube were described in 510(k) Premarket


Notification K901449 which received FDA clearance on August 9, 1990.


The standard closure assembly is a basic rubber stopper. The tubes are also available


with the VACUTAINERG HEMOGUARD Closure Assembly that consists of a rubber


stopper and protective plastic shield to reduce user exposure to blood. The Hemogard


closure assembly, intended to reduce user exposure to blood, was described in 510(k)

Premarket Notification K945952 that received FDA clearance on January 18, 1995. All


stopper/closures are color coded to reflect additive type (see the chart

VACUTAINERS Tube Stopper/Closure Color Code Cross Reference located in the


Product Insert, Attachment D)


The tubes are manufactured from PET (polyethylene terepthalate) plastic that enhances


user safety and disposal because of the reduced risk of tube breakage and the use of


incineration as a method of disposal. The EDTA anticoagulant coating of


VACUTAINERS Brand PLUS Tube with. EDTA is spray coated in the dipotassium


(K2) form. The EDTA additive is an anticoagulant, which provides a whole blood


sample. The interior walls of the VACUTAINERS PLUS Serum Tube are spray-coated


with silicone surfactant and silica clot activator. The silica clot activator promotes

specimen clotting -and provides a serum sample.


As described in the General Summary of this Premarket Notification, the Indications


for Use for the VACUTAINERS Brand PLUS Tube with EDTA and the


VACUTAINERO Brand PLUS Serum Tube have been expanded to include


immunohernatology testing including ABO grouping, Rh typing and antibody screening

which requires red cells and plasma or serum.
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ATTACHMENT


C 2 Intended Use


The VACUTAINERO Brand PLUS Tubes with EDTA anticoagulant and the


VACUTAINERO Brand PLUS Serum Tube are evacuated blood collection tubes which


provide a means of collectin& transporting and processing blood in a closed plastic


tube. Blood collected in a tube containing EDTA anticoagulant, VACUTAINERO


Brand PLUS Tube with EDTA anticoagulant, is used primarily for clinical laboratory


hematology studies. The VACUTAINERO Brand PLUS Serum Tube containing silica


clot activator is used primarily in the clinical laboratory for chemistry assays. In addition,


the blood collected and processed in the VACUTAINERG Brand PLUS with EDTA


anticoagulant and the VACUTAINERO Brand PLUS Serum Tube can be used


immunohematology testing including ABO grouping, Rh typing and antibody screening

which requires red cells and plasma or serum,


C.3 Sterilization/Manufacturing Information:


Sterilization Method: Gamma Radiation Sterilization


Cycle Validation Method:


The sterilization cycle development and validation procedures followed are those


recommended by the American National Standard, Association for the


Advancement of Medical Instrumentation (AAMI), Guideline for Gamma Radiation


Sterilization.


Sterihjy Assurance Level: The minimum sterility assurance level is 10-3.


Radiation Dose Level: The minimum sterilization dose is determined by cycle validation


-and is approximately 8.0 kGy


Manufacturing and Sterilization Sites:


The VACUTAINERS Brand PLUS tube with EDTA anticoagulant and


VACUTAINERO Brand PLUS Serum Tubes are manufactured and sterilized at the


following sites:
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Manufacturing and Sterilization Site:

VACUTAINERV Brand PLUS EDTA Tube:


Becton Dickinson VACUTAINER Systems


150 South I't Avenue

P.O. Box 686

Broken Bow, NE 68822


Establishment Registration Number: 1917413


Manufacturing Site and Sterilization Site, VACUTAINERG Brand PLUS Serum Tube:


Becton Dickinson VACUTAINER Systems


Airport Road

P.O. Box 2128


Sumter, SC 29151


Establishment Registration Number: 1024879


Alternate Manufacturing and Sterilization Site:


Becton Dickinson VACUTAINER Systems

Division of Becton Dickinson UK Limited

Belliver Industrial Estate


Plymouth, England
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ATTACHMENT D


DEVICE LABELING
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D.1 Device Packaging and Labeling


The VACUTAINERS Brand PLUS Tube with EDTA anticoagulant and the

VACUTAINERD PLUS Serum Tube are intended to be marketed as a sterile in-vitro

diagnostic device. The tubes are packaged one hundred (100) labeled tubes per shelf

carton (EPS tray) and a labeled case carton consists of one-thousand (1000) tubes. The

VACUTAINERO Brand PLUS Tube with EDTA and VACUTAINERO Brand PLUS

Serum Tube device Labeling, included in this Attachment, consists of the labeling items

identified below:


Product Insert

Unit Tube Label

EPS (Shelf package) Tray Label

Case Carton Label and PreprMited Case Carton


Note:

The product insert has been modified to include immunohematology testing including

ABO groupin& RH typing and antibody screening which requires red cells and plasma

or serum. Additional non-substantive changes -are also included and have been

highlighted as indicated.


The tube, shelf and case carton labels are specific to VACUTAINERO Brand PLUS

Tube with EDTA anticoagulant and VACUTAINERS Brand PLUS Serum Tube.


This EPS tray is an alternative package that was described in Premarket Notification


K971449, received clearance April 21, 1997.


This EPS tray package is an alternative to the prepninted shelf carton described in the

predicate labelin& Section F Page 45. The equivalent preprinted shelf carton

information appears as the second label placed on the EPS tray, identified on Page 22 of

this section.
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VACUTAIINERO Brand PLUS Tube with EDTA



ATTACHMENT D


Unit Label.

VACUTAINERO Brand PLUS Tube with EDTA Anticoagulant


VAOUTAIMERO


510(K) Premarket Notification

VACUTAINERS Brand PLUS Tube with EDTA

VACLTTAINERO Brand PLUS Serum Tube


ýi 2ý


6ML


Page 19 
1ý ý)



ATTAC"MFNT


Shelf PackageTray Label

VACUTAINER@ Brand PLUS Tube'with EDTAAnticoagulant


STERILE 13 x 100 mm


K2 EDTA 10.8 Mg.
 K2 EDTA 1.0.8 mg.

STOPPER WBRICATION: TAP& LURRICADO, CON


SILICONE. APPROX. DRAW
 SILICON.


K2 EDTA 10.8 Mg. VOL APPROX.

VACIG APROX.


K EDTA 10.8 mg.
2

BOUCHON: SILICONE. VOL. APROX. ROLM: SIUCONIZADA.


EXP.:


LOT:


3'4' 

ný'25 
- 
-C


(01)30382903678632
 1057000


510(K) Prcmarket Notification March 

13,19ý-8---.- 

Page 20

VACUTAINER0 Brand PLUS Tube with EDTA


VACUTAINER0 Brand PLUS Serum Tube



ATTAr."MR.-


Case Carton Label


VACUTAINERO Brand PLUS Tube witlij. EDTA Anticoagulant


STERILE 13 x 100 mm


K2 EDTA 1.0.8 mg.

STOPPER LUBRICATION:

SILICONE. APPROX. D)Z4W


K2 EDTA 10.8 Mg. VOL APPROX.

VAC10 APROX.


BOUCHON: SILICONE. VOL. APROX.


K. EIVTA 10.8 mg.


VAPON LUBRICADO CON

SILICON.


K2 EDTA 10.8 Mg.

ROLHk SILICONIZAIDA.


f4--'25'Cj

1057100
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VACUTAINERO Brand PLUS Tube with EDTA


VACUTAINERS Brand PLUS Serum Tube



ATTACHMENT D


EPS (Preprinted) Tray Label

VACUTAINERO Brand PLUS Tube.with. EDTA Anticoagulant


VAWUMANW,ý loo Tubes

Brand Blood CoMeefiba Tubes

Tube i Pr&vewent de Sang Sous Me

Tubo con Vack para Wracchin de Sangre XE

Coleta de Sangue a Vicuo fD::E


" FOR IN VITRO DL4GNOS17C USE - Refer to package insert or Insinictions.

" POLH? DIAGNOSTIC IN VITRO - Pour les mconwmdations d'ofiftation, se

" PARA USO EN D14GNOSTICO reporter A la no tice in t6r&.vr


IN VITRO - Referiwe al Ins&uctivo.

" PARA DL4GNdSTJC0 IN VITRO - Vida instructies no folheto Intemo.


VAWTAINER, SST, PST, HEMOGARD

are trademallks of Becton Dickinson and Company

sont dus marques de Becton Dickinson and Compary,

sýn marcas de Becton Dickinson and Company.

sea marcas ýwistradas de Becton Dickinson and Companiy.


>


Becton Dkidnson VACUTAXER System

L41;KWAUN 8ecton Dickinson and Company, Fianklin LRkes, NJ 07417-1885


US Patent Nos. 4991,104,4,741,446 ard ofw conre4unft tordga palaot& MadeffitISA

1091101


Pf',2 C6 C, (1-le Packaging Components


Pmdwt LabA


5 eF


E,d C.P


V-p-k


EM C.P


Packaging Components


Pýd- Ltý,


Pack
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VACUTAINER0 Brand PLUS Tube with EDTA

VACLITAINER0 Brand PLUS Serum Tube



ATTACHMENT D


Preprinted Case Carton

VACUTAINERO Brand PLUS Tube with EDTA Anticoagulant


V1 2A


PAXIM 1 2 PAML 3


2B SE


- -- - -- - -- -


-(8) Tube A PrOveinwt do 84mgSous Me XýIIACEýR'*


I Tubo con Vado pars Extraceldn do Sangro
VACUTAINER Co;eta do Song" a Mkuo PAN.


Brand Blood Collection Tubes


PON IN WRO DIAGNOSTIC USE

POW17MMOSTICINVINO


AM USO EN DIAGNOS IN TRIP

PARADJAM 11COINVYTRO


6STICO tl


4*14MIA)MO).wc Cý"-F;N o. PANEL


DICKWMN


FJTURE PIN LABEL AREA


TTOAf


F014DO - 
VWJR 09VAUFfif Cori
FOND -0


"Not MR JM "DO VAVMMG


1A


3204 

9 

A....- 
3005401(


BOX CEITr. AREA


VACUTAINERO Brand PLUS Tube with EDTA.


VACUTAINER0 Brand PLUS Serum Tube


Page 23
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ATTACHMENT D


Preprinted Case Carton


VACUTAINER9 Brand PLUS Tube with EDTA Anticoagulant

- - -- - -- - -- - --


VACUTAINER

Bmnd Blood Collection Tubes

Tube A Pr6ldvement do Sang Sous VIde

Tubo con Vacto para Extraccl6n do Sangre

Colete do Sangve a VAcuo


BECYW

JXCaUfRKW


a


f 
MRTPýEAREA
 PAWLS I A


100


0)
(10 x 10


VAMAINERO

ASSUM
 Avad fikod CA%k-&n Ww

RO=x 87=x
 A pwa...19 vw


=
 d. am.
T." - ""' P-

C.*& & A.&W a Wý


I
 WCVTA44ER. SSr. PST, HEMOGM - ftd-k. &

1.ý Dki*- W Cýý


%%CKANWA 
ZZ 

HSWOG*W -W dm

a.". aw C*Iý


'AWRIN", WT PST. HOWOWD

mPFbNTwG


8
 6
 &Z;ý;; w
LOT.,
 .
 .
 C-V.YA

MOUTA&M WT. PSr )ISWO"W


Fý wrro. ýE

ýCAFMM


D-t" Vkkfiý WCUFAINER

8).t-R.OM ftftý ýd CWPw


FmVft Lfta, NJ 0741 7,18W


WAVE IN U-COL


-- - -- - -- - -- - -- -


-PANEL 2
 PANEL4
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VACUTAINERO Brand PLUS Tube with EDTA


VALCUTAINERS Brand PLUS Serum Tube



ATTACHMENT D


Unit Tube Labei

VACUTAINERO Brand PLUS Serum Tube


I i 
I I ý


11. SrnL I
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VACUTAINERO Brand PLUS Tube with EDTA

VACUTAINERO Brand PLUS Serum Tube



ATTACHMENT


Shelf Package Tray Label

VACUTAINERO Brand PLUS Serum Tube


STERALE 13 x 100 mm

CLOT ACTVVATOR.
 ACTIVADOR DEL COAGULO.

TUBE INTERIOR COATING:
 RECUBRINIFENTO INTERIOR:

SILICONE.
 SILICON.

STOPPER WBRICATION:
 DRAW 

TAP6N LUBRICADO

APPROX
SILICONE.


.

VOL APPROX. CON SILICON.


ACTIVATEUR DE

VACIO APROX, ATOVADOR DE COAGULO.


COAGULATION
 VOL. APROX. TUBO'SILICONIZADO.

TUBE: SILICOWE.
 Jr.-I= - ROLHA:SILICONZADA.

BOUCHON: SILICONE.


EXP.:


LOT:


apqp-01

PA.A!110111ý


1115111111 WIN TV- 25-Cl

(01)30382903678151 L10031-00( )
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VACUTAINER0 Brand PLUS Tube with EDTA


VACUTAINERV Brand PLUS Serum Tube



Case Carton Label

VACUTAINERO Brand PLUS Serum Tube


STERKE 13x100mm

CLOT ACTIVATOR. ACTIVADOR DFL COAGULO.

TUBE INTERIOR COATING: RrCUBRIMIENTO INTERIOR:

-SILICONE. SILICON.

NOPPER LUBRICATION: APPROX. DRAW 

rAPON LUBRICADO

SILICONE. VOL. APPROX. CON SILICON.


ACTIVATEUR DE 
VACIO APROX. coAeum


COAGULATION VOL. A 
ATIVADOR DE


PROX. TUBO: SILICONIZADO.

TUBE: SILICOWE. 0 -minim ROLKA: SILICONZADA.

BOUCHON: SILICONE.


4- 
n25'C


10032-00(
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VACUTAlNER@ Brand PLUS Tube with EDTA


VACUTAINER0 Brand PLUS Serum Tube



EPS (Preprinted) 'fray Label

VACUTAINERO Brand PLUS Serum Tube


I'ahes

Tube j hil6venwat do Sang Soars ride

lbbo can Vado para Exhwmgn de SwWre

Caleta de Sangm a Vicuo


FOR N VITRO DAGAUSTIC VSE - Refer to pwbge lasett for insftcdons.

POUR WGNOSTICS VITRO - Pour ks feconomdations d'uffikution, se

PAR4 USO EN OkWNOSTICO rapff for A /a noNce Wdrieur

N VITRO - Refatse a] kwftuebW

PARA DIAGN6S77CO IN VITRO -Vide Instruc6as no folheto h*mo,


VACUTAINER, W PST HEMOGARD

are trademarks of Becton Dickinson and Company.

Sont dus marques de Becton Dickinson and Company,

ST marcas de Becton Dickinson and Compary,

Sao marcas vistradas de Becton Dickinson and Cornpary.


F>- 7--f-Y*W>7ýe F

MCIM Bedw VkWhon VACUTMER System


LUCKA13M Bwb7 DkIdneon wd CampaW FmWin Lakes, NJ 07417-1885

US Patent Noi,499f, 104 4,741,446 aW a0w wrm*OOW ftWM pvWft Made in It SA


1091101


Flf "? (ý, c o je Packaging Components


. E'd C.P


Stwink-Wrap

P,od-l Lt.1


Insen


End Gp


C-. P-k
 caý P-*
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VACUTAINER9 Brand PLUS Tube with EDTA

VACUTAINER& Brand PLUS SerurnTube 6,,ý ( 



Preprinted Case Carton

VACUTAINERO Brand PLUS Serum Tube


(g)
 Tube* Pr6ldvement do $angSous Vido
 Al "T'

I


'
VACUTAINER

Brand Blood Colledion Tubes


Tuba con Vacto pars Extracd6n do Sangre

Coleta do Sangua a VACUO
 ,


.Q(W

ý.AWI WE


...j

L


ADR IN VITRO OLAOS"710 use

POUR Memo= x KIRO


AM U50 EX =17CO X KTRO

PARA neo H 17TRO


1*5$ at OUR 0) Jsý Iz- z:v_m T a t IPAREL


BECMN 
ýA


DIMOM


FUTURE PIN LABEL. AREA


FOND- OUVRINDEL'ALIFRECOTt
T'O

PONDO-ABRIR PON ELLADO CONTRAW


L 

3204

ARWIT PaO OUTING LADO


- - -- - -- - --

-BOX CERT. AREA
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VACUTAINERO Brand PLUS Tube with EDTA


VACUTAINERO Brand PLUS Serum Tube



ATTACHMENT D


I


Preprinted Case Carton

VACUTAINERO Brand PLUS Serum Tube


VwWw"CUTAINER 
0


Brand Blood Colledion Tubes

Tube A Prdfbvement do Sang Sous VIde

Tuba con Vado para Edracd& de Sangre

Colets de Sangue a VAcuo


a


PANELS 1 8


1000

(10 x 100)


3
VACUTAINER"

&&W sw Caravan Tith"


I WWW"-sk SSE. psr.
 HaWwo-&ý- ft
 *#- V cm"w

tA=Aft'P 

Z

.
 ftr, OfSWOARD ý


d-8.1m
,ý
,

dc-NSWOGM--.


LM


wTt-CWTý.

R-1- Vkkhý IRCURINER


SýVf-sftt-Dk*"-.Wcmv

Fý*Fh Lokes, NJ 07417-IM


ftUDENUAA


PANEL2
 FAWL 4
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VALCUTAINERS Brand PLUS Tube with EDTA


VACUTAINER9 Brand PLUS Serum Tube



ATTACHMEW E


EQUIVALENCY INFORMATION


510(K) Premarket Notification March 13,1998 Page


VACUTAINERO Brand PLUS Tube with EDTA


VACUTAINERO Brand PLUS Serum Tube



ATTAcHmENT E


E.1 Principal/Predicate Device Comparison,


The current commercially available VACUTAINERS Branc! PLUS Tube with EDTA Anticoagulant


was described in 510(k) Premarket Notification K971449 which received FDA clearance on June 17,

1997. The current VACUTAINER& Brand PLUS SerumT',ube was described in premarket

notification K960250 and received FDA clearance on Marcb 29, 1996.


This premarket notification describes additional Indications 1 - or Use for the VACUTAINERO Brand


PLUS Tube with EDTA and the VACUTAINERO Brand PLUS Serum Tube. The VACUTAINERO


Brand PLUS Tube with EDTA and the VACUTAINERV Brand PLUS Serum Tube Indications for

Use now include immunohematology testing including ABO groupings Rh typing and antibody


screening which require red blood cells and plasmaor serurn


Since 1970, glass EDTA and serum tubes have been the recognized blood collection tubes used by

blood bank specialists for blood grouping, typing and antibody screening. Under current routine blood

bank procedures the blood sample is collected in the VACUTAINERO Brand (glass) Tube with EDTA


anticoagulant and VACUTAINERG Brand (glass) Sen-jrn'Yube. The VACUTAINERO Brand Glass


Tube with E,DTA anticoagulant and VACUTAINE,'RO Brand Glass Serum Tube are preamendment

devices exempt from premarket notification regulations according to the Medical Device Amendments


(MDA) of 1976. Further, the industry has utilized these tubes for immunohematology techniques prior


to the MDA of 1976. The HEMOGARDO Closure Assemblywas described in premarket notification


K945952 that received FDA clearance on January '118, 1995.


VACUTAINER Systems believes that the VACUTAINERV Brand PLUS (Plastic) Tube with EDTA


and the VACUTAINERO Brand PLUS Serum Tube wirh the additional Indications for Use are


substantially equivalent to the VACUTAINERG Brand "glass) Tube with EDTA anticoagulant and

VACUTAINERO Brand (glass) Serum Tube. Furtherrnore, this decision of substantial equivalence is


supported by a clinical evaluation of the device per6ormýanc(--, for these additional Indications for Use.

The results of the clinical evaluation support the use of thesi. tubes for immunohernatology (ABO, Rh

and antibody screening), Attachment K.


Summarizing the minor differences between the principal and predicate device, the principal devices are

manufactured from plastic and the predicate devices are manufactured from glass. Further, the

VACUTAINERO PLUS Tubes with EDTA contaln spray-ciryed KEDTA whereas the predicate device,

VACUTAINERO Brand EDTA contains liquid KEDT Aý


510(K) Premarket Notification March 13,1998 Page32


VACUTAINERO Brand PLUS Tube with EDTA



A-TTACHMENT E


These are minor differences that do not significantly affect tabe clinical performance or function, as


demonstrated in the Attachment K Clinical Evaluation. Table 1 compares device characteristics of the


principal device, VACUTAINERS Brand PLUS tube with EDTA, and the predicate device,

VACUTAINERS Brand tube with EDTA. The manufacturing processes (Table 2) are compared on the


following page-


Table 3 comparc device characteristics of the principal dcvic,--:, VACUTAINERV Brand PLUS Serum tube,

and the predicate device, VACUTAINERG Brand Serum tube.


The manufacturing processes (Table 2) are comparedoi ý th(: following page.
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VACUTAINER(g Brand PLUS Tube with EDTA
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F. Predicate Device Information


As described in the General Summary of this premarket notification, VACUTAINER Systems intends


to market the VACUTAINERO Brand PLUS Tube with EDTA (plastic) and VACUTAINER Brand


PLUS Serum Tube (plastic) for additional indications for use. The VACUTAINERG Brand PLUS


Tube with EDTA was originally described in premarket notification K901449 that received FDA


clearance on August 9,1990. The Indications for Use now includes immunohematology.


The predicate devices upon which substantial equivalence is based are the VACUTAINERS Brand


Tube (glass) with EDTA anticoagulant and the VACUTAINER& Brand Serum Tube (glass). These


tubes are preamendment devices and therefore, exempt from premarket notification according to the


MDA of 1976. Further, the industry utilized the tubes for immunohematology techniques prior to the


MDA of 1976. The HEMOGARDS Closure Assembly was described in premarket notification


K945952 that received FDA clearance on January 18, 1995.


The VACUTAINERG Brand Tube with EDTA anticoagulant and VACUTAINER Brand Serum Tube


-are intended to be marketed a sterile in-vitro diagnostic device. The tubes are packaged one hundred


(100) labeled tubes per shelf pack and a labeled case carton consists of (1000) tubes. The


VACUTAINERS Brand Tube with EDTA anticoagulant and VACUTAINER Brand Serum Tube


device labeling are included in this Attachment consists of the labeling items identified below:


Predicate Device Product Insert

Predicate Device Unit Label

Predicate Device Shelf Pack Label and Prepninted Shelf Carton


Predicate Device Case Carton Label and Preprinted Case Carton


91W Premarket Notification Mach
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VACUrAINERO Brand PLUS Serum Tube



VACUTAINER' 
Brand


EVacuated Blood Collection System


For In Vitro Diagnostic Use.


INTENDED USE

VACUTAINER. Tubes, Needles and Holders are used together as a system for the collection of venous

blood. VACUTAINERO Tubes are used to transport and process blood for testing serum, plasma or

whole blood in the clinical laboratory.


PRODUCT DESCRIPTION

VACUTAINER- Tubes are glass evacuated tubes with color-coded (see table below) rubber stoppers or

HEMOGARDT" Closures. VACUTAINER6 PLUS Tubes are plastic tubes with colored closures or stoppers.

Both tube types contain additives In varying concentrations dependent upon the amount of vacuum and

ýhe required additive to blood ratio for the tube. See each shelf package or case label for specific


addi-Jve quantity and approximate draw volume. Additive choice depends on the analytic test method. It Is

3pecified by the manufacturer of the test reagents and/or Instrument on which the test is performed.

Fube Interiors are sterile.


VACUTAINEW TUBE STOPPER/CLOSURE COLOR CODE CROSS REFERENCE


ADDI"'IE GROUP/ADDITIVE
 RUBBER STOPPER
 HEMOGARDw CLOSURE


ubes

ýs with Gel and Clot Activator
 Red/Grek
 Gold

s with Gel and Heparint
 Green/Grey
 Light Green


hl&ý"flve -Tubes

Silicone coated
 Red
 Red (Glass Tubes only)

Uncoated
 Pink


Serum Tubes with additives

Thrombin*
 Yellow/Grey
 Orange

Particulate Clot Activator
 Yellow/Red
 Red (PLUS Tubes)

Thrombin*, Soybean Trypsin Inhibitor
 Light Blu!
 Light Blue


Whole Blood/Plasma Tubes

_


EDTA
 Lavender
 Lavender

Citrate (Coagulation)
 Light Blue
 Light Blue

Citrate (ESR).
 Black
 Black

Sodium fluodde/EDTA/Potassium oxalate
 Grey
 Grey

Lithium loclolacetate/Heparint (Glucose)
 Grey
 Grey

Heparint
 Green
 Green

Heparint, Glass Beads for LE. Testing
 Green

Acid Citrate Dextrose (ACD)
 Yellow
 Yellow

Sodium polyanetholsullonate (SPS)
 Yellow
 Yellow


Trace Element Tubes

Silicone coated, or EDTA, or Heparint
 Royal Blue
 Royal Blue


Lead Tubes

Heiparint Tan Tan


tHeparin source Is porcine. *Thrombin source is bovine.


ACUTAINERO Serum Tubes

kCUTAINER6 CAT Tubes (Clot Activator Tubes) and PWS Serum Tubes are coated with Silicone and

icrunized silica particles to increase surface area. Particles in the white film on the interior surface actk

ite clotting when tubes are mixed 5 times by inversion. See Limitations of System and Clotting

structions sections.


silicone coating on the walls of some serum tubes reduces adherence of red cells to tube walls. Tube

oppers are lubricated with silicone or glycerine (see individual shelf package or case label) to


facili-te stopper insertion.


4CUTAINERO Tubes for Lead and Trace Element Tests


toes for lead testing and other trace elements are labelled specifically for these purposes on the shelf

ickage and case label. Use only appropriately labelled tubes for these tests. VACUTAINER8 Tubes with
!MOGARD- Closure for lead testing are labelled to contain a maximum of 0.05 pg lead per tube.

ibes for trace elements have been tested by water or acid extraction of the stoppered tube for 4

mrs. Atomic absorption spectroscopy testing yielded results below these concentration limits:


LNALYTE


TRACE ELEMENT CONTAMINATION UPPER LIMITS


119/1. ANALYTE
 P9/*L


otimony
 0.8
 Iron
 60.0


wsenic
 1.0
 Lead
 2.5

ýaclmium
 0.6
 Magnesium
 60.0*


calcium
 400.0*
 Manganese
 1.5

Vorrium
 0.9
 Zinc
 40.0*


copper
 8.0 1

*Flame technique, all others flameless


;TO Brand Tubes and Transport Tubes

e interior of the tube wall is coated With micronized silica particles to accelerate clotting. A barrier

lyr esent at the tube bottom. The density of this material causes it to move upward during


cen-V ',he serum-clot interface, where It forms a barder separating serum from fibrin and cells.

r ý aspirated directly from the collection tube, eliminating the need for transfer to another

V F* 8rand Transport Tubes contain the same clot activator as SSTO Tubes with


approxi-a ae quantity of barrier. This additional material produces a larger barrier between the serum

J A is more Stable when shipped from a phlebotomy site to a testing site. See Limitations

systeryt


ICUTAINERO PST Tubes

interior of the tube wall is coated with lithium heparin to inhibit clotting. Hepadn activates


:ithrombins, thus blocking the coagulation cascade and producing a whole blood/plasma sample

tead of clotted blood Plus serum. A barrier polymer is present at the tube bottom. The density of

3 material causes it to move upward during centrifugation to the plasma-cell interface, forming a

)aratory barrier. Supernatant plasma may be aspirated directly from the collection tube, eliminating

need for manual transfer to another container. Plasma obtained in PST Tubes should be tested or

ioved from the tube within 2 hours of collection. See Limitations of System.


CUTAINERO Blood Collection Needles

'UTAINER1 Blood Collection Needles are single-use, double-ended, stainless steel needles. They

e a threaded hub that fits into the threads of all VACUTAINER0 Needle Holders. The venipuncture

I of the needle has a Point specially designed to enter the skin easily during venipuncture. The needle

ibricated with silicone.


liple Sample Needles have a rubber sleeve covering the non-patient end of the needle that prevents

(age of blood into the holder during venipuncture.


ngle Sample Needles do not have a rubber sleeve covering the back end of the needle, and

no. thr.ug
iould be used to collect only one tube from a patient. Since blood will continue to . h


9 needle, blood exposure will occur If more than one tube is collected during the venIpuncture. 11


The tubes slide into the holder and are pushed onto the back end of the needle, allowing the vacuum

in the tube to draw blood to a predetermined level. The needles are available in I and 1-1/2 inch

lengths, in 18, 20, 21, and 22 gauge.


LIMITATIONS OF SYSTEM


The quantity of blood drawn varies with altitude, ambient temperature, barometric pressure, tube age.

venous pressure, and filling technique. Tubes, with draw volume smaller than the apparent dimensions

indicate, may fill more slowly than tubes of the same size with greater draw volume.


For those tubes subjected to centrifugation to generate plasma or serum for testing, standard process.


ing conditions do not completely sediment all cells, whether or not barder gel is present. Accordingly,

cell-based metabolism, as well as natural degradation ex vivo affects serum/plasma analyte


concen-trations/activities beyond acellular changes. It Is recommended that testing for glucose, uric acid. and

lactate clehydrogenase (LD) be performed as soon after collection and separation as possible. Due to

natural degradation, delay In separation of the serum or plasma from the cellular mass or in testing

after separation will result In erroneous results for those analytes.


Contact the BDVS Technical Service Department at 1-800-631-0.174 before collecting samples in PLUS

SSTO and PLUS Serum tubes for vitamin B12, folate, and estradiol determinations on the Ciba Coming

Diagnostics ACS:180 analyzer.

VACUTAINER0 SSP Tubes and PST Tubes are not recommended for collection of samples for the


ther-apeutic drug monitoring (rDM) assays and blood banking procedures.,


Do not use PST Tubes for lithium measurement.


PRECAU77ONS


1. Storage of glass tubes containing blood at or below O*C may result In tube breakage.

-2. Do not remove conventional rubber stoppers by rolling with thumb. Remove stoppers with a twist


and pull motion.

3. Do not use tubes or needles If foreign matter is present.

4. Lot number and needle size are printed on the paper label covering the connection of the needle

shields. Do not use needle If label has been torn before venipuncture. This label will tear when the

needle Is opened.


1. Practice Universal Precautions. Use gloves, gowns, eye protection, other personal protective

equipment, and engineering controls to protect from blood splatter, blood leakage, and potential

exposure to bkK)dbome pathogens.


2. All glass has the potential for breakage. Examine all glass for potential damage In transit before

use, and take precautionary measures during handling.


3, Handle all biologic samples and blood collection 
"sharps' 

(lancets, 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 does

not recommend reshielding used needles. However, the policies and procedures of your facility

may differ and must always be followed.


4. Discard all blood collection 
"sharps" 

in biohazard containers approved for their disposal.

5. 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 create a positive pressure, forcefully displacing the stopper and sample and

causing a potential blood exposure. Using a syringe for blood transfer may also cause Over or


under-filling of tubes, resulting in an Incorrect blood-lo-additiveratio, and poterrtialý Incorrect analytic

results. Tubes, with draw volume smaller than apparent dinnensions indicate, may not fill to their

stated volume when filled from a syringe. The laboratory should be consulted regarding the use

of these samples


6. If blood is collect;d through an intravenous (I.V.) 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.


7. Underfilling of tubes will result in an incorrect blood-to-additive ratio and may lead to incorrect

analytic results or poor product performance.


6tore tubes at 4-Zb-U f-I-), unless otherwise noted on the Package label. Lio not use tubes


con-taining lithium locloacetate If they become coated with a yellow film along the upper tube wall. All liquid

preservatives and antJooagulants are clear and colorless. Do not use if they are discolored or contain

precipitates. Powdered and freeze-dried additives such as EDTA, heparin, and thrombin are white: fluoride

and fluoride/oxalate may be pale pink. Do not use if color has changed. Do not use tubes after their

expiration date.


SPECIMEN COLLECTION and HANDLING


READ THIS ENTIRE CIRCULAR BEFORE PERFORMING VENIPUNCTURE.


Required equipment not provided for specimen collection

1. Practice Universal Precautions. Use gloves, eye protection, coats or gowns, and other appropriate

apparel for protection from exposure to blood-bome pathogens or other potentially infectious materials.


2. Any VACUTAINERO Needle Holders of the standard size may be used with 13 or 16 mm diameter

tubes. Use the small (pediatric) needle holder with 10.25 mm diameter tubes. A pediatric tube

adapter is available to modify the standard holder to fit the small diameter tubes.


3. Alcohol swab for cleansing site. If additional tubes requiring sterile collections, such as blood cultures,

are filled from the same venipuncture, use tincture of Iodine or suitable alternative for cleansing.

Follow the laboratory policy for sterile sample collection for site preparation and tube handling

instructions. Do not use alcohol based cleansing materials when samples are to be used for blood

alcohol testing.


4. Dry sterile gauze.

5. Tourniquet.

6. Needle disposal container for used needle or needle/holder combination.


Required equipment not provided for specimen processing

1. Disposable transfer pipets if direct sampling f rom the instrument is not used or if specimen is stored

separately,


2. Centrifuge capable of generating 1100 G (RCF) at the tube bottom. A horizontal centrifuge head is

preferred for barrier quality with SSTO and PST Tubes.


3. Gloves and other personal protective equipment as necessary for protection from exposure to

blood-borne pathogens.


Preparation for Specimen Collection

Be sure the following materials are readily accessible before performing venipuncture:

1. See required equipment above.

2. Ali necessary tubes, identified for size, draw, and additive.

3. Labels for positive patient identification of samples.


Recommended Order of Draw


1. Tubes for sterile samples.

2. Tubes without additives.

3. Tubes for coagulation studies (e.g., citrate)

4. Tubes with other additives (e.g., heparin, EDTA).

SST* tubes, VACUTAINER' Clot Activator Tubes, and VACUTAINERO PLUS Tubes are considered additive

tubes.



Predicate Device Product Insert

VACUTAINERO Brand Tube with EDTA Anticoagulant


and

VACUTAINERO grand Serum Tube
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Prevent" of Backii

r4noe some evaruated blood collection tubes contain owir" s0dilli it is IMPOKM file avoid possible

bacidlow from the tube, with the possibility of adverse patient reactions. To guard against bacidlow.

observe the following precautions:

1. Place patient's arm in a downward position.

2. Hold tube with the stopper upperni

3. Release tourniquet as Soon as blood starts to flow Into tube.

4. make sure tube additives do not touch stopper or end of the needle during venipuncture.


Venipuncture Technique and Specimen Caffection

General Instructions

WEAR GLOVES DURING VENIPUNCTURE AND WHEN HANDLING BLOOD COLLECTION TUBES TO MINIMIZE

EXPOSURE KAZARD.

1. Setect tube or tubes appropriate for required specimen. For sterile collections, see the specific


instructions noted in the collection device product circular.

2. Assemble needle in holder. Be sure needle Is firmly seated to ensure needle does not unthfead


during use. If drawing sterile specimen. use a sterile holder.

3. Gently tap tubes containing additives to dislodge any material that may be adhering to the stopper.

4. Place tube into holder. Note: Do not puncture stopper.

5. Select site for venipuncture.

6. Apply tpurniquet. Prepare venipuncture site with an appropriate antiseptic. DO NOT PALPATE


VENI-PUNCTURE AREA AFTER CLEANSING.

7. Place paiiient's arm In a downward position.


S. R
AMove
f A TUg" 4h 
= 

venipuncture NTH ARM DOWNWARD
STUMI 
'MOST.


9. Push tube onlo ni puncturing stopper dlaphragrn. Center

tubes In holder vullen perveini the stopper to prevent siderwall

penetrationaneliesuftwipromature vacuum loss.


10. REMOVETOU ET AS SOON AS BLOOD APPEARS IN TUBE. DO

4 C

ter


6

L


NOT N! ENTS OF TUBE TO CONTACT THE STOPPER OR
r END IE LIE Dii PROCEDURE.

NOW. Blood may occasionally leak from the neddle sleeve. Practice Universal Precautions to mininnize

exposwe hazard.

If no blood flows Into tut)e or It blood ceases to flow before an adequate specimen is collected,

ft falki steps are suggested to complft Satisfactory collection:

a. Push tube forward until tube stopper has been penetrated. If necessary, hold In place to ensure

complete vacuum draw


b. Confirm correct position of needle cannuta In vein.

c. Ifthe multiple sample needle Is used, re mova tube and place new tube onto the holder.

d. If sticandl tube does not draw, remove needis, and discard. Repeat procedure from Step 1.


11. Wheni first tube has filled to its stated volun:* and blood low ceases, remove it from holder.

12 Place succeedIng tubes In holder. puncturing'citis~ to begin flow. Draw tubes without additives


Wore tubes with additives. See Recommended order of Draw.

13. W'nft each successive tube is filling, turn the filled t!ube upside-down and return it to upot position.


This is one complete inveraii I

For proper additive performance, Invert SST# Tvbai Clot Activator Tubes, and PLUS Serum Tubes

5 liftli Ilintert all other filled additive to 

I 
S. a. 00 not shake. Vigorous rrdxir(g may cause


or a ysis. Insufficient mixing o(ii mixing In serum tubes may result In delayed

I rrect test results. InAubes aftoagulants. inadequate mixing may result in


platelet ing. cl and/or incorrect suits.

14. As soon as blood stops flowing In the last tu remove needle from vein. applying pressure to


ounChine site with dry Stedle swab until b1=100PS.

15. Once dotting has occui apply bandage If * d.


11 _ 
he


16. After ventpuncture, the top 0 the stopper may, 0 
- _ 

a residual, blood. Take proper precautions when

handling tubes to avoid contactih L.Tineedlebolder that becomes contaminated with

blood Is considered hazardous ý and should Do 46jolltarril'ated with bleach or disposed of.


17. Dispose of the used needle using an appropriate disposal device. DO NOT RESHIELD. Reshlelding

of needles Increases the rlýk of needlesticki," and blood exposure.


Clottlifig Instructions

Allow blood to clot thoroughly before centrifugation. The following table gives the recommended minimum

doldlift times for specific tube "*a or additive%


I PRODUCT CLOTTING TIME


-n Tubes Mad Stoocers. Aed:!Closuresl An hilnutAs


Ifturfunemided times are 

basl 

upon an Intact

iv 

process. Patients with abnormal clotting due

*o disease. or those receiving idlicoagulant the uIre more time for complete otat formation.

Separation of Wurn orplasma i, OmCift Should 311.q. within 2 hours ofcollection to prevent


erro-*48st results.


.19won

Do not centrifuge glass tubes at forces 2200 RCIF In a horizontal head (swinging


Ad" vent4fugs as' bres 
- 

may GCOUL Glass -=may break If centrifuged above 13M RCF

a lixted a%% tiftifuge hatt W


VACUTAINER0 PLUS Tubes will withstand up to 10,000 RCF in a balanced centrifuge. Always use

appro-Vidalia carriers or Irviiiii %is* of VAM vAth cracks Or VMP$ Of 0=0681i" Centrifugation speed may


env" 110110 linvelleigi VAb ONOW of isamplo, *"Ut$, WW an fti li the ftobtfuge, bovid.

Release at the" 

- 
begandoes ourbirrials can be evolded by Using specialty designed Sealed


,contalnen In which tubes an beld during ceriddhilg2tion. Centrifuge carriers and Inserts should be

of the she specific to the tubes used. Use of ewders too brigs or too small for Ove tube may result

In breakage.

Ensure that tubes are propedy seated In the centrifuge carrier. Incomplete seating could result in


sepa-ration of the HEMOGAROm Closure from the tube Of extension Of the tube above the carrier. Tubes

extending above the carder could catch on centrifuge head, resulting in breakage. Balance tubes to

minimize the thence of glass breakage. Match tubes to tubes of the same fill level, glass tubes to glass,

tubes with HEMOGARD`u Closure to others with the Ciosure, gel tubes to get tubes, and VACUTAINER0

PLUS Tubes with PLUS Tubes.

AKvays allow centrifuge to come to a complete stop before attempting to remove tubes. When centrifuge

head has stopped, open Vie lid and examine for possible broken tubes. If breakage is indicated, use

mechanical device such as forceps or hemostat to reni tubes. Caud= Do not remove broken

tubes by hand. See centrifuge Instruction manual for disinfection instructions.

RCF is related to centrifuge Speed setting (rpm) using either of the following equations:


rpm RCF x 105 rpm= 10,000


1.12 x r or approximately V _r

where "r', expressed in cm, is the radial clistance from the center of the centrifuge head to the bottom

of the tube. The following table gives recommended centrifuge speed and time.


CENTRIFUGATION AND 71ME


PRODUCT

SSTO and PST Tubes


ACIF (9)

1000 - Im


TIME (IMn)

10


PLUS SSTO and PST Tubes - 13mm


PLUS SSTO am PST Tubes - IBM

1100-1300

1000-1300


N 10


10

Ali gel Transport Tubes


All non-gel tubes


1100-1300


$1300

15

10


RCF ;R ý0ý1 Force. Cs


The following table relates ladus of centrifuge arm to required speed. In order to obtain the appropriate

g4orce.


RADIUS I SPEED 11 RAIDIUS I SPEED


3300 11 19


16 2500 11
 26 1950 1

The flow properties of iii in *e
 re-related. Flow may be Impeded! if chilled

before or duting1ce

ated centri S to 25*C i a 60 t!
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t hesting, during centrifugation, set
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 ble:,WM plastic tubes due to the tapered inner
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Separated serum or 

plý

s
ra wa,liThet
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,
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:

or serum/plasma may 'r
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h
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NSTRUCAFONS FOR R&?0Q1lA'L OF 1. Grasp the VACUTAINER0 Tube with one hand, placing the thumb under the ý'ýi FOR #0
 *RTION OF

re. (For added stability jivAth I 

M 
i
HEMOGARDIM Closu place arm on solid:surfai
4EMOGARDIm CLOSURE 

1 1 
olnullao
the other hand, Nst the H Dý Closure while simultaneously oushl 10 UP I!i 

";;"


with the thumb of the oth * hot ON, LY UNTIL THE TUBE STOPPER IS

2 Move thumb away before lifting closure. DO NOT use thumb to push closure
 1. Replace closure over
11 off tube. Caution., Any gl tube has the potential to crack or breallil. Ifithe
 tube.
tube contains blood, =Xure hw3rd exists. To help prevent'injur
Aý doft
closure removal, it is Important that the thtunlo used to pushupW 2.Twist and push down


fini until stopper is fully
closure be removed Trom contact with the tube as soon as

the:REMOQARD-Closure is loosened. 11ý 2. resealed. Complete reir,


sertlon of the stopper Is

3. Lift closure off tube. In the polikely event of the plastic shield separating from necessary for the closure


L2 the rubber stopper , Do NOT REASSEMBLE CLOSURE. Carefully romoveiiiibber 1 1 urely on the
to remain sec
L
L
L stopper from tube.
L 
tube during handling.
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Predicate Device Product Insert

VACUTAINERO Brand Tube with EDTA Anticoagulant


and

VACUTAINERS Brand Serum Tube


VACUMNERO Brand PLUS Tube with EDTA

VACUTAINER@ Brand PLUS Serum Tube



Predicate Device Unit Label

VACUTAINERO Brand Tube with EDTA Anticoagulant


V
izon
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Predicate Device Shelf Carton Label


VACUTAINERO Brand Tube with EDTA Anticoagulant


VAWA

Tubw wfth H


INNUMBER


7665

STERILE 13 x 1M mm


K3 EDTA (15%).
 K3 EOTA (15%).


0.081 mL 0.34 M.
 0.081 mL., 0.34 M.

TUBE: NOINTERIOR
 TUBO: SIN


COATING. APPROX. DRAW

LUBRICATION


RECURIUMIENTO INTERIOR

TAON WBRICADO CON
STOPPER
 : VOL. APPROX.


I SILICON
SIMONE. 
VAVO APROX.


.


K3 EDTA (15%). VOL. APROX

K3 

EOTA (15%).


0.081 mL, 0.34 M.
 0.081 mL, 0.34 M.

TUBE' NON SILICONE.
 TUBO: NAG SIUCONIZADO.

BOUCHON: SIUCONE.
 ROWA: StUCONIZADA.


UP.


LOT:


ji


1008901
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Preprinted Device Case Carton Label
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ATTACHMENT


G. Performance Validation


The VACUTAINERS Brand PLUS Tube with EDTA and the VACUTAINER PLUS Serum


Tube are evacuated plastic blood collection tubes for collecting, transporting and processing

blood in a closed plastic tube. The VACUTAINERO Brand PLUS Tube with EDTA consists


of closure assembly, a plastic tube and EDTA coating (dipotassium). The VACUTAINER


PLUS Serum Tube consists of closure assembly., a plastic tube and silica clot activator.


VACUTAINERO Brand PLUS Tubes offers the performance and effectiveness of a glass tube


and the advantages of using a plastic tube. These advantages include reduced risk of breakage


and enhanced ease of disposal. The principal device and the predicate devices have similar tube


and closure design and closure materials of composition.


The standard closure assembly is a basic rubber stopper. The tube is also available with the


VACUTAINER Systems Hemogard Closure assembly, The VACUTAINER Systems Hemogard


Closure assembly consists of a rubber stopper and protective plastic shield to reduce user exposure


to blood. The plastic tube enhances user safety and disposal because of the reduced risk of tube


breakage and incineration as a method of disposal.


Becton Dickinson VACUTAINERG Systems believes that the additional Indications for Use do


not significantly affect the safety or efficacy of device for its intended use. Clinical testing to


evaluate the effectiveness of the tube for these additional indications for use was performed. The


results of the clinical evaluation demonstrate that the VACUTAINERS Brand PLUS (plastic)

EDTA and Serum tubes provide equivalent results compared to the VACUTAINERG Brand


(glass) Serum and EDTA tubes for immunohernatology testing including ABO Grouping, Rh


typing and antibody screening which requires red cells and plasma or serum. The clinical report is


included in Attachment K of this Premarket Notification.
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PREMARKET NOTIFICATION

TRUTHFUL AND ACCURATE STATEMENT


[As Required By 21 CFR 807.870)]


I certify that, in my capacity as Regulatory Affairs Manager of Becton Dickinson VACUTAINER Systems,

I believe to the best of my knowledge, that all data and information submitted in the premarket notification


are truthful and accurate and that no material fact has been omitted.


Via'(Ci/
 d1L21
'4t

Eileen Schweighardt - Reg"ory Affairs Manager Date


Becton Dickinson VACUTAINER Systems


I certify that, in my capacity as Project Engineer of Becton Dickinson VACUTAINER Systems, I believe

to the best of my knowledge, that all data and information submitted in the premarket notification are


truthful and accurate and that no material fact has been omitted.


3

Joan B. Wiseman - Project Engineer Date


Becton Dickinson VACUTAINER Systems


Premarket Notification [510 (k)] Number
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CENTER FOR DEVICES AND RADIOLOGICAL HEALTH


INDICATIONS FOR USE FORM
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510(k) Number (if known): 61 ý / 6


Device Name: VACUTAINERG Brand PLUS Tube with EDTA Anticoagglant and

VACUTAINER6 Brand PLUS Serum Tub


Indicafions for Use.


The VACUTAINER8 Brand PLUS (plastic) Tube with EDTA and VACUTAINERG Brand Serum


Tube are evacuated blood collection tubes which provide a means of collecfin& transporting, separating

and processing blood in a plastic tube, When the tube is used together with VACUTAINERS Brand

Needles and Holders, it is a closed system for the collection of venous blood with the same indications


as described herein.


Blood collected in PLUS EDTA and PLUS Serum tubes can be used for immunohematology testing


including ABO Grouping, Rh typing and antibody screening which requires red cells and plasma or

serum.


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


NEEDED)


Concurrence of CDRH Office of Device Evaluation (ODE)


Prescription Use 'ýýR Over-the-Counter Use


(Per 21 CFR 801.109)

(Optional Format 1-2-96)


(Division Sign-Off)

Division of Clinical Laboratory Devices


I t
510(k) Number C' ý
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51000 SUMMARY OF SAFETY AND EFFECTIVENESS


L General Informatio


This Summary of 510(k) Safety and Effectiveness information is being submitted in accordance


with the requirements of the SMDA of 1990 and 21 CFR 807.92


Establishment:

Address: Becton Dickinson VACUTAINER Systems


I Becton Drive

Franklin Lakes, NJ 07417-1885


* Registration Number: 2243072


Contact Person: Eileen Schweighardt


Regulatory Affairs Manager

Telephone no.: 201 - 847 - 4570


Facsimile no.: 201 - 847 - 4858


* Date of Summary: March, 1998


Device Name:

Trade Name: VACUTAINERS Brand PLUS Tube


with EDTA Anticoagulant and

VACUTAINERG Brand PLUS Serum Tube


* Classification Name: Blood Specimen Collection Device


e Classification: Class II


Performance Standards: None Established under 514 of

the Food, Drug and Cosmetic Act


II. Safety and Effectiveness Information Supporting the Substantial Equivalence Determination


Substantial Equivalence Declaration: The term "Substantial 
Equivalence" is used in this 510(k)


Premarket Notification is limited to the definition of Substantial Equivalence as found in the Federal


Food, Dru& and Cosmetic Act, as amended and as applied under 21 CFR § 807, Subpart E under


which a device can be marketed without pre-market apporval or reclassification.


I qf 3
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- Device Description


The VACUTAINERG) Brand PLUS Tube with EDTA and the VACUTAINER PLUS Serum


Tube are evacuated plastic blood collection tubes for collecting, transporting and processing

blood in a closed plastic tube. The VACUTAINERO Brand PLUS Tube with EDTA consists


of closure assembly, a plastic tube and EDTA coating (dipotassium). The VACUTAINER


PLUS Serum Tube consists of closure assembly, a plastic tube and silica clot activator.


The standard closure assembly is a basic rubber stopper, The tubes are also available with the


VACUTAINERG Hemogard Closure Assembly, which consists of a rubber stopper and


protective plastic shield to reduce user exposure to blood. The Hemogard closure assembly,

intended to reduce user exposure to blood, was described in 510(k) Premarket Notification


K945952 that received FDA clearance on January 18, 1995. All stopper/closures are color


coded to reflect additive type (see the chart VACUTAINERS Tube Stopper/Closure Color


Code Cross Reference located in the Product Insert, Attachment D)


9 Intended Use


The VACUTAINERV Brand PLUS Tube with EDTA anticoagulant and the VACUTAINER


Brand PLUS Serum Tube are evacuated blood collection tubes which provides a means collecting,


transporting and processing blood in a closed plastic tube. Blood collected in a tube containing

EDTA anticoagulant, VACUTAINERO Brand PLUS Tube with EDTA anticoagulant, is used


primarily for clinical laboratory hematology studies. The VACUTAINERO Brand PLUS Serum


Tube containing Silica activator is used primarily in clinical laboratory testing for chemistry assays.


In addition, the blood collected and processed in the VACUTAINERS Brand PLUS with


EDTA anticoagulant and the VACUTAINERG Brand PLUS Serum Tube can be used


immunohematology testing including ABO grouping, Rh typing and antibody screening which


requires red cells and plasma or serum.


* Synopsis of Test Methods and Results


Clinical testing to evaluate the effectiveness of the tube for the additional Indications for Use


described in premarket notification was performed. The results of the clinical evaluation


demonstrate that the VACUTAINERS Brand PLUS (plastic) EDTA and PLUS Serum tubes


provide equivalent results compared to the VACUTAINERO Brand (glass) Serum and EDTA


tubes for immunohematology testing including ABO Grouping, Rh typing and antibody screening

which requires red cells and plasma or serum.
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* Substantial Equivalence


Becton Dickinson VACUTAINER Systems believes that the VACUTAINERG Brand PLUS Tube


with EDTA and VACUTAINERV Brand PLUS Serum Tube with the expanded Indications for


Use is substantially equivalent to a commercially available blood collection tube. Clinical testing, as


described in this premarket notification, demonstrates equivalent performance and effectiveness

and supports the determination of substantial equivalence. The predicate devices, manufacturer, K


number and clearance date are identified below:


. . ........
...
... ........ " - .
..........


...........
:X

",:::

........ .


I.


X.


.

X X,
 X:


..
... ...
.. ....
.........
 ;2;2;
 N

:'XX
-X


. .........

X-X-X.:':
.........
....:.-.X X% . .. . ........
. ... .... .


VACUTAINER
 VACUTAINERS
 Not
 Pre-Amendment Device and, therefore,


Systems
 Brand Serum Tube
 Applicable
 exempt from premarket notification


requirements according to the MDA of

1976.


VACUTAINER
 VACUTAINERV
 Not
 Pre-Amendment Device and, therefore,


Systems
 Brand Tube with EDTA
 Applicable
 exempt from premarket notification


Anticoagulant
 requirements according to the MDA of


1976.


1*1 4 

C'N

1ýý' U Auw March 16, 1998

Eileen 

Schweighardty"M 
Date


Regulatory Affairs Manager


Regulatory Affairs Department
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EVALUATION OF VACUTAINER BRAND PLUS TUBES

FOR SPECIMEN COLLECTION FOR

IMMUNOHMIA TOLOGY TESTING


1. INTRODUCTION

Becton Dickinson VACUTAINER Systems (BDVS) has sold glass-evacuated tubes for blood collection


for over thirty years. These VACUTAINER Brand Tubes are considered by many to be the reference


blood collection container. In 1992 VACUTAINER Brand PLUS Tubes (plastic) with and without gel were


introduced with documented equivalency for a limited array of routine chemistry analytes. PLUS Tubes


with EDTA followed with documented equivalency for routine hematology tests.


This report addresses the requirement to document the performance characteristics of VACUTAINER


PLUS Serum and K2EDTA Tubes versus VACUTAINER Brand Serum and K3EDTA Tubes for routine


immunohernatology tests as performed for donor grouping, typing and antibody screening. The


information contained in this report is derived from two external clinical trials conducted at the Queen


Elizabeth 11 Health Sciences Center (QEII), Halifax, NS, Canada and at the Glasgow and West of Scotland


Blood Transfusion Service (SNBTS), Law, Lanarkshire, Scotland.


Tubes produced in Broken Bow, Nebraska and Sumter, South Carolina were evaluated at the QE 11 facility

and product produced in Plymouth, England was tested at the Glasgow site.


2. OBJECTIVES

Determine if samples collected in VACUTAINER PLUS Tubes with K2EDTA and PLUS Serum Tubes


yield results equivalent to those obtained from VACUTAINER Brand (glass) Serum control tubes and


K3EDTA (glass) control tubes for routine immunohernatology testing i.e. ABO, Rah and antibody screen.


Determine how long samples can be refrigerated and still maintain reproducible results from initial time


testing to 28 days post collection.


3. CLINICAL PROTOCOLS AND PROCEDURES

A total of  donors,  from the QE 11 site and  from SNBTS were selected from their normal

donor pools to provide a mix of ABO groups and Rh types. Included in the donor groups were individuals


previously identified as having irregular red cell antibodies.


Samples for the trials were balanced and paired and the collection tube sequence was randomized for each


phlebotomy.
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