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Mr. Jeffrey R. Mannion

Regulatoxry -Affairs Asseciate -~ - -
AngioDynamics, Inc.

603 Queensbury Avenue

Queensbury, New York 12804

Re: K964034
Transjugular Access Set
Regulatory Class: II (two)
Product Code: DYB
Dated: February 4, 1997
Received: February 5, 1997

Dear Mr. Mannion:

We have reviewed your Section 510(k) notification of intent to market
the device referenced above and we have determined the device is
gsubstantially equivalent (for the indications for use stated in the
enclosure) 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
provigions 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 prochibitions 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 assumes compliance
with the Good Manufacturing Practice for Medical Devices: General
(GMP) regulation (21 CFR Part 820} and that, through periodic GMP
inspections, the Food and Drug Administration (FDA) will verify such
assumptions. Failure to comply with the GMP regulation may result in

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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regulatory action. In addition, FDA may publish further announcements
concerning your device in the Federal Register. Please note: this
response to your premarket notification submission does not affect any
obligation you might have under sections 531 through 542 of the Act
for devices under the Electronic Product Radiation Control provisions,

or other Federal laws or regulations.

This letter will allow you to begin marketing your device as described
in your 510(k) premarket notification. The FDA finding of substantial
equivalence of your device to a legally marketed predicate device
results in a classification for your device and thus, permits your
device to proceed to the market.

If you desire specific advice for your device on our labeling
regulation (21 CFR Part 801 and additionally 809.10 for in wvitro
diagnostic devices), please contact the Office of Compliance at

(301) 594-4648. Additionally, for questions on the promotion and
advertising of your device, please contact the Office of Compliance at
(301) 594-4639. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification" (21 CFR 807. 97) .
Other general information on your responsibilities under the Act may
be obtained from the Division of Small Manufacturers Assistance at its
toll-free number (800) 638-2041 or at (301) 443-6597.

Sincerely yours,

T S, Cablihons

Thomas J. Callahan, Ph.D.

Director

Division of Cardiovascular, Respiratory,
and Neurological Devices

Office of Device Evaluation

Center for Devices and
Radiclogical Health

Enclosure

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

510(k) Number (if known): Ky64034 =~~~
Device Name: Iransiugnlar Access Set

Indications For Use:

The ANGIOD YNaMICS, Inc. Transjugular Liver Access Set is intended to be used for transjugular
liver access during diagnostic and interventional procedures.
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(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED) ;

Concurrence of CDRH, Office of Device Evaiuation (ODE)
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. J
Prescription Use or Cver-The-Counter Use

(Per 21 CFR 801,109)
{Optional Formai 1-2-96)

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 K964034 PANEL CV DIVISION DCRND BRANCH ICDG

TRADE NAME TRANSJUGULAR ACCESS SET

COMMON NAME CATHETER INTRODUCER

PRODUCT CODE DYB INTRODUCER, CATHETER

APPLICANT ANGIODYNAMICS, INC.
SHORT NAME ANGIODYNAMICS
CONTACT BRIAN KUNST
DIVISION
ADDRESS 603 QUEENSBURY AVE,
QUEENSBURY, NY 12804

PHONE NO. (518) 798-1215 FAX NO. (518) 798-3625
MANUFACTURER ANGIODYNAMICS, INC. REGISTRATION NO. 1319211
COSMED IT 1222273
DATE ON SUBMISSION 30-SEP-96 DATE DUE TO 510(K) STAFF 22-DEC-96
 DATE RECEIVED IN ODE 08-0CT-96 DATE DECISION DUE 06—-JAN-97
DECISION ____ DECISION DATE
SUPPLEMENTS SUBMITTED RECEIVED DUE POS DUE ouT
So01 04-FEB-97 05-FEB-97 21-APR-97 06-MAY-97
CORRESPONDENCE SENT DUE BACK
Cco0o1 06—-JAN-97 05-FEB-97 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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: Me;f;orandum
From: Reviewer(s) - Name(s) Doman A BJ{;@CUM )

N
- Subject:  510(k) Number K9G (,UL{ O3 ¢ / s’

To: The Record - It is my recommendation that the subject 510(k) Notification: -

U Refused to accept. - . ... - .

U Requires additional information (other than refuse to accept).
U Accepted for review
M [s substantially equivalent to marketed devices.

L NOT substantially equivalent to marketed devices.

U Other (e.g., exempt by regulation, not a device, duplicate, efc.)

Is this device subject to Postmarket Surveillance? OYES ZNO
Is this device subject to the Tracking Regulation? OYES BNO
Was clinical data necessary to support the review of this 5] 0k)? BYES UNO
Is this a prescription device? ®WYES UNO
Was this 510(k) reviewed by a Third Party? OYES ¥INO

This 510(k) contains:

Truthful and Accurate Statement URequested &¥Enclosed
(required for originals received 3-14-95 and after)

LA 510(k) summary OR MA 510(k) statement

U The required certification and summary for class Il devices /A

(¥ The indication for use form (required for originals received 1-1-96 and after) !

i.

The submitter requests under 21 CFR 807.95 (doesn’t apply for SEs):
L3 Neo Cornfideniiaiity @ Conlidentiality for 90 days U Continued Corfidentiality excecding Y0 days

Dipodinate i A -~ ~e S d ~ 0o, [y S ead s S £ T et oL wal - N
Predizate Product Code wiry rancland Slacz A4 unal Praduot Loeeisy wilh paned {ectouat),

e A DIE e T .

Feviews: ()a@<ﬁ244mﬂﬁﬂu L<D& ‘5,76ﬁ7
(Brebehchieh (Branch Code) (Date)
S%&Mgﬁfﬁlﬂ. I» ’;7 ‘, N g S e t"’ z: (}
Final Review: “‘ /‘ L i iém//ég /’7/#?"’; Zfi%i\) Y Ad /2
(Division Dicector) 4 T (Date)y

Reviscd: 11-20-96

=R
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Public Health Service

DEPARTMENT OF HEALTH & HUMAN SERVICES Food and Drug Administration
Memorandum
DATE: April 11, 1997
TO: File K964034/S1

FROM: Donna C. Buckley
Mechanical Engineer, FDA/CDRH/ODE/DCRND/ICDG

SUBJECT: 510(k) Review of Transjugular Access Kit (catheter introducer) -- Angiodynamics
CONTACT: Brian Kunst - (518) 798-1215 ext.190; FAX (518) 798-3625

DECISION: SUBSTANTIALLY EQUIVALENT
74 DYB -- catheter introducer -- 870.1340 -- class 11

The sponsor has responded to our January 6, 1997, deficiency letter. In that letter, several questions
were asked in order to clarify the device indications and to assess whether the functional
characteristics of the device are similar to those of the predicate device.

The device is indicated for percutaneous transjugular access during diagnostic and/or therapeutic
interventional procedures. The examples of devices provided in the labeling that are intended for
use following liver access ar¢ biliary drainage catheters, balloon catheters, and biopsy needles. Since
I am unfamiliar with the use of these devices, 1 requested input from Dr. Daniel Schultz (DRAERD)
regarding the device indications and functional characteristics. In response, Dr. Schultz spoke with
Anthony Venbrux, Associate Professor of Radiology at Johns Hopkins University, regarding the
clinical use of this type of device. Dr. Schultz apprised me of the discussion with Dr. Venbrux and
indicated that the stated indications are generally consistent with the current use of the predicate
device. For example, an intravascular approach to liver biopsy may be used with patients where a
percutaneous liver biopsy would be too hazardous. Also, an intravascular approach may be taken
to implant a stent that creates a shunt between the hepatic and portal systems in order to lower the
portohepatic pressure gradient. (See attached excerpts and references). Following discussion with
several reviewers (and very limited research), I believe that the indications provided in this

submission are consistent with the current uses of the predicate.

Since the predicate device, the Cook Rosch-Uchida transjugular liver access set, was declared to be
a “modified preamendment” device, no predicate engineering data are on file. Because of the lack
of predicate data and the identity of “critical” engineering characteristics of such a device, 1 believe
that the collection of data on the catheter system delivery characteristics (e.g., flexibility, tracking,
tensile strength, etc.) and needle characteristics (e.g., sharpness, surface characteristics, mechanical
properties, etc.) may not be sufficient to evaluate device safety or efficacy in the absence of both
animal studies and clinical data. For this reason, I called Mr. Kunst to discuss my concerns and
inquired whether Angiodynamics anticipated collecting animal data or clinical data on the device
prior to releasing it to market. Mr. Kunst reported that they had not anticipated collecting animal

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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data in support of the 510(k) submission, however, he agreed to provide me with an article from the
Journal of Vascular and Interventional Radiology (fax: 4/24) that reported the clinical use of a device
“yery similar” to the device under review. The article reported on the use of a particular transjugular
liver access set in the placement of Wallstents in 75 patients during transjugular intrahepatic
potosystemic shunt (TIPS) procedures. The device referred to in the article was directly compared
to the predicate and was reported to “enhance the ability to avoid intervening vital structures and
potentially lessen the effect of errant punctures, overcome parenchymal tract resistance in extremely
cirthotic livers, and prevent buckling into the right atrium.” (Note: No direct comparisons of clinical
data were made to support these conclusions.)

Given the description of the device in the article, I was unable to directly compare the device
components to those of the device under review. I called Mr. Kunst and reported that animal data
would be essential if he was unable to demonstrate that the devices were either identical or that the
differences between them were clinically inconsequential. I received a fax on 4/25 (attached) that
compared the components. After review of the supplied information, I believe the device differences
to be minor and the referenced clinical information to be supportive of device function. I believe
that additional engineering data will not necessarily add new information.

I believe that the prior deficiencies have been adequately addressed and I recommend that this device
be found substantially equivalent to 74 DYB (catheter introducer), a class II device.

Drs B A7
¥

Donna Buckle@

Daniel Schultz, M. D. \(;\’\
(concurrence: evaluation of indications and general function) h\é
q.’/;,

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




the syringe used for anesthetic infiltration, with a small
amount of anesthetic left in the syringe. The needle is
inserted through a small hole in the skin down to the
lesion, which has been visualized. It is then rapidly
thrust into the lesion while suction is applied to the
syringe, and then it is rapidly withdrawn. Fine-needle
aspiration is most often done under ultrasonographic
or CT control, so that focal lesions can be sampled.
Because the procedure elicits little pain, multiple sticks
can be employed, each in a slightly different direction.
The material aspirated consists of small fragments of
tissue or isolated cells or groups of cells. The aspirate
can be smeared on a slide, ejected into appropriate
fixatives, or placed in tissue culture media.

Most of the diagnostic interest has been in confirm-
ing the presence of a primary hepatocellular carci-
noma®-* or a hepatoblastoma® (Chapter 128). For this
purpose, new criteria had to be established for the cy-
tologic diagnosis®™ * and the differentiation of primary
carcinoma from metastases in the liver.” Immunocyto-
chemical methods have also been applied to these spec-
imens to identify the site of origin of a carcinoma; alpha-
fetoprotein and other oncofetal markers, intermediate
filaments of the cytoskeleton, and hepatocellular mark-
ers are used.”® Special cytologic and cytochemical tech-
niques that can be applied to fine-needle samples are
described later in this chapter.

Comparisons have been made between histologic and
cytologic methods, and both had about equal diagnos-
tic accuracy; therefore, both are recommended.®-*!
When a carcinoma is suspected but not diagnosed with
guided fine-needle biopsy, a core biopsy is recom-
mended to confirm the presence of a benign lesion.*”
Hemangiomas can be recognized cytologically® * and
represent a condition that should not indicate a core
biopsy. Fine-needle aspirations have also been used to
diagnose tumors of the biliary tree and pancreas caus-
ing obstructive jaundice.*> % Percutaneous transhepatic
catheterization under fluoroscopic control has been
suggested as the route to introduce the fine needle to
avoid seeding malignant cells along the biopsy track.”
Washings from the needle and from biopsy specimens
have been used for cytologic examinations.®7 CT
guidance” has been compared with ultrasonographic
guidance, and both seem to be equally effective, al-
though the former was better in the presence of as-
cites.”

Transjugular Liver Biopsy .4

A completely intravascular approach has been used
when a liver biopsy is_indicated but the condition of
the patient is such that a percutaneous biopsy would
be too hazardous.”” The biopsy is best performed by
passing a Tru-Cut-style needle inside a 45-cm cardiac

catheter into the jugular vein through the superior vena

cava directly into a hepatic vein. This must be done
under fluoroscopic control and with electrocardio-
graphic monitoring. After the catheter is wedged into a
hepatic vein tributary, the needle is thrust into the pa-
renchyma and is triggered via a coaxial cable. Samples

Liver Biopsy 1841

obtained with this Tru-Cut-style needle are almost the
same size as percutaneous biopsy specimens. The num-
ber of instances in which such a procedure is necessary
seems to be small. Often, fine-needle aspiration or lap-
aroscopy is simpler, safer, and less costly in providing
the needed information. The femoral vein can also be
used for transvenous biopsy with a small biopsy for-
ceps.”™

Laparoscopic Biopsy

Direct vision is sometimes necessary to sample focal
lesions detected by ultrasonography or CT or those that
are suspected and not seen by imaging. Laparoscopy,
in experienced hands, provides such a technique. It can
be used to identify primary” or metastatic® carcinomas
or even the transition of chronic hepatitis to cirrhosis.
The biopsy is best done percutaneously with a needle,
which can be guided by the laparoscopist into the site
to be examined. At the same time, a biopsy specimen
can be obtained from the uninvolved liver. The Tru-
Cut or the Menghini needle can be used, or multiple
aspirations with the fine needle can be performed. Mor-
bidity after laparoscopy is minimal. Laparoscopic con-
trol has been compared with and preferred to ultra-
sonographic® and CT® control.

WHEN NOT TO DO A LIVER BIOPSY

Few contraindications can be listed for liver biopsy.
Each experienced operator has a personal set of con-
traindications, which are often based on personal ex-
perience. What follows represents the preferences and
prejudices of the authors. The one contraindication
most universally agreed on is a bleeding tendency, but
the definitions of bleeding tendency vary. A prothrom-
bin time greater than 5 to 6 s from control values is too
long for biopsy, although some centers refuse to per-
form a biopsy if the prothrombin time is 3 to 4 s greater
than control values. Postbiopsy bleeding has almost
always occurred in patients with normal prothrombin
times. Platelet counts less than 50,000 to 60,000/mm?
are universally considered too low for biopsy, and
some centers require more than 75,000 to 80,000/ mm?®.
Partial thromboplastin time need not be tested in adults
with no history of a bleeding diathesis. The levels of
clotting factors can be corrected with fresh frozen
plasma and platelet transfusions, but rarely does this
have to be done, except for some vascular tumors.® A
biopsy in a patient with greatly disturbed blood coag-
ulation is not likely to yield information not already
known and critical to the care of that patient.

Pleural effusion, empyema, pneumothorax, extensive
ascites, and peritonitis are reasons to postpone a biopsy
until these problems are corrected. Biopsy of cysts and
hemangiomas should not be performed blindly. Biopsy
of hemangiomas can be performed under direct vision
using the laparoscope or with imaging control (see ear-
lier). Extrahepatic biliary obstruction is a relative con-
traindication, especially if it is long-standing, because

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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1846 Liver
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The combination of sclerotherapy with propranolol has
peen used to reduce the rebleeding rate related to long-
term injection sclerotherapy.® Some reported a de-
crease in the frequency of rebleeding without an in-
crease in complications before obliteration.*> ** This
combination appeared to be most beneficial in patients
with advanced alcoholic liver disease. Others found an
increased complication rate (encephalopathy, difficult
resuscitation) without reduction of the frequency of re-
bleeding or its severity.*!

surgical Therapy

When patients have bled from varices, surgery is a
third therapeutic option. The history of portal decom-
pressive surgery spans 4 decades of the 20th century.
In the early 1990s it is not considered a first line of
treatment, but in the 1970s therapeutic portacaval anas-
tomosis was the mainstay of therapy. Four randomized
trials examined the efficacy of central shunts (end-to-
side portacaval anastomosis was done in more than
90% of the patients) in preventing recurrent hemor-
rhage in patients with cirrhosis {the majority of alco-
holic etiology). Control groups received no treatment.

The benefits of shunt surgery over conventional
treatment were marginal in a total of 292 patients>¢ "
4, 35 Gurgical mortality ranged from 7% to 21%, and
5% of patients had a compromised shunt. Survival was
slightly increased in the shunt group;> - 3 it was
shortened in a fourth study in 3 of the trials.** As
expected, the incidence of bleeding was reduced in the
surgical group but encephalopathy was increased.
When the studies are combined, the survival curve was
still slightly better in the surgical group.

The negative experience with postshunt encephalop-
athy fueled interest in developing new selective decom-
pressive procedures.* The distal splenorenal shunt is
technically more demanding, requiring an arduous dis-
section. Complications arise, in part, from an initial
learning phase. Seven trials compared this selective
shunt to central shunts in the prevention of recurrent
hemorrhage. Table 102-6 lists these studies.***** The
majority of the patients had alcoholic cirrhosis (78%).
Surgical mortality was higher in the distal splenorenal
group, reflecting the previously mentioned difficulties;
long-term survival was not drastically different. The
frequency of postshunt variceal hemorrhage was dis-
turbingly high in some studies, with a high prevalence
of shunt occlusion. The prevalence of postshunt en-
cephalopathy, however, was markedly different among
the trials. Whereas 3 studies showed a lower rate with
distal splenorenal shunting, 3 others did not. The tools
used to define encephalopathy varied among studies,
but in one report that examined quality of life and
hospitalizations for encephalopathy,® a clear benefit
for the selective procedure was noted.

Patients with nonalcoholic cirrhosis may have a bet-
ter response to the distal splenorenal shunt,*® although
this was not confirmed by others.* The progression of
liver disease may result in the development of collater-
als from the mesenteric bed and in a loss of selectivity,

Pl Hypertension 1975

the original rationale for the operation.** Claims for
better preservation of liver function after distal spleno-
renal shunts* require further confirmation.

Modifications of the procedure include a pancreati-
cosplenic venous disconnection® to avoid a new path-
way for collateralization (Fig. 102-9). The dissection,
however, can be particularly difficult in alcoholic pa-
tients with chronic pancreatitis. Distal splenorenal
shunts are not suitable for patients with tense ascites;
transient accumulation of ascitic fluid during volume
resuscitation, however, is common and should not pre-
clude the procedure if hepatopetal flow is demon-
strated preoperatively. The procedure must be per-
formed by an experienced surgeon; the availability of
alternative methods of treatment has reduced the num-
ber of shunt procedures worldwide.

Postshunt encephalopathy continues to be a major
concern when recommending surgical decompression.
No methods predict the development of postsurgical
changes in mental state. Transient encephalopathy that
occurs around the bleeding episode does not preclude
a shunt procedure‘” Preoperative liver function does
not predict the neurologic response to the procedure.*®
Experience with the small-diameter portacaval H
graft,*” in which a preserved portacaval pressure gra-
dient and higher hepatopetal flow result in lower rates
of encephalopathy, suggests that a key factor in the
incidence of postshunt alteration in mental state is the
rate of delivery of neurotoxins from the splanchnic bed
to the systemic circulation.*®

Three studies compared distal splenorenal shunts
with sclerotherapy in alcoholic cirrhotic patients (80%
to 90% of the study population).*'*** The rebleeding
rate was higher after sclerotherapy, but no differences
in survival were seen in all studies. Of patients in the
sclerotherapy group, 6% to 31% ultimately underwent
shunt surgery. Hepatic portal perfusion was main-
tained better by sclerotherapy than by selective shunt-
ing. One study, comparing end-to-side portacaval anas-
tomosis to sclerotherapy, found surprisingly similar
incidences of encephalopathy.*”

Surgery is proposed for patients considered unre-
sponsive to sclerotherapy.** However, sclerotherapy
requires a long-term commitment from the patient. The
choice of therapy should be based on the assessment of
patient’s compliance, geographic considerations, and
the availability of local expertise.

Future Directions

Transivgular Intrahepatic Portosystemic e
Shunt Stent

A radiologic technique for the percutaneous place-
ment of an intrahepatic shunt has been developed.*”
The procedure is rapid, requiring 2 to 3 hours to com-

plete, and is performed without anesthesia. It involves

localization of the portal vein by ultrasonography and
transjugular establishment of a parenchymal tract be-

twieen a central hepatic and portal vein (Fig. 102-10).

An expandable wire mesh stent (diameter 8 to 12 mm)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Table 102-6. RANDOMIZED CONTROLLED TRIALS COMPARING DISTAL SPLENORENAL SHUNTS VERSUS
NONSELECTIVE SHUNTS IN PREVENTING RECURRENT VARICEAL HEMORRHAGE*

Number of Operative Vvariceal Shunt Occlusion
Patients Alcoholic  Mortality (%)  Hemorrhage (%) PSE (%)
Control Cirrhosis
Trial shunt PSS DSRS (%) Pss DSRS PSS DSRS PSS DSRS PSS DSRS
Millikan et al.** RCS, 29 26 72 10 12 31 22 29 14 76 26
MCS

Reichle et al.™ MCS 14 13 93 7 8 NRT NR NR
Langer et ai.®® PCA 40 38 82 0 13 5 9 NR 48 36
Grace et al.™ PCA 38 43 90 13 9 12 18 15 17 45 51
Harley et al.*® PCA 27 26 100 7 12 4 30 NR 32 39
Fischer and McKinley*' PSRS 27 29 84 7 10 7 11 12 23 16 8
Spina et al.©? PCA 47 46 46 2 2 2 9 NR 17 21
Totals — 222 221 78 7 2 10 16 20 18 39 30

*PSS = porfosystemic shunt; DSRS = distal splenorenal shunt; PSE = portosystemic encephalopathy; RCS = renocaval shunt; MCS =
mesocaval shunt; PCA = portacaval anastomosis; PSRS = proximal splenorenal shunt.

tNR = not reported.

Adapted from Grace ND, Conn HO, Resnick RH, et al. Distal splenorenal vs portal-systemic shunts after hemorrhage from varices: o

randomized controlled trial. Hepatology 1988; 8:1475-1481.

is placed and a balloon expanded to achieve a reduc-
tion of the portal venous pressure gradient to less than
12 mm Hg. A neointimal lining of the stent forms
within a few weeks in the dog model.**®

Experience in nonsurgical candidates with portal hy-
pertension and refractory variceal bleeding®® *’
showed that TIPS lowered the mean portohepatic pres-
sure gradient with cessation of bleeding. When patients
required a greater portosystemjcf pressure gradient re-
duction, the stent was further expanded by percuta-
neous balloon angioplasty.*” Followup endoscopies
within 1 week showed a reduction in size of the varices
in all patients. All shunts were patent within the mean
followup duration of 5 months, although additional
balloon angioplasty procedures were needed for minor
strictures in 2 of 8 patients.
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Figure 102-9. Development of new collaterals after distal spleno-
renal shunt results in loss of selectivity of the operation; transgastric
and pancreatic collaterals shunt b ood from the portal vein to the
splenic venous drainage. {(From Warren WD, Millikan W], Henderson
JM, et al. Splenopancreatic disconnection. Improved selectivity of
distal splenorenal shunt. Ann Surg 1986; 204:346-355.)

Further studies are needed to compare present ther-
apeutic modalities with TIPS in terms of rebleeding
rate, complication rates, and long-term patency. TIPS
was highly effective in controlling both the acute and
recurrent hemorrhages in a small uncontrolled pro-
spective study of cirrhotic patients with advanced
Child’s class and refractory variceal bleeding.® Portal
pressures were reduced from a mean of 34 to 22 mm
Hg, but portal hepatic gradients were not measured.
No procedural or intrahepatic complications were re-
ported and hepatic function was preserved. Potential
complications, however, include stent migration, he-
mobilia, and arteriovenous fistula. A major advantage
of this procedure is the preservation of the porta hepa-
tis for future transplantation. Results on long-term sur-

vival are awaited.

Liver Transplantation

Long-term survival rates with liver transplantation
have been reported from some centers to be as high as
70% at 3 years.™® This approaches the survival seen
after elective shunt surgery and allows consideration of
recurrent variceal bleeding as an indication for trans-
plantation in patients with decompensated liver
disease #** ©° However, organ supply and health care
costs prohibit its widespread use, and transplantation
should be reserved for individuals with variceal hem-
orrhage and concomitant hepatocellular failure. still,
hemorrhage should be controlled by other means be-
fore considering transplantation.

ADDITIONAL BLEEDING SITES
Congestive Gastropathy

Endoscopic descriptions of portal hypertensive gas-
tropathy include a mosaic pattern of 2 to 6 mm erythe-

matous patches separated by a fine yellow or white
lattice or, in a more severe form, a granular mucosa

with cherry red spots, also termed scarlatiniform pat- y

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Number (if known): Ky640:34

Device Name: Iransjugnlar Access Set

Indications For Use:

The ANGIUDYNAMICS, Inc. Transjugular Liver Access Set s intended to be used for transjuguiar
liver access during diagnostic and interventional procedures.

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

oo ol

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use or Over-The-Counter Use
(Per 21 CFR 801.109)

(Optional Format 1-2-96)

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

INCORPORATED

April 25, 1997

Donna Buckley
1.8, Food and Drug Administration )
{enter for Devices and Radiological Health

9700 Corporate Drive
Rockville, Maryland 20850

Re:  Additional Information Request
K964034 - ANGIOLYNAMICS® Trangjugular Access Set

Dear Ms. Buckley:

The following information is provided in response to your request for additional information
regarding the above referenced premarket notification,

The 21 gauge needle is manufactured hy Needletech, North Attelboro, Magsachussetts. The
14 gauge needle is manufactured hy Hawk Medical, Giainesville, Florida.

The following table compares the Access Set descrihed in K964034 to the device described by
Hawkins in the article published in the Journal of Vasenlar and Interventional Radiology.

Device presented in K964034

Device presented in JVIR article Nov. 1994

% brench introdiicer sheafh &. hemostasis valve

rench guiding catheter & hemostasis valve

& French catheter

8 French catheter

5 French AngiOptic Catheter

5 French catheter

14 gauge curved needle with “extra-blunt” tip

14 gggc‘curvcd' ncedle with blunt tip

2] gauge beveled tip needle

22 Eaugé‘bevclod tip ncedle

8 French introducer sheath vy, 12 French gulding catherer:

The 8 French introducer sheath presented in K964034 und the 12 French guiding catheter
presented in the JVIR article are the same device. The 8F refers to the ID or the maximum
diamcter of the catheter that can be introduced through the sheath. The OD is 12F. Since
industry standard for introduccrs is to label them with the ID or the maximum size of the
device it is intended to introducc, it will be referred to as an 8F introducer sheath.

8 French PTFEE catheter vs. 8 French catheter:

The 8 French PTFE cathcter prescnted in K964034 and the 8 French catlicler presented in the
JVIR article arce the same device.

603 Oneansbury Ave. = Queensbury, NY 12804 USA « 518-798-1215 * 800-77ANGIO * fax* $18.798-3625
E-mail; hup.//www angiodynamics.com

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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§ French AngiOptic catheter vs. 5 F rench catheter.

Tle § French catheter used in device described i Ui JVIR arlicle was constructed [ron a
Teflon shaft, whilc the device presented in K964034 uses a commercially available nylon
shaft straight AngiOptic catheler (K954423). The reason for this change was that (he straight
AngiOptic is already in our product line and the purpose of the SF catheter is for contrast
injection — vousistent with e desigu gual of dic AngiOplic There are no dimensional
differences between the rwo devices.

14 gauge curved needle with “oxtra-blunt” tip vs. 14 gauge curved needle with blunt tip:
As figwe 1 indicates the change from the blunt tip to the “extra-blunt” tip was to reduce the

possibility of severing the tip of the 5 French catheter while retracting it through the 14 gauge
curved necdle.
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Figure 1 - Comparison of two styles of curved needle

21 gauge needle vs. 22 gauge needle:

The reason for increasing the size of the beveled point needle from 22 gauge to 21 gauge wag
to allow the use of an .018” guidewire instead of an .016” guidewire. A .018” can in some
instances be easier to track through the vasculature and gives the physician more flexibility.

The differences between the device proposed in the 510(k) and the device described in the
article are very slight and would not affect the product’s safe and effective use.

If there are any further questions regarding this application, please tee! tree to contact me at
518-798-1215 extension 123.

sincerely,
ANGIODYNAMICS, irc

Se—= it~
Brian Kunst
Dircclor, Regulatory Affairs and Quality Assurance

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

603 Queensbury Avenue, Queensbury, New Yurk 12804

| S Phonc: 518-798-121% Fax: 518-798-3625

To:
Donna Buckley
Chvision of Cardiovascular
Device
Phone:
Fax phone: 301-430-4204
REMARKS: O Urgent [ Foryenr review

Re: K964034 Additional Information

Dear Ms. Buckley,

Date: April 21, 1997

Number of pages iincluding cover shicet;

Brian S. Kunst
Dircctor, Regulatory Affairs and
Quality Agsurance

Phone: 518:798-1213, ¢xt. 123
518-798-3625

™ Reply ASAP [0 Please comment

Attached is a copy o an article entited Fine Needle Transjugulas Purtal Venous Access System by Irvin [lawkins, MD. Dr.
Hawkins specified the features of the AngioDynamics Transjugular Access Set described in K964034. based on his clinical
experience as described in this paper. This paper provides contidence that the AngioDvnamics Transjugular Access Set will be

clinically acceptablel for its iutended use.

If you have any questions. please call me at 518-/98-1215. extension

Sincerely,

ANGIODYNAMICS®, Inc
- l 5 e T
A -
Brian Kunst i
Dircctor of Regulatary Affairs/Quaiity Assurance

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

instrumentation

Fine-Needle Transjugular Portal Venous Access

System’

scott R, Kerns, ID
Frank W. Sabatelli, MD?
nvir . Mawkins, Jr, MO

Index terms: Cathéters and catheterization,
technology, 957,123 < Portal vein, §57 123 =
Shuntz. portoavetomi] 660.463
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THE transjugular intrahapatiec portn-
eystemic shunt (TIPS) haa become & wi-
able vpllon in the treatment of patients
with porta] hypertension. Numerous se-
riez have chown it cffestively lowers
portul pressurea, thereby reducing the
chance of variceal hemorrhage and al-
lowing resorption of acoitee (1-4), Theee
resulls are uchieved with a lower proce-
dural morbidity and mortality com-
pared with those aceociated with surgi-
cal shuuting. Excluding hepatic enceph-
ajopathy and late shunt stenosis or
occlusion, ths complication rata of TIPS
procedures hus been reporied W be less
than 10% (5). Although rare, serivus
and potentially fatel complications may
eccur iucluding bepalic arlery vuclusion
or pseudoaneurysm formation, arterio-
portal or arteriovenous fistulz forma.
tion, hemobilia, and iulrape: iboneal
bemorrhage. Various technigues and
equipment for transjugular portal ve-
nous access have been proposed in part
to decrease procedural complications
while maintaining a high tachnies] sue-
cess rate (1,6,7). With these goals in
mind we have developed and clinically
tegted a moadified h-oh,ang'nlnr pnrfn]
venous access aystem, and in this report
describe our expericnce sing it to per-
form TTPR pracadires in TR patiante

PATTENTS AND METHODS

The fine-needle set is a coaxial sys-
tem eangisting primarily of fiva compn-
nents (AngioDyoomics, Glens Falla, NY)
(Figs 1, 2). The inner component consists
of an 82-cm-long, 22-gsuge, thinwall
puneture neccdle inaide o 70.cx-long, E-F
callieler, A 0.018-inch nitinol guide wire
with a highlv radiopaque tip (Microvena,
White Bear Lake, Minn) ic placed into
the needle. When tlie needle is will-
drawn into the 5-}" catheter, a stop on
the shaft of the needle exactly aligns
thoir Lipa. This prevents accidencal ad-
vancement of the needle through the
wall of the eatheter

Tha suter cnmpomcnt caralata Of 2

hinnt.tip, Al.em.long, 14-gauge motal
cannula inside a 57-cm-long, 8-T callicter.
The cannula nas a 3U° curve over 11s dis-
1al 4 cm that directs the conrse of the
emallcr puncturc ncedle. A metal handle
on the hub of the cannula indicates the
direction of its curved tip'and acts a< a
handle for torquing the cannula, The en-
tire assembly is placed thrangh a 44-cm-
long, 12-F, thick-walled Teflon guiding
catheter with a hemostasio valve and side

ort.

This fine-needle system was used to
perform TIPS in 75 patients between May
1991 and March 1994. The most common
grcseuLaLiun wus recurrent variceal hem-

rrhage refractory to sclerotherapy. After
the procedure, putients were observed at
loast overnight with daily serial measure-
monte of hematocrit levele. A eolor Dop-
pler flow imuging examination was per-
formed the morning after the procednre
confirm shunt patency and to cvoluste
¢ vessel octlusiun or pseudouneurysm,
filiary obstruction. or any change in the
amount or character of gpcites.

The general TIP3 tecluiiyue hus been
previously degeribed (1-3); however, sev-
ara] modifications were used. The sight
internal jugular vein was culered under
ﬂxrect ultrasound (US) guidaace with a

1.gaugo naodlo. Dnco in the hopatis

in, the 12-T guiding catlicler was re-
tracted and the curved metal cannula ro-
thted toward the expected location of the
:3;1“ portal vein. The 22-gauge needle

ag advanced in 1—Z-mm inerements, and
the area was tested by gontly probing
with the preloaded 0.016-inch guide wue
or injecting contrast material viaa
Trnhy-Rorst adapter. This was eontinued
unti] the pertal vein was entesed, v ur-
rant puncture of another structure oc-
clrred, or the needle had been advanced
6 or 8 cm. Errant punctures included
puncture of the hepatic artery, bile duct,
or liver capsule. If an errant puncture or-
curred or the ncedle edvanced B or 6 cm
without entering tlie pyrlal veiu, te
needle was retracted, the cannula redi-
vacted, and a new sarios of passec per-
formed.

815
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stop on proximal sh
nuls, 8-F catheter,

cess system.,

Once the 22-goucé needle had en-
tered the portal venons system without
travessing tlie hepatic artery or biliary
system, the 0.016-indh guide wire was
advanced followed by the needle and 5-¥
vatlieter. Portugraply was performed Lo
contirm that the right portal vein had
been entered. The 8-F and 12.TF cath.
etars were then advaiced Wto the purtal
vein over a guide wire tollowed by bal-
loon dilation and platement of & Wall-
stent (Schneider, Minneapolis, Minn).
The sturdy 12-F cathter provided direct
sceess to the main partal vein for balleon
espansion and stent placement without
buckling or resistance.

Figures 1,2. (1) Dieassembled fine-nesdle trangjugular portal
venous docess systep. From lop t bottern: 22-guags peedle with
_5.F catheter, 14.gauge blunt metal can-

d 12-F guiding cstheter with hemostagis
valve und side port. (2) Asseiubled fine-needle purlal venous ac-

RESULTS

W wees able te ptace o functiviung
shunt in 72 of 75 patients, for a technical
suceess rate of 96%. Among sur failures,
one patient had previous portal vein
thrombasis with partlal recanalization
on imaging studies. In this patient, we
were unable to cnter k recanalized
Lrancl despile approsiuaiely J0 passcs,
In another patient thp postertor branch
of the vight partal vei thrambosed
nlang with the shunt pfer dilation :f the
shunt. The putient returned later far

successful placerment of a shunt to the
1o8 partal vain The third faiturs ne.
curred in a patient with a large liver
and very emall portal vein branches, We
wore nnahle tn enter the portal venons
syatcm, and he later underswont dueecss
ful creation of a distal splenorenal
shunt.

We had e difficulty advunsing the
0.016-inch guide wire into the portal
gystem and it naver was cheared nff by
the sharp needle. However, we did not
attamgt 1o pass the needle around acute
turns for fear of this occurring.

No paticnts developed elinicel oigms
of hemorthuye ur u drup iu hewalouil,
and no evidence of vascular injury. dil-
jary obetruction, or hemoperitoneum
was seen on the postprocedure US ex-
aminations. The hepatic artery, biliary
systam_ and liver capeuls were inadvert.
ently punctured in approximately S%,
10%, and 20% of patlents, respecrively

No errant puncture of the galibladder,
rolan, or right kidnay accurred. In two
poticnts (3%) the main portal vein,
which is believed v be extrubeputic, way
entered without sequelae. In all of these
patidnis new pasges ware performed to
complete the TIPS without violaling ad-
jacent structures.

o found that in patisnts wilth awmall
livers, the portal bifurcativn was [te-
auently almost directly antarior to the
hepdtie vein, whieh neecositnted a sharp
turn anlerior o wake a successful puuc.
ture. In these cases, the angle of the
blunt eannula can be increased by care-
fully bending it by hand to the desired
amount. Also, the 22-gauge needle may
e bent as well, although this should be
done with the 0.018 jnch guide wirv in
side it to avoid compromising the needle
lrman The enrve of the hent 29.gange
needle naturally follows and extends the
curve of the metal cannula.

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

sy



Records processed under FOIA Request #2018-3544; Released by CDRH on 09-13-2018

Kerns et al » 837

Volume 3 Number 8

N

in trcotment with trsnsjugular intrahe-
patic purlusystemic shunt. Radiology
1993; 182:790-001.

5. Freedman AM, Sanyal AJ, Tisnade J, et

avoided since preliminary data show Llis
DISCUSSION may ineite pgendointimal hvperplasm‘
leading to chuat failure (14). With this

Tn general, TIPS is considered a rels-  system the tract is tested befure e o1 Camplications of transjegular intra-
tively saf~ maang of portal decompras. sheath is advanced and the shunt is hepatie portogyetemic shuat: @ sompre-
} slon in patients wih purtal hyperten- placed, thercby aveiding these problems. Lengive review. RadioGraphico 1003;
i ien. Althaugh most procedural compli- The guiding catheter, wlich is longer 18:1185-1210.
cations either arc broated conservatively  and has a thicker wall than the thin- 6. Maynar M, Cabrera J, rulido-Luque JM,
oL al. Transjugular intrahepatic porto

walled sheath provided with the Rasch

or have no significant iwpact on the D e sants enrly avpariancs With 7

;

: atient’s care, serfous and potentiaily set, provides access to the pur_tal vein in .

! Fatal complicationf ean and do eccur all patiente without buckling into the il;gzsl?l; ;;?;g;fgg:f‘“ syctem. AJR

i (5,8=10), Tu lprdve e safey of this right atrivm. Wo and others have fomA 1 R et G, el Guercio LRN.  Gom-

i procedure, thereby potentially increas- that with the Rosch set Uus hes not al- bined transmesenteric and trangjugular

i ing ito olinical usefalness, we have at- ways heen the case ( 15). Its length al- approach far intrahepatic portasystemic
tempted to refin prlaal way Lo the most  lowa it o he placed into the portal vein shnat placoment. JVIR 1993; 4:6€1-666.

difficult and dangerous part of this pro- completely eliwuusting any resistance in 8. McGee AL, Rees CR, Niblett RL, Dic

P. Complicalious aller
ccduro the trangjugular portal venons the parenchymal tract to the balloon mond NG, Lee SP.  Comp R
’ access. ‘-] golar catheter or Wallstent deployraent device ’ggf_: E_x;dxmve varigbles (abstr). 4 V1K
‘- The fine-needld access system de- In conclusivu, we believe this fine- 994; 5:3. M.
; aeribed ic o modifieation of other cur- needle transjugular portal venous access o f:::i };"mi‘l‘:::; :ﬁ*: f;_‘;,t{gs"“c‘:
rently avallable syslews used for TIPS aystem can be veed safely a:nd offoctively tet). RadioGraphice 1983; 13:118%,
(1.11,12). Unlike the system degcribed £Or the TIPS plavewent. This systes en- 19 Hagkal 4J, Pentecoss M, xubin K.
. Rioch ot al (12), Wl used 2 small-gavge  hancea the ability to avoid intervening Hapatie arterial injury after transjugu-
i hollow needle insiad of a trocar to vital structures and potentially lessen lar intrahepstic portesystemie shunt
. make payses low the portal vein. the cffect of errant punclure=s, overcoms plevmromnt: repo:t of two casea. Radiol
— Pozees ara short, tnd the location nf the  parenchymal tract resistance in ex- ogy 1993; 186:85-83.
needle tip i checked before proceeding tremely cirrhotic livers, and prevent 11, Uchida BI, tutnam JS, Rosch J.
; ; . Hn the rizhit atyivm, Ultis Atraumatic” transjugular needle for
further. This enakles one to avoid tra bucklng into the right ataium ; g o Redioiog
| . . . . wil portz\] vewin pnincture in swine. Radioiogy
; versing or transeeting other vital struc- mately, the choice of access syrtex RogT, 162:580-581.
Lures Lu L vicinty of the portal vein.  dopend on how much significancs the 0P 15 Ruwch J, Uchida DT, Darton RE, Keller
! Most investigators report using a larger  erator places ou tliese factors. ¥S. Coaxial catheterneedle system for
| gauge sharp Colapinta needle nr the Ret transjumular portal vein entrance, J V1K
‘ RUscl scl with its|trocar stylet to per- eferances 1693; 4:14R-147.
| for;: iﬁ: puncture 'I'hrustsy are mgde to- 1 RingEJ, Lake JR, Roborte JP, et sl 13 Uflacker R, Roichort P, D'Albuquerque
ward the portal vain, and aspiration is Usiuy Lrausjugnlar intrahepatic porto LC, Silva AD. Tivai anatomy applied
lied f‘l th edle or cath ter iz systemic Shunts fo cuntiol +avicesl to the placement of transjugulur intrakie-
‘ applied wlnle the poccLe O & e bleeding before Liver transplantation. patic portogystemnic shunts. Kasiology
! withdrawn untul Blood return is ob- Ann Tntern Med 1993; 116:304-309 1096, 161-708-712.
tained. Patentially, n vitnl structure 2. LuBezge JM, Ring BT, Cordon BL, ot al. 1i. LuBeryw JM, Ferrell LD, Ting Wul, e
could be entered qa the way to the por- Creatios of "n“j“g""“. intrahepatic don RL. Histopathologic atudy of cto
tal vein without the operator knowing it. porwsystemic shuuls with the Wallsteat notic and occluded trumsjugulus intiale-
| In spprovimataly hne-hslf of patients " endoprosthesis; results in {00 pauepts. patic portosystemie shunts, JVIR 1995
! another vital strubture lics in tho path Radiologv 1993: 187:413-420. 4:779-786.,
betwee the right{hepatic veln and the 3. Rousseen W, Vinel 1, Bilbao JLatal. 15 McKusick MA, Johnaan CM, Williams
rtal bifurcation/(13) This may result Trangjugular intrahepatic portosystemic IIE. Briffening cannula to feilitate
po N 3, Y L 4 shunix using (e Wallstent prostheaia: a traet dilation far Lrausjupulas intrahes
‘ n artcn§l inJury, atula formation, or foliow-up study, Cardiovasc Lilervent patic portosystemic shunt placement
} communication o the shunt with the bil- Radiol 1994; 17:7-11 VIR 1983: 4.787-785.
fary tree. In addifion to procedural mer- 4 Perral H, Rjavnason H, Wegryn 5A. et
bidity, the latter howld probabls be al. Refrsctosy ascitea =wrly avperianse
}
|
Ve
ﬁ‘ et
* | : SIRTR R EEDRNE IS T a2 ) R

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

Previous fine needle svglien. Thin-walled, “"bLIlunt" 14-
yauge Ross needle "slices" & French cataeter onr'ng

ratraction.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 o
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"extra” blunt
14 gauge
5 F J

21 gauge
needle

New "extra plunt" koss azesdle has @ rcupéed t}?z‘:hich
will ﬁét éut inrer 5 french satheter. Tfa coaxizl 8

Frornch cathetar has peer eliminated. NOTE: The 2

syl wd < < A . . - v Fr- wmoT=E

gauge needle ls advan.e: during search Tf:,‘r: g Lerer
valﬁ The £ Frencn cathetar Fravers=< ESdle a

2" ~gnnge naeedle €NTEIE Zor.alL veln.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ—401)

9200 Corporate Blvd.

February 05, 1997 Rockville, Maryland
ANGIODYNAMICS, INC. 510(k) Number: K964034

603 QUEENSBURY AVE. Product: TRANSJUGULAR
QUEENSBURY, NY 12804 ACCESS SET

ATTN: BRIAN KUNST

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
Supervigory 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




Records processed under FOIA Request #2018-3544; Released by CDRH on 09-13-2018

February 4, 1997

U.S. Food and Drug Administration <
Center for Devices and Radiological Health =
Document Mail Center (HFZ-401) =
9200 Corporate Drive

Rockville, Maryland 20850

Re:  Additional Information request
K964034 - ANGIODYNAMICS®
Transjugular Access Set

Dear Document Control Staff:

The following information is provided in response to your request for additional
information, dated January 6, 1997, regarding the above referenced premarket

notification.

1). Indications For Use

ANGIODYNAMICS, Inc. wishes to revise the indication for use for the Transjugular Access
Set. The revised indication for use is as follows:

“ Transjugular liver access in diagnostic and interventional procedures”

This is identical to the labeled indication for use of the predicate device. Attachment 1
contains the revised instructions for use.

2). Beveled Needle

The purpose for using a hollow needle in the ANGIoDYNaMics® Transjugular
Access Set instead of the solid pencil point needle used in the Cook® Rosch-
Uchida Transjugular Liver Access Set is to enable contrast injections through the
hollow needle during the procedure to assure proper device placement. The
Transjugular Access Set was developed in cooperation with Dr. Irvin Hawkins,
Professor of Radiology and Chief of Interventional Radiology at Shands Teaching
Hospital, Gainesville, FL, whose clinical experience guided the design of this
feature. Note that the O.D. of the pencil point needle is 20ga (.035”), which is
equivalent to the ANGIODYNAMICS, Inc. needle 21ga (.032”).

-,
- Y

4 e
Ques‘vwgfcmtact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Both the ANGIODYNAMICS, Inc. Transjugular Access Set and the Cook® Rosch-
Uchida Transjugular Liver Access Set contain a curved component used for
directing the catheter. Both are 14ga in diameter and are made of stainless steel.
AnGIoDYNAMICS, Inc. refers to the shape of the needle as a Ross needle, while
Cook® refers to theirs as a stiffening cannula. There are no functional differences.

3). Package Label

Originally, the needle that was intended to be used in the Transjugular Access Set
was a 22¢g thin walled needle (.0280 O.D. x 0205 LD.). A slight variation was
made to this by changing the 22g thin walled needle to a 21g thin walled needle
(.032” 0.D. x .024” 1.D.). The purpose of this change was to enable the use of an
.018” guidewire, since the 22g needle limited guidewire size to .016”. A revised
package label is included as Attachment 2.

If there are any further questions regarding this application, please feel free to contact me
at 518-798-1215 extension 190.

Sincerely,
ANGIODYNAMICS, Inc.

Jeffrey R. Mannion
Regulatory Affairs Associate

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
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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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Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

N 6 1997

Mr. .Jeffrey R. Mannion
Regulatory Affairs Associate
Angiodynamics, Incorporated
603 Queensbury Avenue
Queensbury, New York 12804

Re: K964034
Transjugular Access Set
Dated: September 30, 1936
Received: October 8, 1996

Dear Mr. Mannion:

We have reviewed your Section 510 (k) notification of intent to market
the device referenced above. We cannot determine if the device is
substantially eqguivalent to a legally marketed predicate device based
solely on the information you provided. To complete the review of
your submission, we require the following additional information:

1. Please address the following issues regarding the
indications for use:

a. Each indication for use needs to be specified and
supported. You indicate in Section 5 that your device
is “intended to be used for transjugular access in
diagnostic and interventional procedures, such as
biliary drainage, liver access and biopsy, placement
of vena cava filters, and cholangiography.” However,
the device to which you claim substantial equivalence
is indicated only for liver access. Therefore, please
address the following: (1) revise the indication for
your device to specify the areas where it is to be
used; (2) identify a predicate device for each
indication; and (3) demonstrate that your device is
substantially equivalent to the predicate by providing
comparative data and performance data.

b. Please list the vena cava filters that you intend to
place with your device and provide either an
explanation or testing to demonstrate the adequacy of
your device to place these filters without incident.

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

2. The predicate device includes a pencil point needle, whereas
your device includes a Ross needle and a beveled tip needle.
Please provide either the trade names and manufacturers of
devices that use the 14 gauge curved Ross needle and the 21
gauge beveled tip needle for the same indications or provide
an article from a peer reviewed journal that indicates that
these needle tips and gauges are adequate for the stated
indications.

3. The package label indicates that the kit includes a 22 gauge
beveled point needle, whereas the rest of the file
references a 21 gauge beveled point needle. Please clarify

this discrepancy.

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(k), and you
have received a letter from FDA allowing you to do so. If you market
the device without conforming to these reguirements, 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.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 3 - Mr. Jeffrey R. Mannion

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

If you have questions concerning the contents of this letter, please
contact Donna Buckley at (301) 443-8243. 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, or at itg internet address

tdsmo@fdadr.cdrh. fda.gov".

Sincerely yours,

/@m 74 ﬁ/w {éw\/

Thomas J. Callahén, Ph.D.

Director
Division of Cardiovascular, Respiratory,

and Neurological 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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Mr. Jeffrey R. Mannion
Regulatory Affairs Associate
Angiodynamics, Incorporated
603 Queensbury Avenue
Queensbury, New York 12804

Re: K964034
Transjugular Access Set
Dated: September 30, 1996
Received: October 8, 1996

Dear Mr.

Mannion:

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 legally marketed predicate device based
solely on the information you provided. To complete the review of
your submission, we require the following additional information:

Pleagse address the following issues regarding the
indications for use:

Each indication for use needs to be specified and
supported. You indicate in Section 5 that your device
is “intended to be used for transjugular access in
diagnostic and interventional procedures, such as
biliary drainage, liver access and biopsy, placement
of vena cava filters, and cholangiography.” However,
the device to which you claim substantial equivalence
is indicated only for liver access. Therefore, please
address the following: (1) revise the indication for
your device to specify the areas where it is to be
used; (2) identify a predicate device for each
indication; and (3) demonstrate that your device is
substantially equivalent to the predicate by providing
comparative data and performance data.

Please list the vena cava filters that you intend to
place with your device and provide either an
explanation or testing to demonstrate the adequacy of
your device to place these filters without incident.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 @
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2. The predicate device includes a pencil point needle, whereas
your device includes a Ross needle and a beveled tip needle.
Please provide either the trade names and manufacturers of
devices that use the 14 gauge curved Ross needle and the 21
gauge beveled tip needle for the same indications or provide
an article from a peer reviewed journal that indicates that
these needle tips and gauges are adequate for the stated
indications.

3. The package label indicates that the kit includes a 22 gauge
beveled point needle, whereas the rest of the file
references a 21 gauge beveled point needle. Please clarify
this discrepancy.

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(k), 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.

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

nts of this letter, please
1f you need information or
please contact the Division

If you have guestions concerning the conte
contact Donna Buckley at (301) 443-8243.
assistance concerning the IDE regulations,
of Small Manufacturers Assistance at its toll-free number

(800) 638-2041 or at (301) 443-6597, or at its internet address

ndemo@fdadr.cdrh. fda.gov".

Sincerely yours,

Thomas J. Callahan, Ph.D.

Director
Division of Cardiovascular, Respiratory,

and Neurological 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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final:swf:1/6/97
cC: HFZ-401 DMC
HFZ-404 510 (k) Staff
HFZ-450 Division
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Memorandum

From: Reviewcr(s) - Name(s) "Don VLA Bu clde

Subject:  510(k) Number K7é4d.§4

To: The Record - It is my recommendation that the subject 510(k) Notification:

O Is substantially equivalent to marketed devices.
O Requires premarket approval. NOT substantially equivalent to marketed devices.
X 'Requires more data.

O Accepted for review

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

Is this device subject to Postmarket Surveillance? OYES BNO
" Is this device subject to the Tracking Regulation? OYES &NO
Was clinical data necessary to support the review of this 510(k)? OYES €INO
Is this a prescription device? WYES ONO
Was this 510(k) reviewed by a Third Party? OYES ®NO

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

UA 510(k) summary OR (A 510(k) statement
O The required certification and summary for class IIl devices /A o
& The indication for use form (required for originals received 1-1-96 and after)

The submitter requests under 21 CFR 807.95 (doesn’t apply for SEs):
U No Confidentiality 0 Confidentiatity for 90 days T Continued Confidentiality excesding 90 days

Predicaie Product Code with pane! and class:  Additional Product Codef(s) with panel (optional):

Review:

(Branch Chief) ~(Branch Code) (Date)

Final Review:
(Division Director) (Date)

Revised:7-1-96

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




Records proéessed under FOIA Request #2018-3544; Released by CDRH on 09-13-2018

510(k) "SUBSTANTIAL EQUIVALENCE"
DECISION-MAKING PROCESS (DETAILED)

;r New Devioe 4 Comparod te
Markctod Devioc®

No D the Diffcromoos Alter the latended Yes
Daeas New Devioe Have Same —— Thernpoatic/Disgnoatic/ ote,

Lndioation Stalcmcats? ’ Effoct (la Dociding, May “Not Subctantally
Coadder lmpact ea Salcty and Equivalent®
Yes Effoctiveoncsc) Y= Dcterminatioa
l No 1
Desaripdve Infocmntion New Dovioc Had Saase Latendod HNew Dovtoe Elns Pew emmme O
about New o Markctod Ucc snd May be *Sabotantialty . Untendod Usce
Device Requested Equlveloat® —
as Neoded
©, " ©
Dacs New Devioe Have Same Ceoutd the New De the Now Charncterietics Yo
Torhmotoghon Charsctertetior, s b0 Comrnctortotior VS5 . Ratie New Types of Safcty o —o
c.g.. Dadgn, Matetals, cte.? Afloct Safcty Effccdvencess Questions? ]
o Effectivence? g
Yes No i
Q e O,
No Arc the Descr{ptve Do Acceptod Sdaatific Methods
bl r— Cheractectstion Precise Enoagh Exist foc Astadag Effocts of eumnd
o Ensurc Equivalenoc? the New Charcteristios? No
Yes Yes
NO' pre Perfocmence Data Avallable Arc Pecformance Data Avallable  No
o Asscss Equivalanoc?®* - : to Assax Effccts of New eemey |
Cheesctertsties?* = |
Yes |
Yes |
Perfocmaance Pecformance “
Data Duta ]
Roqulced Requiced |
R © :
Pecfarmance Data Dansastrate - O (o] O Parfermance Data Demoastoate = |
Equivalencc? cs Yes Equivalcnoc?
I No No

: : “Substandlally Equiveford” - - C |
To @ Determtaadon To @ |

310(k) submissions compare ncw devices (¢ markeied devices. FDA requests additional infocwata if the sclatioaship
between marketed and “peedicate” (pre-Amendineats o reciassilied post-Amceadments} devices is undear,

This decision ts normally bascd oa descriptive information atonc, but limited testing information is sometimes required.

*° Data may be in the 510(k), other 510(k)s, the Center’s classification files, oc the litcratuce, M_i :

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

\i DEPARTMENT OF HEALTH & HUMAN SERVICES Food and Drug Administration
Memorandum
DATE: January 2, 1997
TO: File K964034
FROM: Donna C. Buckley

Mechanical Engineer, FDA/CDRH/ODE/DCRND/ICDG
SUBJECT: 510(k) Review of Transjugular Access Kit (catheter introducer) -- Angiodynamics
CONTACT: Brian Kunst -- (518) 798-1215 ext.190; FAX (518) 798-3625

DECISION: ADDITIONAL INFORMATION REQUIRED

INTENDED USE: The Transjugular Access Set is intended to be used for percutaneous
transjugular access during diagnostic and/or therapeutic interventional procedures. The examples
of procedures provided were biliary drainage, liver access and biopsy, placement of vena cava
filters, and cholangiography. I spoke with Brenda Bolden (DDIG) and Richard Felton (DGRD)
with regard to the device design and the indications for use. Both claimed that the indications for
use need clarification and justification prior to a detailed review of the device design and testing.
For example, there are no known predicate intravascular liver biopsy devices.

DESCRIPTION: The access kit is comprised of the following components and corresponding
510(k) numbers are noted where applicable:

1) 8F introducer sheath

2) hemostasis valve (K894446)

3) 8F PTFE catheter

4) 5F AngioOptic catheter (similar to K954423)
5) 14 guage curved Ross needle

6) 21 guage beveled tip needle

7) 1 cc syringe (K905447)

8) 10 cc syringe (K905447)

9) y-adapter (K905447)

10) dual check valve (K905447)

PREDICATE INFORMATION: The predicate device is Cook’s Transjugular Liver Access
Set. A letter was provided from Cook that stated that the device is a currently marketed modified

preamendment device.

BENCH TESTING: Pull testing was performed on the 8F catheter, the 8F catheter introducer
and the 5F AngioOptic angiographic catheter. Test results appear adequate.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 &XW
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BIOCOMPATIBILITY: Biocompatibility test information was provided for the following:
(1) hemolysis; (2) cytotoxicity; (3) pyrogenicity; (4) irritation and (5) implantation. A systemic
toxicity study was also performed with mice. Test results appear adequate.

STERILIZATION/PACKAGING:

EtO sterilization will be performed in accordance with AAMI Guidelines for Industrial Ethylene
Oxide Sterilization of Medical Devices (SAL > 10, ethylene oxide and ethylene chlorohydrin
residuals < 25 ppm, ethylene glycol residuals <250 ppm). Pyrogen testing will also be
performed in accordance with the United States Pharmacopia Bacterial Endotoxins Test.

The access set is packaged in Tyvek to polyethylene/polyester Mylar pouches. All packaging
materials are identical to those used to package the AngioOptic angiographic catheters

(K954423).

DOCUMENTATION:

Indications for Use

Truthful and Accurate Statement

Pobe b

Safety and Effectiveness Statement Summary

CORRESPONDENCE:

Cook Regulatory Affairs -- April Lavender
Ms. Lavander reported that their transjugular access kit is a modified preamendment device.

Registration number: A176504.
ADDITIONAL INFORMATION REQUESTED:
1. Please address the following issues regarding the indications for use:

a. Each indication for use needs to be specified and supported. You indicate in Section 5
that your device is “intended to be used for transjugular access in diagnostic and
interventional procedures, such as biliary deai ] d biopsy. placement of
ava filters. and cholangiography.”

?
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 4%";\7

¥ i
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RECOMMENDATION:

I recommend that the above additional information is required. Several issues need to be
addressed prior to a substantially equivalent determination.

1.
2.
3.
4
5.

Donna Buckley g \}\)—J\ ‘ ,}W

The preamendment status of the predicate should be established.

A 510(k) kit certification should be obtained.

The indications for use should be clearly stated.

Depending on the indications, either consult requests or separate 510(k)s should be

submitted to DRAERD and/or DDIG.
Testing should be evaluated for each indication.

Wi

3
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

sy
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_ .hhs.gov or 301-796-8118
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~ For DCRND Use Only

DCRND Classification Checklist
for Premarket Notifica tion 510(k)

rT)evice: ”

e

Submitter: 5/ W
Date received: 4 ﬂ Review
Originat 510{k}: f”(@ 790 This submission: f"ﬂc’ et A cycle
1 J -

Review Tier {circle one): i, i,

(for Tier I, complete items 1-5 on the Screening Checklist)

Question Yes No

I‘ A. Is the product a device? X
8. Is the device exempt from 510(k) by reguiation or policy? X
C. Expedited Review Status: Requested by sponsor X
Identified by DCRND X

Granted by DCRND

D. Has this device has 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 subject of an integrity investigation?

if yes, has the ODE Integrity Officer given permission 1o proceed
with the review?

4

WKWM | Date:/DZ_//_/Z/ié

Administrative Reviewer Signaturgg,
(r‘# s

o
i

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 e PR Heatth Yervice

Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ-401)
6200 Corporate Blvd.

October 08, 1996 Rockville, Maryland 20850
ANGIODYNAMICS 510(k) Number: K964034
603 QUEENSBURY AVE. Received: 08-0CT-96
QUEENSBURY, NY 12804 Product: TRANSJUGULAR ACCESS
ATTN: BRIAN KUNST 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 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 informatiom.

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).

If 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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GIOLDYNAMICS®

INCORPORATED

September 30, 1996

U.S. Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center (HFZ-401)

9200 Corporate Drive
Rockville, Maryland 20850

Re:  510(k) Notification for
Transjugular Access Set

Dear Document Control Staff:

Pursuant to the requirements of Section 510(k) of the Food, Drug and Cosmetic Act,
notification is made of the intention of ANGIoDYNAMICS®, Inc. to manufacture and market

the following:

Transjugular Access Set

We consider our intent to market this device as confidential commercial information and
request that it be considered as such by FDA. We have not disclosed our intent to market
this device to anyone except employees of our establishment and have taken precautions

to protect this confidentiality.

Thank you in advance for your consideration of this application. If there are any
questions, please feel free to contact Brian Kunst, Director of RA/QA, at 518-798-1215,

extension 123.

Sincerely, :
ANGIoDYNAMICS, Inc. B

vy
i T .
s H A A ’ ) -
1 H i . o -
/j H I T i LT
N 7

Jeffrey R. Mannion
Regulatory Affairs Associate &,{%

603 Queensbury Ave. « Queensbury, NY 12804 USA « 518-798-1215 * 800-77ANGIO * fax: 518-798-3625 ‘
Questions? Contact FDA/EBRHIOR D etCHRHEOBTATIOS@® da.hhs.gov or 301-796-8118 (9./ !
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_ Page ! of !

510(k) Number (if known):

. i A
Dcmccbhnw:TransjugUlar ccess Set

The AngioDynamics Transjugular Access Set is
intended to be used for percutaneous transjugular
access during diagnostic and/or therapeutic,
interventional procedures.

[ndications For Use:

e

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

Concwrrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Off)
D:gséon of Cardiovascular, Respi atory,
and Neurological Devices }2 3 L(
510(k) Number (O%j

Prescription Use | OR Over-The-Counter Use
Per 21 CFR 801.109) . —

(Optional Format 1-2-98)

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

TABLE OF CONTENTS
Contents Section
Truthful And Accurate Statement 1
General Information 2
Summary and Certification 3
Proposed labeling 4
Device Description 5
Comparative Information and Substantial Equivalence 6
Biocompatability Assessment 7
Sterilization Information 8
ANGIoDYNaMICS® Transjugular Access Set Drawings 9
10

Predicate Device Labeling

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 £
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Premarket Notification
Transjugular Access Set

Truthful And Accurate Statement:
[As required by 21 CFR 807.87()]

I certify that in my capacity as Regulatory Affairs Associate at ANGIoDyYNAMICS®, |
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.

]
4

i I /j7 )
. ;/ / L/ﬂ ! [~
1 ’L{S'ignzfturve)

Jeffrey R. Mannion

(Typed Name)
9/30/96
(Date)

K4 (0%3&,5

(Premarket Notification (510(k) Number)

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

General Information:

ANGIODYNAMICS, Inc tends to introduce the following device into commercial

distribution:
a) Trade Name: Fransjugular Access Set
b) Device Name: i ‘atheter Introducer
¢) Established Registration Number 210211
d) Vlanufacturing Site Address: wwsieDYNamIcs®
103 Queensbury Avenue
ucensbury. New York 12804
e) Sterilization Site Address: < 'uvsmed 11, Inc.
¥ [ndustrial Drive
“oventry, Rhode Island 02816
) Sterilizer Establishment 222273
Registration Number
e) Classification: %7().1340 Catheter Introducer
Product Code: 74DYB
Class 1T .
i ‘ardiovascular Devices
) Device Equivalence:

This product is substantially equivaleni 1o the following devices:

. Cook® Rosch-Uichide fransjugular Liver Access Set

"This device does not present additional risks to patients or different
considerations regarding safety and effectiveness than those presented by
the prc- Amendment devices.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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h)
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Performance Standards: None Established

ANGIODY~AMICS® Contact Information:
Name Brian Kunst, Direcicr of RAZ/QA
Address: 603 Queensbury Avenue

Queensbury. New York 12804
Phone (518) 798-121 3% extension 123
Fax: (518) 798-3625

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

A
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Premarket Notification
Transjugular Access Set

Summary And Certification:

I certify that in my capacity as Regulatory Affairs Associate at ANGIoDYNaMics®, T will
make available all information included in this premarket notification on safety and
effectiveness within 30 days of request by any person if the device described in the
premarket submission is determined to be substantially equivalent. The information I
agree to make available will be a duplicate of the premarket notification submission,
including any adverse safety and effectiveness information, but excluding all patient
identifiers and trade secrets and confidential commercial information as defined in 21

CFR 20.61.

i

C 0/ V\ /) / N

Jefféy R. Mannion
Regulatory Affairs Associate

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

Proposed Labeling

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

~,

Y

I
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Instructions for Use

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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Package Label

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

Contents:

1-8F PTFE Introducer with Hemostasis Valve and Sidearm

1 - 8F PTFE Catheter
1 - 5F Nylon AngiOptic™ Catheter
1 - 14g Curved Ross Needle

1 - 22g Beveled Point Needle

1 - lcc Syringe
1 - 10cc Syringe
1 - Dual Check Valve

1 - Hemostasis Y-Adapter

CATALOG NO. M de catalogue /Nimero de catalogo Kaz.cg-Nr.
/Numero dl catalogo /NGmero do catdlogo /Xatalognummer /1 4 O 77 F-5-

QUANTITY /Quantité /Cantidad /Menge /Quantita /Quanticace /Antal /g Ik

LOT NO. e de lot /N2 de lote /Posten-Nr. Numero di letio Lote n
Lot nummer /01 - b &8

STERILIZATION METHOD Méthode de stérilisaticn ,Me:zco de
esteriiizacién /Sterilisationsmethode /Metodo di sterilizzazione Metcco de
esterlizacdo /Steriliseringsmetod / JRM ¥ 3%

STERILIZATION DATE /Date de stérilisation /Fecha e esuzriiizacion
/Steriisationsdatum /Data di sterilizzazione Data de esterilizz;2s
[Sterlliseringsdatum /JRIM2E A B

EXPIRATION DATE /Date de pérempticn Fecha de szzuzzad
Nerfallsdatum /Data di scadenza ‘Data de expiragdo /Utgdngscamm HWEAE

STERILE: Starile unless package is opened or damaged. Si3.2 sztent use: Do not resterifize.
CAUTION: Federal law (USA) restricts this cevice to saie ty or =1 e order of a physician.

STERILE - SINGLE USE - STORE IN A CCCL DRY PLACE - PROTECT FROM UV LIGHT
Stérile - Destiné 3 un usage unique - Conserver dans un s~2°2it sec et frais - Protéger de la lumiére ultraviclene
Esteril - Usese una sola vez - Guardar en ur. 22 y fresco - Proteger de fa luz ultravioleta

Steril - Nur zum Einmaigesrauch - Kihi en bewahren - Vor UV-Licht schitzen
1 = @ secce - Protegere da Ia luce ultravioletto

Steril - Endast f8r engargscruk - Forvas = torrnt - Skyccas frdn ultraviolett ljus

EEE BEFELLLTTI0, RARARPM

co - Deve ser protegido contra raciagdo uit'a vic €12

®

E-Z-EM, INC. LC 340 REY. 1C6E3

For orders and customer service in the USA, ca.! 2l free

Questions? YR MR RHIQGE/RIRAL CORH-FOISTATUS @fda.hhs.gov or 301-796-8118

Queensbury. |
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Premarket Notification
Transjugular Access Set

Device Description:

The ANGIODYNAMICS® Transjugular Access Set is intended to be used for transjugular
access in diagnostic and interventional procedures, such as biliary drainage, liver access
and biopsy, placement of vena cava filters, and cholangiography.

“
The ANGioDYNaMics® Transjugular Access Set consists of the following components:

« 8 French introducer sheath with hemostasis valve
* 8 French PTFE catheter

* 5 French AngiOptic™ catheter

* 14 gauge curved Ross needle

+ 21 gauge beveled tip needle

\;:* Ss— .. 11 &j

Fig. 5-1. Assembled Transjugular Access Set.

To allow for infusion of contrast agents to properly locate the device as it is advanced, the
following components are also included:

« lcc syringe, 10cc syringe, y-adapter, dual check valve

The introducer sheath consists of a 8 French I.D. x 12 French O.D. PTFE tube, 47cm in
length with a nylon hub and a hemostasis valve. The intended use for the introducer
sheath is to facilitate the placing of catheters into the vasculature, the same intended use
as for all introducer sheaths. The introducer sheath is pictured in Fig. 5-2.

- 39 Lo -
X el - I | (B (@) e L. B <
s d,:J/

Fig. 5-2. Introducer Sheath with Hemostasis Valve.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The needle set consists of a 14 gauge blunt tipped 304 stainless steel curved Ross needle,
and a 21 gauge beveled tip stainless steel needle with a nylon hub. The 14 gauge Ross
needle has a torque handle / directional indicator on the hub. This handle is very useful
for rotating the needle and to allow the user to know the direction in which the curve is
pointing at all times. The 21 gauge needle is hollow to allow for contrast injections at
any time to visualize location within the vasculature at any time throughout the

procedure.

The intended use for the needle set is to act as a catheter stiffener, and to allow access to
given areas within the vasculature. The needle set is pictured below in Fig. 5-3.

B - Adcm 1 - - —l
i
R SSPU 39cm Ri'l - - (o7
| ‘ /(
N L e \‘\
ﬂﬂ I e ST T LR 7 N
T4 Geuge Blunt tip Ress. Needie Ve BLUNT R \\\_
)/’Z-& '
ey /
/// et !
- P
P e - — 71crn REF.— - S ey
7 PG —— - )
71 Jauge Beveled Tip Needo wito ciur \
T T
“ —
SrVELED TIF
/ \
X L j
\\ ’///'

Fig. 5-3. 14 gauge curved Ross needle and 21 gauge needle with hub

The 8F catheter is comprised of a piece of PTFE tubing and a nylon catheter hub, and is
intended to be used as a dilator with the Introducer Sheath (12F O.D., 8F 1.D.) The 5F
catheter is very similar to ANGIODYNaMICS® AngiOptic Catheter, K954423, and intended
to be used to inject contrast into the patient during the procedure. The only difference
between the AngiOptic Catheter used in the Transjugular Access Set and the straight

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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selective catheter which was found substantially equivalent in K954423 is the catheter
length. The catheter in K954423 is 59.5cm in length while the 5 French straight selective

catheter in K954423 is 90cm in length. The catheters are pictured in Fig. 5-4.

P slbem

Fig. 5-4. 8F PTFE catheter and 5F AngiOptic catheter.

Tensile Testing:

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

The ANGIODYNAMICS® Transjugular Access Set is packaged in Tyvek to polyethylene\
polyester Mylar pouches. All outer packaging materials are identical to that used for
ANcGIoDYNaMICS® AngiOptic Angiographic Catheter, 954423.

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

Comparative Informati Substantial E

ivalence:

The ANGIoDYNAMICS® Transjugular Access Set is intended to be used for transjugular
liver access in diagnostic and interventional procedures. This is the same intended use as
the Cook Résch-Uchida Transjugular Liver Access Set. Size and material comparison
between the ANGIODYNAMICS® Transjugular Access Set and the Cook R6sch-Uchida
Transjugular Liver Access Set is presented in Table 6-1.

ANGIODYNAMICS® Cook Rsch-Uchida

Features Transjugular Access Set Transjugular Liver
Access Set

Introducer Sheath with Introducer Sheath with

Components included

Hemostasis Valve

5F & 8F Catheter
Curved stiffening needle
Access needle

Hemostasis Valve

5F & 10F Catheter
Curved stiffening needle
Access needle

lcc Syringe
10cc Syringe
Dual Check Valve
Hemostasis Y-Adapter
Introducer sheath inner diameter 8 French 10 French
Introducer sheath material PTFE TFE
Introducer sheath length 39.5cm 41.5cm
R/O marker on sheath No Yes
Catheter outer diameter 8 French, 5 French 10 French, 5 French
Catheter lengths 8F - 51.5cm 10F - 51cm
SF - 59.5cm 5F - 59cm
Catheter material PTFE Radiopaque TFE
Curved stiffening cannula size 14 gauge 14 gauge
Curved stiffening cannula length 44.5cm 52cm
Stiffening cannula material Stainless steel Stainless steel
Access needle size/style 22 gage cannula 20 gage stylet
beveled point pencil point
Access needle length 69cm 62cm

Access needle material

Stainless steel

Stainless steel

Table 6-1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The primary difference between the ANGIODYNAMICS® Transjugular Access System and
the Cook Rosch-Uchida Transjugular Liver Access Set is the presence of the fluid
management components (dual check valve, y-adapter, 1cc syringe, 10cc syringe), and 21
gauge hollow needle to permit contrast infusion for determination of needle location as it
is being advanced. This will result in easier device location and will minimize the trauma

created by inaccurate advancement.

The fluid management components have been found substantially equivalent in K905447,
ANGIoDYNAMICs® Pulse*Spray Infusion Catheter System. The hemostasis valve was
found substantially equivalent in K894446, Braun Hemostasis Valve. The 5 French
AngiOptic™ catheter is very similar to the 5 French straight selective catheter, which was
found substantially equivalent in ANGIODYNAMICS® AngiOptic Catheter, K954423. The
only difference between the two catheters is the usable length. The 5 French straight
selective catheter in K954423 is 90cm in length, while the 5 French AngiOptic™ catheter
in the Transjugular Access Set is 59.5cm in length.

Pictorial comparison between the ANGIODYNAMICs® Transjugular Access Set and the
Cook® Rosch-Uchida Transjugular Liver Access Set is given below in Fig. 6-1 and Fig.

6-2.

= -
1' /’-’/’7’/ |
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Fig 6-1. ANGIODYNAMICS® T ransjugular Access Set
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Fig. 6-2. Cook® Rosch-Uchida Transjugular Liver Access Set

Enclosed as Attachment 6-1 is a letter from Cook®, Inc. stating that the Rosch-Uchida
Transjugular Liver Access Set is a modified pre-Amendment device.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Attachment 6-1

gt

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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925 South Cutry Pike P.0. Box 4838
Blyonunyion, IN 47402 U.S.A.
Phune: 812 339 2236

Telsx; 6711191 GOOK UW

Tolofsx; 812P39-8369

"

COOK' S

‘‘‘‘‘‘‘

R=36%

June 21, 199%5 . Cook Incorporated

M. i Curtin
522 Wi Trails
East Stroudshurgh, PA 18301

RE: REQUEST FOR 510() SUMMARIES

Dear Ms. Cu"un '
This letter follows in response to your request for 510(k) Summaries of Safety and Effectiveness for the
following items:

0 | Colapinto transjugular cholangiography and biopsy sets

Q Ring trangjugular intrabepatic access set

Q Rasch-Uchida transjugular liver access set

These items &emodiﬁd pre-Amendment devices, which are listed under the Listing Provisions of the
WDeﬂuAmendmontsoleﬁ. This listing was required for those items that were siready on the
market prior enactment of the Amendments in 1976, which called for premarket notifications.
Consequeatly, no 510(k) summaies are available for these devices.

Thank you fdr this opportunity to be of service.
Sincerely,

COOK INCQ
[

Questions? Contact FDA/CDRH/OCE/DID &} gPREIsANSEATUS@fda.hhs.gowerd®4-366-8018 4AM PO0O2 $#10 [U) :

i

i
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Premarket Notification
Transjugular Access Set

Bioco tability assessment:

Patient contact materials are:

« 304 stainless steel cannula tubing
« PTFE sheath/catheter tubing

PTFE is a very common material used in medical device applications and is well known
for its biological inertness and lack of reactivity. The 304 stainless steel cannula tubing
used in the 22 gauge beveled tip needle and the 14 gauge curved Ross needle is a very
common material used in numerous medical devices throughout the industry. The 5
French AngiOptic Catheter biocompatibility test results from K954423 is included with
all other biocompatibility test results in Attachment 7-1.

Result

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

|
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Attachment 7-1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Pyrogen Test Specification
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& 7ZEUS

MEDICAL DIVISION
FAX COVER SHEET

M

PAGE 1 _ OF_10 DATE: 7/1/96
TO: _Angio Dynamics FAX: _518-798-3625
ATTN: Mark Steininger FROM: _Jeff Prioreschi.

COMMENTS:

/‘

riained o facsimile transmission is intanded lo be reatricted 1o onfy the parsonal and confidental use of
m.mmn:? s;:cmd mm“ This tranamission Is a confidential clent communication and may also for othar reasans be
" conlidenlial or pivieged. if you have recelved or cierwise obtained this transmitied Information inv error, thon any review, read.lng.
dgissemination, copying, distribulion by other means, or copying of any of the information harain, either in whola or in pan, Is strictly
prohblied. If you have received nls trangmiseion in sror, please notily us Immediatsly by |elephone an§ ratum the complate original
Iranamission 10 us by mall. Thonk You. ‘

ZEUS INDUSTRIAL PRODUCTS, INC.
501 BOULEVARD, SE, P.O. BOX 2167, ORANGEBURG, SOUTH CAROLINA 29116-2167
TOLL FREE; 800-526-3842 « PHONE: 803-531-2174 * FAX: 803-531-9244

m .d Questions? Conta?g@ggggug)oaﬁ)|I%QHCDRH—FOISTATUS@fda.hhs.gov 0%27_96—81 186[ ;171 NOH 96-1 _’m
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Premarket Notification
Transjugular Access Set

Sterilization Information:

Pyrogen Testing:

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

\
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Premarket Notification
~ Transjugular Access Set

Product Drawings:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Premarket Notification
~ Transjugular Access Set

Predicate Device Labeling:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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ROSCH-UCHIDA TRANSJUGULAR LIVER ACCESS SET

Jsed for transjugular liver acc2ss in diagnostic and interventional procedur=s The radiopaque marker on the distal tip of the
sheath enhances visualization during procedural use. Stiffening cannula provides added support during liver capsule puncture
Trocar stylet facilitates uncomnalicated pun-ture. Supplied sterile in pzei-open packages. Intended for one-time use.

o o

- TROCAR STYLET
) .038 inch (0.97 mm) diameter stainless steel 62.5 ¢cm long with pencil point

i
7/
CATHETER
5.0 French radiopaque TFE appropriate length
' y

7/
STIFFENING CANNULA

l 14 gage extra thinwall stainless steel 51.5 ¢cm long

E— £
—7 /[
— 7/
CATHETER
10.0 French radiopaque TFE appropriate fength

RADIOPAQUE
MARKER
i

)

CHECK-FLO® HI INTRODUCER
10.0 French radiopaque 41 cm g

ASSEMBLE! ROSCH-UCHIDA TRANSJUGLILAR ivE« ACCESS SET

TROCAR STY .. | STIFFENING CAaNnNl 4
SET
ORDER Gage
NUMBER Diamete- Lenvgtt extra-thinwali srggh
RUPS-100 .038 inch 62 & e 14 A1 8
{0.97 mn:)

REFERENCES: Page 283, R-BD32, R-BD3¢

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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INTEMUED FOR ONE-TIME USE. STERILE if FACKAGE IS UNOPENED OR UNDAMAGED.\ ‘
FederalﬁkS.A. law restricts this de:’l_ice to sate by or on the order of a physician.
REURDER® RUPS-104

ROSCH-UCHIDA

TRANSJUGULAR LIVER AC(ESR SET
IV JUDES.

TANSJUUGULAR NEED.+ 14 A
“1 BCM LONG

“« DILATOR, 12.0 Fr

SOUM LONG

* TFE CATHETER. 10 iR (USED
WITH 14 QA TRANSJUGUL AR NEEDLE)

TFE CATHETER, 5 oF=x USED

“ITH 038 IN. DIA  FLEXIBLE TIP
HEEDLE, eg.scm LOfs
M

£

¥ LHECA-FLO 11 RUF3 NTRODUCER
10_FR._, 41CM LONG SHEATH
“ITH RADIOPAGUE Dafir
LOT ne 6150184 A E
DO NOT USE AFTER Oz/5= g E !
QUICH REORDER# 18743f ‘ :

Vs roup Company
P.O. Box 489 Bl “mington, IN 47402 USA

il ’
i8]
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