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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

JAN 2 6 1996

Mr. Thomas D. Nickel

Vice President, Requlatory Affairs & Quality Assurance
Arrow International, Incorporated

3000 Bernville Road

Reading, Pennsylvania 19612

Re: K953746
Trade Name: Arrow High Flow Fluid Administration Set
W/Blood Filter and Extension Set
Regulatory Class: 1II
Product Code: FPA
Dated: November 30, 1995
Received: December 5, 1995

Dear Mr. Nickel:

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 to devices marketed in
interstate commerce prior to May 28, 1976, the enactment date
of the Medical Device Amendments or to devices that have been
reclassified in accordance with the provisions of the Federal
Food, Drug, and Cosmetic Act (Act). You may, therefore,
market the device, subject to the general controls provisions
of the Act. The general controls provisions of the Act
include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and
prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class 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 Regulations, Title 21, Parts 800 to 895. A
substantially equivalent determination assumnes compliance withn
the Good Manufacturing Practice for Medical Devices: General
(GMP) regulation (21 CFR Part 820) and that, through periodic
GMP inspections, FDA will verify such assumptions. Failure to
comply with the GMP regulation may result in requlatory
action. 1In 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 sections 531 through 542 of
the Act for devices under the Electronic Product Radiation
Control provisions, or other Federal Laws or Regulations.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2 - Mr. Nickel

This letter immediately will allow you to begin marketing your
device as described in your 510(k) premarket notification. 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 our 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-300) at (301) 594-4639. Other general
information on your responsibilities under the Act may be
obtained from the Division of Smal) Manufacturers Assistance
at their toll free number (800) 638-2041 or at (301) 443-6597.

since /¢A1y ﬁ% ZZM / |

Timo A. Ulatowski
Acting/ Director

Division of Dental, Infection Control

and General Hospital Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(K) ROUTE SLIP -

510(k) NUMBER K953746 PANEL HO DIVISION DDIG BRANCH GHDB

~ TRADE NAME ARROW HIGH FLOW FLUID ADMINSITRATION SET W/BLOOD FILTER &

COMMON NAME

PRODUCT CODE

APPLICANT ARROW INTL,, INC.
SHORT NAME ARROW
CONTACT THOMAS D NICKEL
DIVISION
ADDRESS 3000 BERNVILLE ROAD
READING, PA 19605

PHONE NO. (610) 478-3137 - FAX NO. ( ) -
MANUFACTURER ARROW INTL,, INC, REGISTRATION NO. 1036844
DATE ON SUBMISSION 18-JUL-95 DATE DUE TO 510(K) STAFF 24-0CT-95
DATE RECEIVED IN ODE 10-AUG-95 DATE DECISION DUE 08-NOV-95
DECISION __ DECISION DATE
~—
SUPPLEMENTS SUBMITTED RECEIVED DUE POS DUE ouT
SQ001 30-NOV-95 05-DEC-95 18-FEB-96 04-MAR-96
CORRESPONDENCE SENT DUE BACK
Cco01 27-0CT-95 26—-NOV-95 HOLD LETTER
Is this 510(k) identified as a Class III device YES NO
-

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

. Memorandum
1511

I;EV‘IEWER(S) - NME(S)M t A, I
510(k) NUMBER qu‘i?)w /S)

THE RECORD -- It is my recommendation that the sui)ject: 510(k) Notification:

Is substantially equivalent to marketed devices.

D Requires premarket approval. NOT substantially equivalent to marketed devices.

D Requires more data.
D Other (e.g., exempt by regulation, not a device, duplicate, etc.)

Is this device subject to Postmarket Surveillance? D YES %
Is this device subject to the Tracking Regulation¥ N O ves %

Was clinical data necessary to support the review of this 510(k)? D YES B/NO
4

This 510(k) contains: Truthful and Accurate Statement D Requested B/Enclosed -
(required for originals received 3-14-95 and after)

D A 510(k) summary OR B{SIO(k) statement ‘
D The required certification and summary for class III devi#es

The submitter requests under 21 CFR 807.95: D No Confidentiality
. Confidentiality for 90 days M| Continued Confidentiality exceeding 90 days

o'w\

Predicate Product Code with Additional Product Code(s)
panel and class: 44 with panel (optional):

REVIEW _@ W/] ADLZ a2 %

(BRANCH CHIEF) 7 Z W (DATE
FINAL REVIEW: / { /Z

(DIVISION DIRECTOR) V ‘// / ¢DATE)

Revised 3/8/95

L

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) "SUBSTANTIAL EQUIVALENCE"

DECISION-MAKING PROCESS (DETAILED)

T New Devioe b Comparod te
Maskctod Devioc®
{’“ No De the DifCerenocs Alter the lntandod Yes i
Decs New Device Same \potic/Diagnestic/ct
(ndication Statcomcmtc? Effect (\a Dodiding, May “Not Subctantially
Conslder Impact ea Safcty and Equivalent®
Effoctivemesc)?™* Dectermlaation
l No l
Dasariptive Infocmation New Deviee Has Same Intemdod New Devioe Hags New e
abewt New o Mearketed Use and May be "Subctantially Intcaded Use
Device Requested Equivalont® -
as Neoded l
Decs New Same Could the New De the New Characteristics Yoo
Technologlonl No Chnrncioriadior — 2S5 Ralse New Types of Safety ot )
€@ Deoslgn, Matertale, ctc.? Affect Salety Effectiveness Quastions?®*
o Effoctivencss?
No
Q, H No |
No Are the Desexiptive Do Accepted Schentific Mctheds
L ~ Charsetertetics Precise Eneagh Extat (or Ameslag Effects of —l
to Emsurc Equivelanoc? the New Curacterisdas?  No
Yes Yes
No Are Pesfermance Data Avallable Arc Performance Data Avallable N,
te Assess Equivalavec?*** te Assans Effects of New
Characterlsthes? o
Yes
Yes
Perfecmance Perfermance
Data Deta
Requlred Roquired
L Perfermance Data Dem: O Q —— Perfermance Data Damenstrate !
Equivelence? cs Yes Equivalonce?
I No ” No

re (D)

510(k) submissions comparc rcw devices to marketed devioes. FOA cequests additional informatioa if the relaticaship

between earketed and “predicate® (pre-Amcadments oc reclassified post-Amendments) devices is uadieas.

This decisioa {5 normally based oa deseriptive informatioa aloac, but limited testing infocmation is sometimes requured.

*** Data maybe in the 510(k), other $10(k)s, the Center’s classification (iles, or the litcrature.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation
9200 Corporate Avenue
Rockville, MD 20850

Premarket Notification [510(k)] Review
K953746
Date: January 25, 1996

To: The Record Office: HFZ-420
From: Richard E. Galgon, Biomedical Engineer Division: DDIGD/GHDB

Sponsor:  Arrow International
3000 Bernville Road
Reading, PA, 19605

Contact: Thomas D. Nickel
Vice President, Regulatory Affairs and Quality Assurance
(610) 378-0131

Device Name: Arrow High Flow Fluid Administration Set with Blood Filter and Extension Set (Model HF-
01200)

L. Purpose

The referenced premarket notification represents an intention by the sponsor to introduce into interstate
commerce a new medical device to be known as the Arrow High Flow Fluid Administration Set with Blood
Filter and Extension Set (Model HF-01200). This trade name and model number are identical to a similar device
distributed by the sponsor since 1986.

The sponsor has sold a high flow blood and fluid administration set manufactured by Migada, Ltd, Rehovot,
Isreal, since 1986. This set was purchased by the sponsor in bulk, non-sterile. The sponsor then packaged the
set and sterilized it for commercial distribution. The supplier, Migada, held the 510(k) for this set, K861275.

The sponsor has found an alternate supplier who is able to provide "the exact same set.” The subject 510(k)
requests clearance to market this set provided by the alternate supplier.

II. Narrative Device Description

1.0 Intended Use. The Arrow High Flow Fluid Administration Set with Blood Filter and Extension Set (Model
HF-01200) is intended for high volume, rapid administration of whole blood, diluted packed cells, and
physiological fluids when connected to a large bore infusion catheter.

2.0 Device Description.

Summary Information

Life-supporting or life-sustaining? No

Implant (short-term or long-term)? No

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
1 1




Records processed under FOIA Request 2014-5338; Released 10/15/14

Sterile? Yes
Single use? Yes
Prescription use? Yes
Home use or portable? Yes
Drug or biologic component? No
Kit? No
Software-driven? No
Electrically operated? No
Truthful and accuracy statement? Yes
Summary of safety and effectiveness? No
510(k) certification? Yes

The Arrow High Flow Fluid Administration Set with Blood Filter and Extension Set (Model HF-01200) consists
of two components, the administration set with blood filter and the extension set. The administration set from
proximal to distal end consists of two vented blood spikes (acrylic, DR 100, Rohm & Haas) connected through a
Y-site (PVC, MIXVIL AM/20-W17, TPV Argenta) to a drip chamber (PVC, MIXVIL AM/20-W17 and AM/88-
W17, TPV Argenta) containing a 260 pm filter (polypropylene, MOPLEN S30/G, Himont). The drip chamber is
attached to the administration set tubing (PVC, MIXVIL AM/14, TPV Argenta). Incorporated into the
administration set tubing are two in-line luer lock T-pieces (PVC, MIXVILL AM/90-W17, TPV Argenta), and
one in-line injection site. The injection site is constructed from polypropylene (NOVOLEN 1100 HX, BASF
Germany), natural latex rubber (Mixture 61-FU, Farmagossa, Italy), and PVC (MIXVIL AM/90-W17, TPV
Argenta). The administration set terminates in a female luer lock (MIXVIL AM/90-W17, TPV Argenta).

From proximal to distal end, the extension set consists of a rotating male luer lock (ABS, TERLURAN KR
2802TR, BASF Germany) attached to the extension tubing (PVC, MIXVIL AM/14, TPV Argenta), and
terminates with a female luer lock (MIXVIL AM/90-W17, TPV Argenta). The extension set incorporates one in-
line injection site identical to those used in the administration set. Both sets utilize tubing pinch clamps.
Drawings for both sets are provided in Attachment 2.

2.1 Sterilization. The subject device will be sterilized to a SAL of 10 using EtO gas. The sponsor indicates
EtO residual levels will be 25, 25, and 250 ppm for ethylene oxide, ethylene chlorohydrin, and ethylene glycol.

2.2 Pyrogenicity. The device will be labeled non-pyogenic. Pyrogenicity will be verified using either the LAL
test or USP pyrogen test.

2.3 Packaging. The device will be unit packed in a polystyrene tray topped with a Tyvek lid.
2.4 Labeling. The sponsor has provide package labels, Instructions for Use, and promotional literature for the

device. The labeling contains the prescription statement in accordance with 21 CFR §801.109(b). This device is
to be changed every 24 hours. The PVC used in this device contains DEHP plasticizer.

IIl. Correspondence
The referenced premarket notification was received on August 10, 1995. The submission appears to have been

received by the Center for Biologics Evaluation and Research (CBER) on July 21, 1995. It was then forwarded
to CDRH and received as indicated.

/_

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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On October 16, 1995, the sponsor was contacted via telephone. The availability of test data to support claims
made in the promotional literature provided in Attachment 1 was discussed. Following, a facsimile was sent to
the sponsor outlining the issues and concerns regarding this application (see telephone memorandum dated
October 16, 1995).

On October 20, 1995, a facsimile in response to the telephone conversation of October 16, 1995, was received
informing CDRH that the sponsor would not be able to respond to the issues raised before November 1, 1995.
Therefore, they requested a hold letter be issued detailing the outstanding issues. On October 27, 1995, this
application was put on hold pending the receipt of additional information and a letter was sent to the sponsor
outlining the outstanding issues.

A response to the letter dated October 27, 1995, was received on December 5, 1995. The information submitted
did not fully address the concerns raised in the letter dated October 27, 1995. Therefore, the sponsor was
contacted on January 18, 1996 (see telephone memorandum) for additional information which had not been
provided in the response.

On January 23, 1996, the sponsor provided the requested additional information. This application now contains
sufficient information upon which a final decision can be made.

IV. Substantial Equivalence

The Arrow High Flow Fluid Administration Set with Blood Filter and Extension Set (Model HF-01200) and the
High Flow Administration Set cleared under K861275 have the same intended use and indications for use as well
as similar technological characteristics. These devices differ only in material specification.

The geometry and components incorporated into the two devices are identical (see K861275 for dimensions of
predicate device). A side-by-side comparison of the geometrical configuration and composition of these two
devices is adequate to establish equivalent mechanical and functional performance between the two devices.
This conclusion is confirmed by the results described in the Product Qualification Report for the subject device
(Attachment 3) and those reported in the "Technical Report" for the predicate device (Attachment 2). An
analysis of these results indicates both devices meet the minimum flow specification of 625 cc/min under a head
height of 85 cm and 1250 cc/min at a pressure of 300 mmHg.

In order to support equivalent biocompatibility between the two devices, the sponsor has provided test protocols
and results from the following tests conducted on the materials of the subject device: (1) sensitization, (2)
intracutaneous reactivity, (3) cytotoxicity, (4) acute systemic toxicity, (5) hemocompatibility, and (6)
mutagenicity. The results from these tests are acceptable. Therefore, the materials of the subject device are
considered biocompatible for the intended use of the device per Blue Book Memorandum #G95-1.

The labeling for the subject device is comparable to current administration set labeling. Therefore, no new types
of safety and effectiveness questions exist.

V. Recommendation
1 believe this device is substantially equivalent to:
80 FPA Set, Administration, Intravascular

Classification should be based on:

30540 Clas T Wg Aﬁ /o5

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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"'SUBSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION

Document Number:
Reviewer: Richard E. Galgon

Division/Branch:  Division of Dental, Infection Control, and General Hospital Devices
General Hospital Devices Branch

Device Name: Arrow High Flow Administration Set with Blood Filter and Extension Set

Product To Which Compared (510(K) Number If Known): High Flow Administration Set (K861275)

YES NO
| 1. Is Product A Device? v/ If NO = Stop
2. Is Device Subject To 510(k)? 4 If NO = Stop
3. Same Indication Statement? v If YES=GoTo 5
- 4. Do Differences Alter The Effect Or Raise New If YES = Stop NE
Issues of Safety Or Effectiveness?
5. Same Technological Characteristics? v If YES = Go To 7
6. Could The New Characteristics Affect Safety Or If YES=Go To 8
Effectiveness?
7. Descriptive Characteristics Precise Enough? /7 | fNO=Go To 10
If YES = Stop SE
8. New Types Of Safety Or Effectiveness Questions? If YES = Stop NE
9. Accepted Scientific Methods Exist? If NO = Stop NE
10. Performance Data Available? v/ If NO = Request Data
11. Data Demonstrate Equivalence? v/ Final Decision: SE

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.

See attached review memorandum.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Certified Mail

e gr, TN £ Ek:‘ r‘q
B Loty b
i‘(‘t G e Y
sy 15 | ARROW
73w U9t b INTERNATIONAL
- 3000 Bernville Road
Richard Galgon FOA/ DTN OHC Reading, PA 19605
Food and Drug Administration ' Maifing Address:
Center for Devices and Radiological Health (HFZ-420) P.OI "?ng ]28re8585.
9200 Corporate Boulevard Rea&ing, PA 19612

Rockville, MD 20850
(610) 378-0131

RE:  510(k) Premarket Notification K953746 FAX: 610) 3745360

Arrow High Flow Administration Set with Blood Filter and Extension Set
Dear Mr. Galgon:

This letter is in response to our phone discussion today.

¢ We will add the following statement to the product lid copy:
“This set contains DEHP plasticizer”

* We will assure that the device meets the following EtO residual limits before release
for shipment:
ethylene oxide - 25 ppm
ethylene chlorohydrin - 25 ppm
ethylene gyicol - 250 ppm

 The 510(k) numbers applicable to the products in the Arrow emergency fluid
resuscitation device brochure are as follows:
e Trauma kit containing sheath introducer - K780532 and K7811846
o Peritoneal Lavage kit - K811627
¢ Rapid infusion exchange kits with sheath introducers and devices - K780532
and K781846
¢ High Flow Fluid administration set - K861275
o Emergency Infusion devices - K840455

Sincerely,

Thomas D. Nickel

Vice President, Regulatory Affairs
and Quality Assurance

TDN/crk

c: C. Botterbusch
96003Htr / 0

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




|

Records processed under FOIA Request 2014-5338; Released 10/15/14

DEPARTMENT OF HEALTH AND HUMAN SERVICES

Food and Drug Administration
Office of Device Evaluation
9200 Corporate Avenue
Rockville, MD 20850

Memorandum of Telephone Conversation
Date: January 18, 1996
Between: Richard E. Galgon, Biomedical Engineer, CDRH/ODE/DDIGD/GHDB, (HFZ-420
And: Thomas D. Nickel
Vice President, Regulatory Affairs and Quality Control
(610) 478-3137
Subject: K953746 Arrow High Flow Administration Set with Blood Filter and Extension Set

I contact Mr. Nickel in response to the additional information received December 5, 1995. I requested the
following additional information which was not provided in the response:

1. references to 510(k) document numbers under which the devices and kits promoted in the document
titled "Arrow Emergency Fluid Resuscitation Devices" received marketing clearance;

2. a statement indicating the EtO residual limits for the subject device will be 25, 25, and 250 ppm for
EtO, EtC, and EtG, respectively; and

3. a statement indicating the following statement will be added to the labeling: "This set contains DEHP
plasticizer."

Mr. Nickel agreed to provide the information as requested.

hiud € L [

Richard E. Galgon

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

1 "
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ—-401)
9200 Corporate Blvd.
Rockville, Maryland 20850

December 06, 1995

ARROW INTL., INC. 510(k) Number: K953746

3000 BERNVILLE ROAD Product: ARROW HIGH FLOW
READING, PA 19605 FLUID

ATTN: THOMAS D. NICKEL ADMINSITRATION

SET W/BLOOD

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been
completed or if any additional information is required. 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 one above 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.

The Safe Medical Devices Act of 1990, signed on November 28, states
that you may not place this device into commercial distribution
until you receive a letter from FDA allowing you to do so. As in
the past, we intend to complete our review as quickly as possible.
Generally we do so 90 days. However, the complexity of a submission
or a requirement for additional information may occasionally cause
the review to extend beyond 90 days. Thus, if you have not received
a written decision or been contacted within 90 days of our receipt
date you may want to check with FDA to determine the status of your
submission.

If you have procedural or policy questions, please contact the
Division of Small Manufacturers Assistance at (301) 443-6597 or at
their toll-free number (800) 638-2041, or contact me at (301) 594-1190.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and

Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

1 n
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Certified Mail P.O. Box 12888

Reading, PA 19612

November 30, 1995 / A\I{RO A

INTERNATIONAL

tration 3000 Bernville Road
| Radio lecal Health Reading, PA 19605

(610) 378-0131
FAX: (610} 374-5360

Rockvile, MD 20830 |

RE: 510(k) Premarket K tion K@53746
Arrow High Flow Administration Set with Blood Filter and Extension Set

Dear Mr. Galgon:
(b) (4)
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(b) (4)
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(b) (4)
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(b) (4)
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(b) (4)
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(b) (4)

If you have any questions, please call me direct at 610/478-3137, or FAX at 610/478-3172.

Sincerely,

=

Thomas D. Nickel
Vice President, Regulatory Affairs
and Quality Assurance

A

TDN/crk

9599altr

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

's "
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ATTACHMENT 1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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AML-002

Issue Date: 01/26/95
Supersedes: 05/14/92
Applies to: B

Page 1 of 3

- — ARROW INTERNATIONAL, INC.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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AML-002

Issue Date: 01/26/95
Supersedes: 05/14/92
Applies to: B

(b) (4)
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AML-002

Issue Date:01 /26/95
Supersedes: 05/14/92
Applies to: B

M,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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ATTACHMENT 2

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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AML-033

Issue Date: 11 /i6 /92
Supercedes: NA
Applies to: B

Page 1 of 2

(b) (4)
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AMI.-033

Issue Date: 11/16 /92
Supercedes: NA
Applies to: B

Page 2 of 2

—

(b) (4)

13

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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g AML-033
’ ATTACHMENT 1
Page 1 of 1

of the Model 1000 console
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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AML-033
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e TESTING PARAMETERS TABLE
(b) (4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




[

(b) (4)

Records processed under FOIA Request 2014-5338; Released 10/15/14

AML-033
Attachment 2
Page 2 of 3

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

OCT 27 1995 Rockville MD 20856

Mr. Thomas D. Nickel

.Vice President, Regulatory Affairs and Quality Assurance
Arrow International, Incorporated

3000 Bernville Road

Reading, Pennsylvania 19605

Re: K953746
Arrow High Flow Administration Set with Blood Filter and
Extension Set
Dated: July 18, 1995
Received: August 10, 1995

Dear Mr. Nickel:

We have reviewed your Section 510(k) notification of intent to
market the device referenced above. We cannot determine if
the device is substantially equivalent to a device marketed
prior to May 28, 1976, the enactment date of the Medical
Device Amendments, based solely on the information you
provided. In order for us to complete the review of your
submission, we require the following information:

(b) (4)
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‘Page 2 - Mr. Nickel

(o) (4)
—

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b) (4)
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Page 4 - Mr. Nickel

We believe that this information is necessary for us to
determine whether or not this device is substantially
equivalent to a legally marketed predicate device with regard
to its safety and effectiveness.

You may not market this device until you have provided
adequate information described above and required by 21 CFR
807.87(f) and (h), and you have received a letter from FDA
allowing you to do so. If you market the device without
conforming to these requirements, you will be in violation of
the Federal Food, Drug, and Cosmetic Act (Act). You may,
however, distribute this device for investigational purposes
to obtain clinical data if needed to establish substantial
equivalence. Clinical investigations of this device must be
conducted in accordance with the investigational device
exemption (IDE) regulations.

If the information, or a request for an extension of time, is
not received within 30 days, we will consider your premarket
notification to be withdrawn and your submission will be
deleted from our system. If you submit the requested
information after 30 days it will be considered and processed
as a new 510(k); therefore, all information previously
submitted must be resubmitted so that your new 510(k) is
complete.

The requested information, or a request for an extension of
time, should reference your above 510(k) number and should be
submitted in duplicate to:

Food and Drug Administration
Center for Devices and
Radiological Health
Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, Maryland 20850

/

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

v w
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Page 5 - Mr. Nickel

If you have any questions concerning the contents of this
letter, please contact Mr. Richard E. Galgon at (301)
594-1287. If you need information or assistance concerning
the IDE requlations, please contact the Division of Small
Manufacturers Assistance at its toll-free number (800)
638-2041 or at (301) 443-6597. '

Sincerely yours,

AN I /e

Timothy A. Ulatowski

Acting Director

Pilot Division

office of Device Evaluation

Center for Devices and
Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
| [l |
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Mr. Thomas D. Nickel

Vice President, Regulatory Affairs and Quality Assurance
Arrow International, Incorporated

3000 Bernville Road

Reading, Pennsylvania 19605

Re: K953746 ‘
Arrow High Flow Administration Set with Blood Filter and
Extension Set
Dated: July 18, 1995
Received: August 10, 1995

Dear Mr. Nickel:

We have reviewed your Section 510(k) notification of intent to
market the device referenced above. We cannot determine if
the device is substantially equivalent to a device marketed
prior to May 28, 1976, the enactment date of the Medical
Device Amendments, based solely on the information you
provided. In order for us to complete the review of your

submission, we require the following information:
(b) (4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
| ™
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We believe that this information is necessary for us to

—~ determine whether or not this device is substantially
equivalent to a legally marketed predicate device with regard
to its safety and effectiveness.

You may not market this device until you have provided
adequate information described above and required by 21 CFR
807.87(f) and (h), and you have received a letter from FDA
allowing you to do so. If you market the device without
conforming to these requirements, you will be in violation of
the Federal Food, Drug, and Cosmetic Act (Act). You may,
however, distribute this device for investigational purposes
to obtain clinical data if needed to establish substantial
equivalence. Clinical investigations of this device must be
conducted in accordance with the investigational device
exemption (IDE) regulations.

If the information, or a request for an extension of time, is
not received within 30 days, we will consider your premarket
notification to be withdrawn and your submission will be
deleted from our system. If you submit the requested
information after 30 days it will be considered and processed
as a new 510(k); therefore, all information previously
submitted must be resubmitted so that your new 510(k) is
complete.

The requested information, or a request for an extension of
~— time, should reference your above 510(k) number and should be
submitted in duplicate to:

Food and Drug Administration
Center for Devices and
Radiological Health
Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, Maryland 20850

_ y

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

1 s
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Page 5 - Mr. Nickel

/ If you have any questions concerning the contents of this
— letter, please contact Mr. Richard E. Galgon at (301)
594-1287. If you need information or assistance concerning
the IDE regulations, please contact the Division of Small
Manufacturers Assistance at its toll-free number (800)
638-2041 or at (301) 443-6597.

Sincerely yours,

Timothy A. Ulatowski

Acting Director

Pilot Division

Office of Device Evaluation

Center for Devices and
Radiological Health

FlLE p==

320

Py

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

@ U.S. GOVERNMENT PRINTING OFFICE 1991-519-T71
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cc: HFZ-401 DMC
HFZ-404 510(k) Staff
HFZ-420 DDIGD-Pilot Division
D.O.
e d/t:
f/t:HFZ-420:RXG:MiChe1e: 10/26/95

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Ml Rideed £ Cridee

REVIEWER(S) - NAME(S) }
510(k) NUMBER _ Kq 537 L}é

THE RECORD -- It is my recommendation that the subject 510(k) Notification:

Memorandum

D Is substantially equivalent to marketed devices.

O Requires premarket approval. NOT substantially equivalent to marketed devices.

o sunutens wore ann. S LM Lk

D Other (e.g., exempt by regulation, not a device, duplicat'e, etc.)

Is this device subject to Postmarket Surveillance? O YES D NO
Is this device subject to the Tracking Regulation? O YES O wo
Was clinical data necessary to support the review of this 510(k)? Oves 0Owo

This 510(k) contains: Truthful and Accurate Statement D Requested D Enclosed
(required for originals received 3-14-95 and after)

D A 510(k) summary OR D A 510(k) statement
D The required certification and summary for class III devices

The submitter requests under 21 CFR 807.95: D No Confidentiality
D Counfident{ality for 90 days D Continued Confidentiality exceeding 90 days

Predicate Product Code with Additional Product Code(s)
panel and class: withk panel (optional):

REVIEw:_\b]Lug@PFA_@&}\ N QHDE N/?«?/?\—

(BRANCH CHIEF (BRANCH 'CODE) (DATE)

FINAL REVIEW: UG\LN ﬁtﬁagv\f\ﬁ’ Sn TC lD(D"?S
(DIVISION DIRECTOR) (DATE)

Revised 3/8/95

L

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) "SUBSTANTIAL EQUIVALENCE"
DECISION-MAKING PROCESS (DETAILED)

New Devioc e Compared to
Maskctod Devloc

®

No D the DUfferoncoot Alter the Lntondeod

Decs New Devioe llave Samc —veme Therapeutie/DL otich

w 7

Ladication Statementc? Effect (ia Dechlag, M Sebctant
o -pe,
Coasdder lmpact su Safety and J\QE(‘"M:II;
Yes Eflcctivamenc) 2=+ Detarmination
No
Dascripdve Information New Devioe [las Samc Ltcnded Deviec ———
abeuc Nc: R«- Mu:‘dd Usc and May b “Substantialty . N«l-(a‘d‘:’:”"
as Neoded Bl l .
Dect New Devioe Have Same Codd the :
L No New Y De the New Charncteristies
r«wun‘“:;,h——. Chacncteciotics = WNwm-«S‘Q«\—'E‘O
'« Desgn, Matarfale, Affoct Safety Eflectdreances Questions?*
Yes oc Effectivenesc? N
@ - ° -
J~ No Are the Dosariptive De Acceptod Sdentific Metheds ;
: r i Preciec Enough Exist (or Ascessiag EXfocts o mmel
Essurc Equivalenoc? the New Characterfstles? No
Yes ‘@ Y
No Arc Perfecmanae Data Avallable y
r- . orh Mon Are Perfetmnace Data Avallable N
Assess alenvoe te Assess Effocts of New —o
Yes Checucteristies? >
Poarfocmance -
Data
ey P«fmu\oc
Requlred
— Perfecrmance Data -
Equivalonce? “& o 0 Yo Porfermance Dala Denoastrate o
[ No - ;
. No
To @ “Suboctanatly Caudvakent
Octermilsation To @

519(k) submissions comparc ucw devices (0 marketed devices. uests inform relatipashi
d . . . ..
between marketed and “predicate” (pre-Amcadments or tedus?fm ;2(-6-!‘:::::::; du‘e; m ®

This dedisioa is normally based on descriptive infocmatioa alonc, but fimited testing information is sometimes required

“** Data may be in the 510(k), other 510(k)s, the Center's dassification fileg, o¢ the literasturc,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

~ Food and Drug Administration
Office of Device Evaluation
9200 Corporate Avenue
Rockville, MD 20850

Date: October 25, 1995

To: The Record Office: HFZ-420
From: Richard E. Galgon, Biomedical Engineer Division: DDIG/GHDB
Sponsor: Arrow International

3000 Bernville Road
Reading, PA, 19605

Contact: Thomas D. Nickel
Vice President, Regulatory Affairs and Quality Assurance
(610) 378-0131

Device Name: Arrow High Flow Fluid Administration Set with Blood Filter and Extension Set (Model HF-
01200)

I. Purpose
The referenced premarket notification represents an intention by the sponsor to introduce into interstate

commerce a new medical device to be known as the Arrow High Flow Fluid Administration Set with Blood
y Filter and Extension Set (Model HF-01200).

II. Narrative Device Description
1.0 Intended Use. The sponsor has described the device as an administration set, but has not provided a
statement of intended use to include all indications for use.

2.0 Device Description.
Summary Information

Life-supporting or life-sustaining? No
Implant (short-term or long-term)? No
Sterile? Yes
Single use? Yes
Prescription use? Yes
Home use or portable? Yes
Drug or biologic component? No
Kit? No
Software-driven? No
Electrically operated? No
T~ Truthful and accuracy statement? Yes ' /

..

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

1 n
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Summary of safety and effectiveness? No

~ 510(k) certification? Yes

The Arrow High Flow Fluid Administration Set with Blood Filter and Extension Set (Model HF-01200) consists
of two components, the administration set with blood filter and the extension set. The administration set from
proximal to distal end consists of two vented blood spikes (acrylic, DR 100, Rohm & Haas) connected through a
Y-site (PVC, MIXVIL AM/20-W17, TPV Argenta) to a drip chamber (PVC, MIXVIL AM/20-W17 and AM/88-
W17, TPV Argenta) containing a 260 pm filter (polypropylene, MOPLEN S30/G, Himont). The drip chamber is
attached to the administration set tubing (PVC, MIXVIL AM/14, TPV Argenta). Incorporated into the
administration set tubing are two in-line luer lock T-pieces (PVC, MIXVILL AM/90-W17, TPV Argenta), and
one in-line injection site. The injection site is constructed from polypropylene (NOVOLEN 1100 HX, BASF
Germany), natural latex rubber (Mixture 61-FU, Farmagossa, Italy), and PVC (MIXVIL AM/90-W17, TPV
Argenta). The administration set terminates in a female luer lock (MIXVIL AM/90-W17, TPV Argenta).

From proximal to distal end, the extension set consists of a rotating male luer lock (ABS, TERLURAN KR
2802TR, BASF Germany) attached to the extension tubing (PVC, MIXVIL AM/14, TPV Argenta), and
terminates with a female luer lock (MIXVIL AM/90-W17, TPV Argenta). The extension set incorporates one in-
line injection site identical to those used in the administration set. Both sets utilize tubing pinch clamps. See
Attachment 2 for device drawings.

2.1 Sterilization. The subject device will be sterilized to a SAL of 10 using EtO gas. The sponsor indicates
EtO residual levels will be in accordance with the FDA proposed regulation of June 23, 1978 and ISO/DIS
10993-7.2; however, the sponsor has not indicated a classification for the device with respect to these references.

2.2 Pyrogenicity. The device will be labeled non-pyogenic. Pyrogenicity will be verified using either the LAL
test or USP pyrogen test.

2.3 Packaging. The device will be unit packed in a polystyrene tray topped with a Tyvek lid.

2.4 Labeling. The sponsor has provide package labels, Instructions for Use, and promotional literature for the
device. See below for comments.

III. Correspondence

The referenced premarket notification was received on August 10, 1995. The submission appears to have been
received by the Center for Biologics Evaluation and Research (CBER) on July 21, 1995. It was then forwarded
to CDRH and received as indicated.

On October 16, 1995, I contacted Mr. Nickel, Vice President of Regulatory Affairs and Quality Assurance. We
discussed the availability of test data to support claims made in the promotional literature provided in Attachment
1. Following, I sent him a facsimile outlining the issues and concerns I had regarding this application (see
telephone memorandum).

On October 20, 1995, I received a facsimile back in response. Mr. Nickel informed me they would not be able
to respond to the concerns before November 1, 1995. Therefore, he requested I issue a hold letter detailing the
outstanding issues. This was verified by telephone on October 24, 1995.

(b) (4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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) V. Recommendation
~— I recommend the referenced premarket notification be placed on hold until the sponsor provides additional
information to address those deficiencies outline in my facsimile dated October 16, 1995, and above.

£l £ o pf

Richard E. Galgon

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

1 [
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ARROW

— International, Inc.
3000 Bernville Road
Reading, PA 19605 USA
610/478-3137
FAX: 610/478-3172

PLEASE DELIVER THE FOLLOWING PAGE(S) TO:

NAME: Richard Geigon

301/594-2358
FROM: Thomas D. Nickel
RE: Your FAX of 10/16/95 - K953746
DATE: October 20, 1995

Total number of pages including cover letter 1

— m«.m

We will not be able 10 respond by November 1, 1906, 80 go ahead and issue the letter. | am
sorrywocnn'tmovemaqtmy.butlhoindividualsinvolvedlnmprojoclmnotinmmﬁce
until after November 1.

| appreciate your caliing us on this and providing the opportunity to respond quickly.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

Food and Drug Administration
Office of Device Evaluation
9200 Corporate Avenue
Rockville, MD 20850

Memorandum of Telephone Conversation

Date: October 16, 1995

Between: Richard E. Galgon, Biomedical Engineer, CDRH/ODE/DDIG/GHDB
And: Thomas D. Nickel

Vice President, Regulatory Affairs and Quality Assurance

Arrow International

(610) 378-0131

Subject: K953746 Arrow High Flow Fluid Administration Set with Blood Filter (P/N HF-01200)

I called Mr. Nickel in order to obtain information which was necessary to continue the review of the referenced
premarket notification. We discussed the availability of test data to support the claims made in the promotional
literature provided in Attachment 1.

I informed Mr. Nickel I would send a facsimile outlining the issues and concerns I had regarding the referenced
premarket notification. I requested a response by November 1, 1995, to provide sufficient time for review within
this review cycle. I also requested that he contact me as soon as possible if any of the information being requested
was not available in their files to allow me to issue a written hold letter.

Finally, I requested he contact me if he needed any clarification of the information being requested in the facsimile.

Following, I sent him the attached facsimile.

Jphar £ Do) o

Richard E. Galgon

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

1 n
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DHHS/PHS/FDA/CDRH/ODE
DIVISION OF GENERAL AND RESTORATIVE DEVICES (PILOT)
9200 CORPORATE BOULEVARD, HFZ-410
ROCKVILLE, MARYLAND 20850

FROM: Richard E. Galgon
DATE: October 16, 1995
NO. OF PAGES: 3

PHONE NO: (301) 594-1287

DRAERD FAX NO: (301) 594-2358

TO: Thomas Nickel, Vice President, Regulatory Affairs and Quality Assurance
—FAX NO: (610) 478-3172

SUBJECT: K953746 Arrow High Flow Administration Set with Blood Filter

ADDITIONAL COMMENTS:

As we discussed today, | am forwarding this facsimile containing the issues and concerns |
have regarding the referenced 510(k). Please provide your response in the form of a facsimile,
if possible, followed by a hardcopy submitted to the Document Mail Center (DMC). If you are
unable to provide a facsimile copy, then provide only a hardcopy to the DMC. Your response
should be received by November 1, 1995, to allow sufficient time for review within this review
cycle. | am faxing this request because, as we discussed, |1 believe the information being
requested is available in your files. If any of the information is unavailable in your files, please
contact me as soon as possible in order to allow me to issue you a written hold letter. If you
have any questions or need clarification to the questions being asked, please contact me at
(301) 594-1287. Thanks for your cooperation.

THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL AND PROTECTED FROM DISCLOSURE UNDER
SPLICABLE LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee,
~_u are hereby notified that any review, disclosure, dissemination or other action based on the content of the
communication is not authorized. If you have received this document in error, please immediately notify us by
telephone and return it to us at the above address by mail. Thank you.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 (/{

1 n
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October 16, 1995

From: Richard E. Galgon

To: Thomas Nickel

Subject: K953746 Arrow High Flow Administration Set with Blood Filter
(b) (4)

1.

6.

The literature titled “Arrow Emergency Fluid Resuscitation Devices” identifies other Arrow products besides the
subject device.

Provide references to 510(k) document numbers under which these devices and kits were
cleared for marketing.

Provide test protocols and resuits to support all claims made.

The instructions for use for the subject device provided in Attachment 1 identify a 4-spike model (P/N HF-01201).
Provide a complete description of this model including engineering drawings, material
specifications, operating characteristics, and labeling. Indicate whether or not the sterilization,
pyrogenicity, and packaging information contained in the application is also applicable to Model
HF-01201.

Either provide test protocols and resuits to support the performance of this model or a valid
scientific justification as to why the testing conducted on the Model HF-01200 device is

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

T H i
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representative of the Model HF-01201.

~— 7. Indicate whether or not the PVC used in the sets contains DEHP plasticizer. Modify the device labeling to indicate
its presence, if applicable.

8. Waere ail available components (e.g., luer iocks, tubing, filters, etc.) incorporated into the sets for biocompatibility
testing? If not, indicate which components were included in the ground sets, and justify the exclusion of those
components which were not included.

9. You have indicated that the subject devices will be sterilized using EtO gas and the EtO residual limits will be in
accordance with the FDA proposed regulation of June 23, 1978 and ISO 10993-7.2. Either specifically state the EtO
residual levels which you will meet for ethylene oxide, sthylene chiorohydrin, and ethylene glycol in ppm or identify
the device class as listed in the referenced FR notice under which your device falls.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
T T
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PILOT Division Checklist
for Premarket Notifications {510(k)s)

Device Trade Name: WW[?EZﬁj (E E,E; K#Qg%’]q’](,l

Submitter Name: ﬁ&;ﬁk);};KL, JQLY

Date Received: /H#?ﬁf
I 90 Day Due Date: /jp

Review Tier (circle one): 1 3
Question Yes No
A. Is the product a device? <
B. Is the device exempt from 510(k)? N
C. Expedited Review Status: Requested by o
sponsor,
or identified by PILOT Division
Granted by Pilot Division?
D. Has this device been the subject of a
previous NSE decision? ~
If yes, does this new 510(k) address
the NSE Issues(s), e.g., performance
data?
E. Has the sponsor been the sub)ect of an u//f
integrity investigation?

If yes, has the ODE Integrity
Officer given permission to proceed
with the review?

Decision: ACCEPT \/ REFUSE TO ACCEPT z!

administrative Reviewer Signature: téLQV\ﬁ

e Dbate: AUG Z |‘995 0}\
Supervisory nature: Z? /4ﬁuéh/bx
)zﬁ e

Date:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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PILOT Division Screening Checklist

for Premarket Notifications [510(k)s]

ELEMENTS ALWAYS REQUIRED MARKED WITH ASTERISK (*)

Device Name: AN d’#hbW“M?
% W/ @ﬁ”ﬁmm%%%’ﬁ%

Submitter Name: (zmmrw/glklt {
y \ch,

General Content of a 510(k)

MISSING
INFORMATION

|

1.%*

General Information: a) trade name, b)
common name, c) establishment registration
number, if known d) address of manufacturing
sites, e) FDA assigned device class
(I,II,III), f) FDA review panel, if known,
g) state if submission is for a new device
or modification of a legally marketed
device, h) identify legally marketed
device(s) to which applicant claims
equivalence of submitted device, i)
applicant’s name and address.

COMMENT':

2.%

Safe Medical Device Act of 1990
Requirements:

a) 510(k) summary or statement (ALL devices)
b) Truthful and Accurate Statement (see
attached)

c) Class IIIXI Certification & Summary (only
for Class III devices).

COMMENT:
<\
\i;) Proposed ing: a) device and package

intended use, promotional material that

labels, b) packa-li insert, c) statement of
may accompany-é€vice.

COMMENT:

A)

Description of Device (or modification):
diagrams, engineering drawings, or
photographs.

COMMENT:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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0%
diff

Comparison Information: similarities and

equi
attr

&2

(as

erences to named legally marketed Ci
valent device(s), a comparison table of <}i)

ibutes is recommended and should compare
contrast: a) labeling, b) intended use,
pecifications, haterials, e)

ormance (bench, animal, clinical) data
needed), f) analysis of comparable

safety and effectiveness.
COMMENT:

6. Biocompatibility Data: needed for all direct
or indirect patient or user-contacting
materials per Tripartite Guidance or ISO
standard, or provide a certification that
materials are identical to legally marketed
devices for same intended use.

COMMENT:

7. Sterjlization Information: a) sterilization
method, b) Sterility Assurance Level, c)
type of packaging, d) pyrogen test method,
e) EtO residues, f) radiation dose, q)
statement of validation method.

COMMENT:

8. Softw Vali ion & Verification:
according to FDA guidance: a) hazard
analysis, b) level of concern, c)
development documentation, d) certification.
COMMENT:

9. Informati in F uidance:
There is an FDA guidance document for this
device that recommends additional data.
COMMENT:

10. Kit Informatjon: see attachment if this

device is a kit.

COMMENT:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.
Rockville, Maryland 20856

August 14, 1995

ARROW INTL., INC. 510(k) Number: K953746

3000 BERNVILLE ROAD Received: 10-AUG-95

READING, PA 19605 Product: ARROW HIGH FLOW
ATTN: THOMAS D. NICKEL FLUID ADMINSITRATION

SET W/BLOOD FILTER &
EXTENSION SET

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 December 14, 1994, FDA published a regulation entitled "Medical Devices;
Substantial Equivalence; 510(k) Summaries and 510(k) Statements; Class III
Summaries; Confidentiality of Information." The regulation took effect

March 14, 1995. Please note that this regulation includes a requirement that
all submitters provide a statement that the submitter believes, to the best of
his or her knowledge, that all data and information submitted in the premarket
notification are truthful and accurate and that no material fact has been
omitted. There may be other regulations or requirements affecting your device
such as Postmarket Surveillance (Section 522(a)(l) 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.

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).

1f you have 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 the Division of Small Manufacturers Assistance at (301) 443-6597 or
their toll-free number (800) 638-2041, or call me at (301) 594-1190.

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer

Premarket Notification Staff

Office of Device Evaluation

Center for Devices and Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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MEMORANDUM DEPMWHWENT(M?HEALTHJUWDHKRMUQSERVKHE
PUBLIC HEALTH SERVICE
FOODANDIH“K;MMWDNH?ATK”%
CENTER FOR BIOLOGICS EVALUATION AND RESEARCH

DATE: ATJJW.‘nL 9, (945

FROM: CBER Document Control Center, HFM-99
SUBJECT: Transfer of 510 (k) or PMA

TO: Document Mail Center, HFZ-401

Center for Devices and Radiological Health
pPiccard Building, Room 281

At the request of the Division of Blood Establishment and Product
Applications and in accordance with the CBER/CDRH Inter-Center
Jurisdictional Agreement, we are forwarding the attached 510(Kk)
or PMA. In their evaluation, this submission is under CDRH
jurisdiction and was incorrectly sent to CBER by the sponsor.
Please sign this memorandum acknowledging receipt and return one
copy to the CBER Document Control Center (HFM-99) .

- SPONSOR: AVTM/ ffn‘/é/vtdéw;d (
"~ TRADE NAME: Wﬁwl Ao inisdrntoon Sk

DATE OF LETTER TO SPONSOR: Aﬁm/& 1., /495

NUMBER OF COPIES FORWARDED: 9\

RECEIVED IN CDRH BY :

PLEASE RETURN ONE COPY TO CBER DOCUMENT CONTROL CENTER - HFN-99

DCC-105 -11/93 / Q‘D

Questions?
uestions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HI&ALTH AND HUMA& .IRVIW

AUG 0 2 1995

Thomas D. Nickel
Arrow International
3000 Bernville Road
Reading, PA 19605

Trade Name: Arrow High Flow Fluid Administration Set
Dated: July 18, 1995
Received: July 21, 1995

Classification:II

Dear Mr. Nickel

The Center for Biologics Evaluation and Research (CBER) of the
Food and Drug Administration (FDA) has received your section
510(k) notification of intent to market the product referenced
above. We have determined that the device meets the definition
of a "device" as that term is defined in section 201(h) of the
Federal Food, Drug, and Cosmetic Act.

-~ The Center for Devices and Radiological Health (CDRH) is
responsible for review of this type of device and therefore, CBER
will transfer your premarket notification to CDRH for review. If
you have any questions regarding this letter, please contact Mr.
Martin E. Northern of the Division of Blood Applications (DBA),
CBER at (301) 594-6487.

Sincerely yours,

Richard M. Lewis, Ph.D.
Acting Chief
Devices and Hematologic Products Branch —
Division of Blood Applications
office of Blood Research and Review
Center for Biologics
Evaluation and Research Lo~

PREPARED BY: HFM-380: MNorthern 07/31/95(BK950036.ack)

This submission was received by CBER/DBA on July 21, 1995. It
has been transferred to CDRH

SURNAMSE DATR

HIE e
BOPY bl S .

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-786:-87¥8"***"*"***
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DEPARTMENT OF HEALTH & HUMAN SERVICES
N4 FOOD AND DRUG ADMINISTRATION
CENTER FOR BIOLOGICS RVALUATION AND RESEARCH

Public Health Service

Date: July 31, 1995

From: Mary Gustafson,

Subject: Transfer of 510(k) BK950036

To: Philip J. Phillips, Deputy Director, ODE, CDRH, HFZ-400

Firm: Arrow International
We have forwarded the 510(k) to CDRH for review. We
have written the firm advising that we have transferred
the 510(k) to your office for review.
If you have any guestions regarding this transfer you
may call Martin E. Northern at (59)4-6487. Thank you.

Attachment

\

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 18




e proces%e? under FOIA Request 2014-5338; Released 10/15/14
roc wumsex _ 4507 115 _
PRE-NARKET | | |
ROTIFICATION BE_.

/ D'é | 1§ e 9S
::g:g“:nun _,__?:3 ORIGINAL -_;L ARROW
Return to CBER DCC - BEM-99

INTERNATIONAL
3000 Bernville Road
July 18, 1995 Reading, PA 19605
Mailing Address:
P.O. Box 12888
Reading, PA 19612
Kathryn C. Zoon, Ph.D. (610) 3780131
Director _ FAX: (610) 374-5360
Center for Biologics Evaluation and Research

Food and Drug Administration

1401 Rockville Pike

Rockville, MD 20853

Attention: Ms. Sukza Hwangbo (HFM-375)

Re: Enclosed 510(k) Premarket Notification -
Arrow High Flow Fluid Administration Set

Dear Ms. Hwangbo:

As required by Section 510(k) of the Medical Device Amendments of 1976 and in
conformance with 21 CFR 807, we are providing you with prior notice that we propose to
market an Arrow high flow fluid administration set, the details of which are described in
the attached premarket notification submission (2 copies).

If you have any questions, please call me at the direct phone number listed in the
submission.

Sincerely, .

a——
-n [ )
g = T
=4
~ @3 .
fe) o T
/ 0 =2 o £
- ] P

Thomas D. Nickel
Vice President, Regulatory Affairs s

and Quality Assurance

TDN/crk
enclosure
6019itr

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ~ @@@67 1681
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510(k) PREMARKET NOTIFICATION
ARROW HIGH FLOW FLUID ADMINISTRATION SET

Date: July 18, 1995
Submitted by: Thomas D. Nickel
Vice President, Regulatory Affairs
and Quality Assurance
Arrow International, Inc.
P. O. Box 12888
3000 Bernville Road
Reading, PA 19612

[y

FAX: (610) 478 3172
Direct Phone: (610) 478-3137

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
1 5
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510(k) Premarket Notification
Arrow High Flow Fluid Administration Set
July 18, 1995

Page 2
TABLE OF NT
Table of Conten Page
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2. Establishment Registration NUmMbers.............oooreareereeeneens 3
3. ClassifiCatiON.....ccvirrirrrrrerreaseinriennaress e 3
4. Section 514 CompPlianCe......ccoceuurriennrinririiinnnanaeseeaes 3
5. Labeling, Advertising, and Directions for Use......coeeunneenne 3
6. Background ................................................................. 3
7. Description of the DeviCe........cccouiiirimirnmmueeeeseennnnees 4
8. Substantial EQUIVAIBNCE.....coorviiiiiinirierieanrennnreieneneene 4
g. Statement of Similarities and Differences with the
Marketed DBVICE.....coeremrirunemrirrecreasimirmnnnsnrrnnnereassaees 4
10. Applicability of Specific FDA Guidance Documents.......... 4
11. Action Taken to Comply with Voluntary Standards.......... 5
12. Sterilization - Required Information...........coooeeeemeennensnnees 5
13. 510(K) StatOMONt...ccuuriiimuiirrresiienriennenssrsrnaaaneeaeeneaes 6
14. Truthful and Accurate Statement...........c.coceemeeeneneireenee 6
Attachmen

1. Labeling - Arrow HF-01200 High Flow Administration Set, plus advertising brochures
2. Drawings and a list of components of the device.
3. Product qualification reports.

4. Biocompatibility testing.

/

o2

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
I I
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510(k) Premarket Notification

Arrow High Flow Fluid Administration Set
July 18, 1995

Page 3

Contained herein is information regarding the Arrow HF-01200 High Flow Fluid
Administration Set as required by Section 510(k) of the Medical Device Amendments of
1976 and 21 CFR 807.

1. Device Name

Trade Name: Arrow High Flow Fluid Administration Set with Blood
Filter and Extension Set

2. Establishment Registration Numbers

whner r - Arrow International, Inc.
P. O. Box 12888
‘3000 Bernville Road
Reading, PA 19612
FDA #2518433

Manuf ri n rilization L ion

Arrow International, Inc.
312 Commerce Place
Randleman, NC 27317
FDA #1036844

3. lassification

The device is an Intravascular Administration Set 80 FPA, classified in Class Il at 21
CFR 880.5440, Intravascular Administration Set. This is a General Hospital division
classification.

4. Section 514 Compliance

To the extent applicable at this time we submit that we are in compliance with the
requirements of Section 514 as to this device.

5. ling, Advertisin nd Directions for

The labeling and directions for use for the device are appended as Attachment 1.E.
Two advertising brochures involving this product are also included in the same
attachment.

6. Backagr velopment of th Vi

From November 1986 to date we have sold a high flow blood and fluid
administration set manufactured by Migada, Ltd, Rehovot, Israel. We receive the
product bulk non-sterile, and package and EtO sterilize it at our Randleman, NC
manufacturing facility. The supplier, Migada holds the 510(k) premarket
notification, K861275, found substantially equivalent 6/2/86.

e stmr—

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Premarket Notification

Arrow High Flow Fluid Administration Set
July 18, 1995

Page 4

We have found an alternate supplier who can provide the same exact set at a
significant cost savings, and are submitting this premarket notification to cover that
device. The supplier of the bulk sets is a long time Arrow distributor (and also
manufacturer of devices and device components), Kimal Scientific Products Ltd.,
Uxbridge, Middlesex, England.

The new set is essentially identical in design and performance to the Migada set.
7. ripti f

Refer to Attachment 2 for drawings and a list of components for the device. The

predicate device is comparable.

8. ntial ivalen

The device is substantially equivalent to the currently marketed Arrow product. It is
essentially the same device in design, materials, dimensions, function, and labeling,
with the only significant difference being the supplier.

Refer to Attachment 3 for a product qualification report which compares the device
to the predicate device minimum specifications for tensile strength of all joints and
flow rate testing.

Biocompatibility testing of the entire set ground into small pellets for testing yielded
satisfactory results as required in the recent CDRH requirements for conformity to

1ISO 10993, Part 1 (as modified by CDRH) - see Attachment 4.
9. nt of Similariti nd/or Differen with th rk Devi

As stated previously, the device is essentially identical to the predicate.

10.  Applicability of ific FDA Guidan m
While no CDRH guidance documents apply directly to blood and solution
administration sets per se, the submission has been reviewed against the following

CDRH documents to assure that all necessary information has been included:

o Division of General and Restorative Devices “Intravascular Catheter Initial
Checklist”

¢ Division of General and Restorative Devices “Guidance on Premarket Notification
[510(k)] Submissions for Short and Long-Term Intravascular Catheters”

e CDRH Blue Book memos on 510(k) decision tree and reviewer SE decision
making checklist

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Premarket Notification

Arrow High Flow Fluid Administration Set
July 18, 1995

Page 5

e CDRH 510(k) Refuse to Accept Policy and Checklist

e Addendum: How to submit a premarket notification [510(k)] - March 1995 -
DSMA

11. Action Taken to Comply with Voluntary Standards

We are in compliance with two voluntary standards with respect to this device -
ANSI/AAMI ST27-1988, Guideline for Industrial Ethylene Oxide Sterilization of
Medical Devices, and ANSI/HIMA MD70.1, 1983, American National Standard for
Medical Material - Luer Taper Fittings - Performance.

12. rilization - ired Infor ion
Since this is a sterile device, the following additional required information applies:

1. The device will be sterilized by 100% ethylene oxide, utilizing the overkill
approach.

2. The sterilization cycle is the same single cycle utilized for all Arrow products in
the same facility and vessels, and is described below.

ARROW INTERNATIONAL INC.
PRODUCT STERILIZATION

STERILANT: 100% Ethylene Oxide

RRECONDITIONING: A minimum of 12 bours residence timae at 43°C (38 - 48°C) and
60% relative humidity (35 - 95%) in a precconditioning chamber.

STERILIZATION CYCYLE:
o [nitial vacuum draw o 2 PSIA 2 0.5 PSIA,

s Nitrogen wash to 13.5 PSIA & 0.5 PSIA foilowed by s vacuum draw to
2PSIA £ 0.5 PSIA.

¢ Steam conditioning st 43°C £ 5°C, 2.8 PSIA £02 PSIA (45 - 80%) for 65 minutes.

»  Ethylene Oxide exposure at 43°C £ 5°C, 7.5 PSIA 0.5 PSIA for
240 minutes £5 minutes. 340 mg/L. gas concentration (460-625 mg/L).

o Post vacuum draw to 2 PSLA % 0.5 PSIA.

e Nitrogen wash o 13.5 PSIA £ 0.5 PSIA followed by & vacuum draw to
1PSIA £ 0.5 PSIA.

o Airwash to 13.5 PSIA £ 0.5 PSIA [ollowed by a vacuum draw w
2PSIA 0.5 PSIA,

» Final air inbleed to atmospheric pressure
The entire cycle from entry to exit runs 9-9 /2 hours.

AERATION A minimum of 8 hours residence time at 43°C (38 - 483°C) in an seration chamber.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

%
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510(k) Premarket Notification

Arrow High Flow Fluid Administration Set
July 18, 1995

Page 6

(b) (4)

3. The sterility assurance level of the device is 10°°.

4. The unit packaging for the device is a Tyvek lid with a high impact polystyrene
tray.

5. Our release limits for EtO residuals are as stated in the FDA proposed regulation
of June 23, 1978 and ISO/DIS 10993-7.2.

6. The product is labeled non-pyrogenic and is tested for pyrogenicity by either the
Limulus Amebocyte Lysate (LAL) test or USP pyrogen test.

13. 10k n

| certify that |, Thomas D. Nickel, will make available all information included in this
premarket notification on safety and effectiveness that supports a finding of
substantial equivalence within 30 days of request by any person except for
confidential, trade secret information, which will be expunged. The information |
agree to make available does not include confidential patient identifiers.

14. Truthful and A r men

| certify that in my capacity as Vice President, Regulatory Affairs and Quality
Assurance of Arrow International, Inc., | believe to the best of my knowledge, that
all data and information submitted in this premarket notification are truthful and
accurate and that no material fact has been omitted.

Thomas D. Nickel
July 18, 1995

8350

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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ATTACHMENT 1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
‘ '8




Records processed under FOIA Request 2014-5338; Released 10/15/14

PRODUCT NO. HF-

(11200

ARROW

m
# /9L

HIGH FLOW FLUID ADMINISTRATION SET

With Blood Fiiter and Extension Set

CONTENTS:

Two-Spike Large Bore (8.5 FR min. I.D.)
Fluid Administration Set with Blood Filter

and Extension Set

Instruction Sheet

7:7’)5
/92

OR ON THE ORDER OF A PHYSICIAN. WARNING: PRIOR TO USE READ
ALL PACKAGE INSERT CAUTIONS AND INSTRUCTIONS.

| CALTION: U.S.A. FEDERAL LAW RESTRICTS THIS DEVICE TO SALE BY j

DO NOT USE IF PACKAGE HAS BEEN PREVIOUSLY OPENED OR
DAMAGED. CONTAINS NO MEDICATION. STERILIZED BY ETHYLENE
OXIDE. DISPOSABLE - DO NOT RESTERILIZE. FLUID PATH COMPONENTS
ARE NON-PYROGENIC.

Manufactured by:

ARROW

INTERNATIONAL, 1NC
3000 Bernville Road
Reading. Pennsylvama 19605

PRODUCT NO. HF-01200

HIGH FLOW FLUID ADMINISTRATION SET

STERILE

8.5 Fr.

MINIMUM ID

|F-01200-1068

LOT CONTROL NO.

ARROW

With Blood Filter and Extension Set

O -y o g g - O

PRODUCT NO.
HF-01200

PEEL TO OPEN

8.5 Fr.
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HIGH FLOW FLUID ADMINISTRATION SET
WITH BLOOD FILTER AND EXTENSION SET

A ‘GGESTED PROCEDURE - USE STERILE TECHNIQUE. Change Within 24 hours.

It isTecommended that high flow tubing be primed and hanging prior to trauma situation to tacilitate solution therapy in a most efficlent manner.
Spike Clamps (blue)

Drip Chamber
Blood Filter T-ports w/removable
Injection Site
Injection Port
Male Luer Lock
Connector

Patlent Clamp (White)

injection Port Extension Set Clamp (Red)
Female Luer Lock / Male Luer Lock
Connector COnnoctor
=]
A. To prime set and administer solution (see Fig.):

1) Remove Arrow high flow administration set and extension set from package. Remove male and female Luer caps and biood spike caps.
Attach extension set to high flow set If desired. Twist to secure Luer lock.

2) Open one blood spike clamp and extension set clamp. Close all other clamps. Prepare solution bag.

3) Insert open spike into solution container and hang container.

4) Invert drip chamber and open patient clamp. Let drip chamber fill to top of filter (about half way up drip chamber). Ciose patient clamp
and return drip chamber to normai position.

5) Open patient clamp to fill patient tubing and expel air. Tap drip chamber 1o remove air trapped in filter. CAUTION: DO NOT ALLOW AIR TO
REMAIN IN TUBING. ALL AIR MUST BE PURGED TO AVOID AIR EMBOLISM COMPLICATIONS. NOTE: it may be necessary to remove
injection site caps at T-ports and flush solution through ports to purge all air from system.

6) Close patient clamp. Connect male Luer extension set (or high flow set, if not using extension set) to indwelling large bore catheter.
(Arrow 8.5FR EID recommended - Contact Arrow International, Inc. for information, including instructions and cautions.) Twist to lock
securely in position.

7) Regulate flow by adjusting patient clamp and/or extension line clamp. Check clamp periodically.

Note: If using 4-spike model (HF-01201), close blue clamp on primed filter branch and repeat above procedure to prime other filter.

Blood Spikes

B) To transtuse blood:

1) Prepare blood bag in the usual manner.

2) Prime set according to A.

3) Insert biood spike into outlet port of blood bag using a twisting motion. Close patient clamp.

4) Hang blood bag. NOTE: If packed cells are to be diluted, hold biood spike at 10 inches below solution spike. Open blood spike clamp and
aliow solution to enter blood bag until desired dilution is achieved. Then close solution spike clamp.

5) Fully open bicod spike clamp (it not already open trom dilution packed cells). Regulate flow with extension set clamp or with patient
clamp. CAUTION: DO NOT SQUEEZE DRIP CHAMBER WHEN BLOOD SPIKE CLAMP IS OPEN.

C) To infuse muitiple units of blood (packed cells):

1) Prepare second blood bag in usual manner.

2) Clamp off solution clamp and remove solution bag.

3) Attach second blood bag by inserting spike from solution bag, using a slight twisting motion.

4) Hang blood bag.

§) When 1st blood bag is empty, close off blood spike clamp and open second (full) blood spike clamp. Regulate flow through patient
clamp.

6) One may continue alternating spikes in this manner until up to 4 units of blood are pressure infused (8 units if alternating spikes on
4-spike, HF-01201). CAUTION: DO NOT PRESSURE INFUSE MORE THAN 4 UNITS PACKED CELLS THROUGH A SINGLE BLOOD FILTER,
SINCE THIS MAY CAUSE CLOGGING OF THE FILTER.

Note: Continuous infusion of diluted packed cells is possible utilizing the four spike HF-01201. Using the HF-01200, one must clamp off

both spikes to change blood and solution bags, interrupting infusion. g
¢

«) Foliow-up to large scale fluid administration:
The Arrow® High Flow Fluid Administration set is recommended for situations where high flow rates are required. Following volume
resuscitation, when lower flow rates are desirable (less than 300cc/hr.), Arrow® set shouid be replaced by standard IV tubing.
During Trauma resuscitation, T-ports may be used to track central venous pressure, in order to monitor resuscitation and rule out pericardial
tamponade and tension pneumothorax. T-injection port may also be used to attach additional large bore infusion sets or standard 1V sets to
originally placed large bore line. Use extension set clamp to pinch off line when making all connections to avoid possible blood loss or air

embollam Co g hestinS? Conaer FISR SRR ID B SR PR ST R T BT RS ‘g’;'o'x?’c?r'?é'?"?% 8118 7
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ARROW
CAUTION

1. CAUTION: IN ORDER TO AVOID PROBLEMS ASSOCIATED WITH
DISCONNECTS, IT IS RECOMMENDED THAT ONLY LUER LOCK
CONNECTING DEVICES BE USED WITH THIS PRODUCT.

2. CAUTION: AMERICAN ASSOCIATION OF BLOOD BANKS RECOM-
MEND THAT ONLY .9% SALINE SOLUTION BE ADMINISTERED WITH
BLOOD."

* Reference: AABB standards 11th edition, section J3.200, pg 30.

3. CAUTION: AFTER INITIAL VOLUME RESUSCITATION, AMOUNT OF
VOLUME ADMINISTERED MUST BE CAREFULLY CONTROLLED TO
AVOID OVERLOAD COMPLICATIONS.

4. CAUTION: CHANGE ALL TUBING WITHIN 24 HOURS.

5. CAUTION: DO NOT PUNCTURE TUBING OR DRIP CHAMBER.
TUBING WILL NOT RESEAL AND COULD CAUSE AIR EMBOLISM.

S$-01200-105A

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Product Qualification Report
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Arrow

International, Inc

P.O. Box 12888 3000 Bernville Road
Reading, PA 19612 Reading, PA 19605

(610) 378-0131
FAX (610) 478-3188

February 9, 1994

Thank you for your attention.

Sincerely, )

Ronald P. Citron
Senior Research Scientist

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Reading, PA 19612 Reading, PA 19605

(610) 378-0131
FAX (610) 478-3188

February 14, 1994
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Thank you for your help.

Sincerely, v

Ronald P. Citron
Senior Research Scientist
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World Leader in Testing Sertices
for the Medical Device Industry

ARROW INTERNATIONAL INC
P O BOX 12888

READING, PA 19612
ATTN: RON CITRON

2261 Tracy Road

Northwood, OH 43619
Phone 419¢666+3455
FAX 41946662954

94T 04015 00
E-53836

Lot 92C22
D.0.M. March
1992.
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World Leader in Testing Services
for the Medical Device Industry

ARROW INTERNATIONAL INC
P O BOX 12888

READING, PA 19612
ATTN: RON CITRON

2261 Tracy Road

Northwood, OH 43619
Phone 41366699455
FAX 41966622954

94T 04015 00
E-53836

Lot 92C22
D.0.M. March
1992,
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World Leader in Testing Services
for the Medical Decice Industry

(b) (4)

ARROW INTERNATIONAL INC
P O BOX 12888

READING, PA 19612
ATTN: RON CITRON

HEMOLYSIS TEST /N VITRO

2261 Tracy Road

Northwood, OH 43619
Phone 419+666¢9455
FAX 41966642954

94T 04015 00
E-53836

Lot 92C22
D.0.M. March
1992.
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World Leader in Testing Services
for the Medical Device Industry

ARROW INTERNATIONAL INC
P O BOX 12888

READING, PA 19612
ATTN: RON CITRON

CERTIFICATE OF COMPLIANCE
USP BIOLOGICAL TESTS
CLASSIFICATION V

2261 Tracy Road

Northwood, OH 43619
Phone 419¢666+9455
FAX 419466642954

94T 04015 00
E-53836

Lot 92C22
D.0.M. March
1992.
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World Leader in Testing Services
for the Medical Device Industry

ARROW INTERNATIONAL INC
P O BOX 12888

READING, PA 19612
ATTN: RON CITRON

ACUTE SYSTEMIC TOXICITY - T12
(CURRENT USP)

2261 Tracy Road

Northwood, OH 43619
Phone 419466649455
FAX 419+666+2954

94T 04015 00
E-53836

Lot 92C22

D.0.M. March
1992.
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‘ ® 2261 Tracy Road
' Northwood, OH 43619
k World Leader in Testing Services Phone

4196669455

for the Medical Device Industry FAX 419¢66602954

-2- LAB NO. 94T 04015 00

Test Article: "Pellets”

(b) (4)
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World Leader in Testing Services
for the Medical Device Industry

ARROW INTERNATIONAL INC
P O BOX 12888

|

READING, PA 19612
ATTN: RON CITRON

INTRACUTANEOUS TOXICITY - T13
(CURRENT USP)

(b) (4)

2261 Tracy Road

Northwood, OH 43619
Phone 419466629455
FAX 419466622954

94T 04015 00
E-53836

Lot 92C22

D.0.M. March
1992,

Page 1 of 2
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\ l l . . World Leader in Testing Sertvices

"Pellets”

for the Medical Device Industry

9.

LAB NO.

2261 Tracy Road

Northwood, OH 43619
Phone 419¢666¢9455
FAX 41946662954

94T 04015 00
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STUDY TITLE:
AMES MUTAGENICITY STUDY

OF A SALINE EXTRACT

TEST ARTICLE:

"PELLETS"

IDENTIFICATION NO.:

(b) (4)

SPONSOR:

RON CITRON

ARROW INTERNATIONAL INC
P O BOX 12888

READING, PA 19612

o 2261 Tracy Road
‘ ‘ \ Northwood. OH 43619 :
k\ I I I Waorld Leader in Testing Services Phone 419.666.9455 )
k Sfor the Medical Device Industry FAX  419.566-2954 J/é

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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STUDY TITLE:

DELAYED CONTACT SENSITIZATION STUDY
(A Maximization Method) ;

IN THE GUINEA PIG

(SALINE EXTRACT)

TEST ARTICLE:

"PELLETS"

IDENTIFICATION NO.:

(b) (4)

SPONSOR:

RON CITRON

ARROW INTERNATIONAL INC

P O BOX 12888

READING, PA 19612

‘ 9 2261 Tracy Road

‘ Northwood. OH 43619

l\ A' I l \A Weorld Leader in Testing Services Phone 419.666.9455
k Tor the Medical Device fndustry FAX 419.666-2954

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2014-5338; Released 10/15/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2014-5338; Released 10/15/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2014-5338; Released 10/15/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request 2014-5338; Released 10/15/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



	FOLDER - FLUID ADMINISTRATION SET
	DECISION LETTER
	ADDITIONAL SUBMISSION 12\5\95
	ATTACH. 1-FLOW RATE TEST
	ATTACH. 2-OPERATION OF INSTRON MODEL - #1000 PULL TESTER
	REQ. FOR ADD. INFO.
	ORIGINAL SUBMISSION
	TABLE OF CONTENTS
	GENERAL INFORMATION
	ATTACH. 1-LABELING
	ATTACH. 2-DRAWINGS & LIST OF - COMPONENTS
	ATTACH. 3-PRODUCT QUALIFICATION - REPORT
	ATTACH. 4-BIOCOMPATIBILITY TESTING




