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UNITED STATES DISTRICT COURT APPENDIX F
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APPENDIX G
UNITED STATES DISTRICT COURT

EASTERN DISTRICT OF PENNSYLVANIA

Pall Corporation

V. : Civil Action
: No:

BioQuate Inc.
DISCLOSURE STATEMENT FORM
Please check one box:
> The nongovernmental corporate party, Pall Corporation , In the

above listed civil action does not have any parent corporation and publicly held
corporation that owns 10% or more of its stock.

] The nongovernmental corporate party, , In the
above listed civil action has the following parent corporation(s) and publicly held
corporation that owns 10% or more of its stock:

YA B

February 20, 2007 -
Date Signature

Counsel for: Plaintiff, Pall Corporation

Federal Rule of Civil procedure 7.1 Disclosure Statement

(a) WHO MUST FILE: NONGOVERNMENTAL CORPORATE PARTY. A nongovernmental
corporate party to an action or proceeding in a district court must file two copies of a statement
that identifies any parent corporation and any publicly held corporation that owns 10% or more
of'its stock or states that there is no such corporation.

(b) TIME FOR FILING; SUPPLEMENTAL FILING. A party must:

(1) file the Rule 7.1(a) statement with its first appearance, pleading, petition,
motion, response, or other request addressed to the court, and
(2) promptly file a supplemental statement upon any change in the

information that the statement requires.
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APPENDIX I
IN THE UNITED STATES DISTRICT COURT
FOR THE EASTERN DISTRICT OF PENNSYLVANIA

CASE MANAGEMENT TRACK DESIGNATION FORM

PALL CORPORATION, : CIVIL ACTION
Plaintiff,
V.
BIOQUATE INC,, .
Defendant . NO.

In accordance with the Civil Justice Expense and Delay Reduction Plan of this court, counsel for
plaintiff shall complete a case Management Track Designation Form in all cjvi] cases at the time of
filing the complaint and serve a copy on all defendants. (See §1:03 of the plan set forth on the reverse
side of this form.) In the event that a defendant does not agree with the plaintiff regarding said
designation, that defendant shall, with its first appearance, submit to the clerk of court and serve on
the plaintiff and all other parties, a case management track designation form specifying the track to
which that defendant believes the case should be assigned.

SELECT ONE OF THE FOLLOWING CASE MANAGEMENT TRACKS:

(a) Habeas Corpus — Cases brought under 28 U.S.C. 8 2241 through §2255. ()

(b) Social Security — Cases requesting review of a decision of the Secretary of Health ()
and Human Services denying plaintiff Social Security Benefits

(c) Arbitration — Cases required to be designated for arbitration under Local Civil Rule 532 ()

(d) Asbestos — Cases involving claims for personal injury or property damage from ()
exposure to asbestos

(e) Special Management — Cases that do not fall into tracks (a) through (d) that are (X)
commonly referred to as complex and that need special or intense management by
the court. (See reverse side of this form for a detailed explanation of special
management cases.)

(f) Standard Management — Cases that do not fall into any one of the other tr,

)

February 20, 2007 ABRAHAM C. REICH

Date Attorney-at-law torney for Plaintiff
215-299-2090 215-299-2150 areich@foxrothschild.com
Telephone FAX Number E-Mail Address

(Civ. 660) 10/02
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IN THE UNITED STATES DISTRICT COURT
EASTERN DISTRICT OF PENNSYLVANIA

PALL CORPORATION,
2200 Northern Boulevard
East Hills, New York 11548,

Plaintiff, Civil Action No.

JURY TRIAL DEMANDED

BIOQUATE INC.,
2219 Glenmoor Road
South Clearwater, Florida 33764,

)
)
)
)
)
)
VS. )
)
)
)
)
)
Defendant. )

COMPLAINT FOR PATENT INFRINGEMENT

Plaintiff, Pall Corporation (“Pall”), by its undersigned counsel, brings this action for
patent infringement against defendant, BioQuate Inc. (“BioQuate™). For its complaint, Pall

alleges as follows:

NATURE OF THE ACTION

1. This action relates to Pall’s U.S. Patent No. 6,880,801 (“the *801 patent”) entitled
“Connectors, Connector Assemblies, Fluid Systems, and Method for Making a Connection.”

PARTIES AND JURISDICTION

2. Pall is a corporation organized and existing under the laws of the state of New
York with a principal place of business at 2200 Northern Boulevard, East Hills, New York
11548.

3. Upon information and belief, BioQuate is a corporation organized and existing
under the laws of Florida with its principal place of business at 2219 Glenmoor Road, South

Clearwater, Florida 33764.
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4. This patent infringement action arises under the patent laws of the United States,
Title 35, United States Code.

5. This Court has jurisdiction over the subject matter of this case under 28 US.C.§
1338(a).

6. Venue is proper in the Eastern District of Pennsylvania under 28 U.S.C. §§ 1391
and 1400.

7. Upon information and belief, BioQuate has sold and continues to sel] the
connectors at issue herein to one or more customers in the Eastern District of Pennsylvania.

8. This Court has personal jurisdiction over BioQuate.

COUNT 1: DIRECT INFRINGEMENT OF U.S. PATENT NO. 6,880,801

9. Paragraphs 1-9 are incorporated by reference as if stated fully herein.
10. On April 19, 2005, the ‘801 patent, entitled “Connectors, Connector Assemblies,
Fluid Systems, and Method for Making a Connection,” was duly and legally issued to Pall by the

United States Patent and Trademark Office. A copy of the ‘801 patent is attached hereto as

Exhibit A.
11 Pall owns and has standing to sue for infringement of the ‘801 patent.
12. Upon information and belief, subsequent to the issuance of the ‘801 patent,

BioQuate has made, used, offered to sell, and/or sold connectors in the United States, including
connectors under the names BioQuate Disposable Aseptic Connector, Disposable Aseptic
Connector, BioQuate DAC, and DAC (collectively “DAC connectors™).

13. Upon information and belief, BioQuate has infringed, and is still infringing, the

"801 patent under 35 U.S.C. § 271(a). BioQuate’s infringing activities include its manufacture,
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use, offer for sale, and/or sale of its DAC connectors in the United States subsequent to the
issuance of the ‘801 patent.

14. BioQuate has no license or other authorization to use the invention described and
claimed in the ‘801 patent.

15. Pall has been damaged in an amount not yet determined as a consequence of the
infringing actives of BioQuate complained of herein. Pall has been irreparably damaged by
BioQuate’s patent infringement. Pall will continue to suffer damages and irreparable harm until
this Court preliminarily and permanently enjoins BioQuate from further infringement of the ‘801

patent.

COUNT 2: INDUCEMENT TO INFRINGE U.S. PATENT NO. 0,880,801

16. Paragraphs 1-15 are incorporated by reference as if stated fully herein.

17. Upon information and belief, BioQuate has actively induced, and is inducing,
infringement of the ‘801 patent by knowingly aiding and abetting the direct infringement of the
“801 patent by the customers of BioQuate.

18. Pall has been damaged in an amount not yet determined as a consequence of
BioQuate’s inducement to infringement and will continue to suffer irreparable harm unless this
Court preliminarily and permanently enjoins BioQuate from further inducing infringement of the
‘801 patent.

COUNT 3: CONTRIBUTORY INFRINGEMENT OF U.S. PATENT NO. 6,880,801

19.  Paragraphs 1-18 are incorporated by reference as if stated fully herein.
20.  Upon information and belief, BioQuate is contributorily infringing the ‘801 patent

by offering to sell and selling its DAC connectors knowing that they will be assembled into
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connector assemblies. BioQuate customers directly infringe the ‘801 patent by making, using,
offering to sell, and/or selling the connector assemblies covered by the claims of the “801 patent.

21. The connectors sold by BioQuate for assembling connector assemblies are not
staple articles or commodities of commerce suitable for a substantial noninfringing use.

22. Pall has been damaged in an amount not yet determined as a consequence of
BioQuate’s contributory infringement and will continue to suffer irreparable harm unless this
Court preliminarily and permanently enjoins BioQuate from further contributing to the
infringement of the ‘801 patent.

PRAYER FOR RELIEF

WHEREFORE, Pall respectfully requests that the Court enter judgment in its favor and against
BioQuate and grant the following relief:

A. Declare that BioQuate has infringed the ‘801 patent under 35 U.S.C. § 271(a);

B. Preliminarily and permanently enjoin BioQuate, its officers, employees, agents,
servants, successors, and assigns, and all persons acting in concert with BioQuate, from

infringing, inducing the infringement, and/or contributing to the infringement of the ‘801 patent;

C. Award to Pall actual damages suffered by Pall as the result of said infringement
by BioQuate;
D. Declare that BioQuate’s infringement is willful and wanton, and award Pall

increased damages up to three times the actual damages pursuant to 35 U.S.C. § 284;

E. Enter an order declaring this to be an exceptional case pursuant to 35 U.S.C. §
285 and award to Pall its attorneys fees in this exceptional case;

F. Award Pall costs; and

G. Grant to Pall such other and further relief as may be just and proper.



Case 2:07-cv-00686-CMR Document 1  Filed 02/20/07 Page 9 of 38

Pall demands a trial by jury to the extent permittgd by applicgh
%/ oo/

Date: February 20, 2007

JURY DEMAND

law.

Abrdham C. Reich (Pa. Id. No. 20060)
Peter C. Buckley (Pa. Id. No. 93123)
FOX ROTHSCHILD LLP

2000 Market Street, 10" Floor
Philadelphia, Pennsylvania 19103-3291
(215) 299-2000

H. Michael Hartmann

Mark E. Phelps

Li-Chung Daniel Ho

LEYDIG, VOIT & MAYER, LTD.
Two Prudential Plaza, Suite 4900
Chicago, Illinois 60601-6731
(312) 616-5600

ATTORNEYS FOR PLAINTIFF
PALL CORPORATION
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US 6,880,801 B2

1
CONNECTORS, CONNECTOR ASSEMBLIES,
FLUID SYSTEMS, AND METHOD FOR
MAKING A CONNECTION

This application is a continuation of U.S. application Ser.
No. 09/423,374, filed Jun. 26, 2000 now U.S. Pat. No.
0,655,655, which is incorporated by reference in its entirety.

FIELD OF THE INVENTION

The present ivention relates Lo connectors, conneclor
assemblies, fluid systems or devices including a connector
assembly, and methods for making a connection. More
particularly, the invention relates to connectors, connector
assemblies and Huid systems or devices, which maintain the
stertlity of a fluid which passes through them, and methods
for muking a sterile connection.

BACKGROUND OF THE INVENTION

Connector assemblies have been developed to handle
fluids, e.g., biological fluids, while preserving their condi-
tion, More particularly, connectors have been developed to
preserve the condition of a fluid, or maintain a fuid free of
contaminants. Freedom from contaminants refers to a rela-
tive amount of contaminants and is variously defined
according lo a specific indusiry, fluid and/or intended use.
For example, a biological fluid is considered free of con-
taminants if it is substantially free of viable microorganisms
and s typically referred to as “sterile”. Connector assem-
blies for use with biological fluids, for example, have been
fashioned to preserve sterility of the fluid.

Atfempts have been made to develop connector assem-
blies which isolate a fluid from the ambient euvitonment of
the connector, and [rom contaminants entrained in (he
ambient environment. Such connectors typically define a
fluid conduit, the interior of which is isolated from the
ambicot environment. Some conventional connector assem-
blies include mating male and female connectors having
opposing surfaces and a removable prolective cover on each
opposing surface to be contacted. These covers must be
removed prior to actually coupling the connectors.

A problem associated with these conventional conpector
assemblies in which protective covers must be removed
prior to coupling is that removing the covers may not
sufficicntly protect the fluid flowing through thesc assem-
blies. To unfasten and remove a cover, a technician must
manually manipulate the removable cover in intimate prox-
imity to the protected region under the cover, rsking inci-
dental conlact and the transmission ol confaminants (0 the
protected region.

In addition, once the protective covers are removed from
the protected surfaces, the protected regions are exposed to
the contaminant-laden ambient cnvironment. For example,
as thc conncctors are brought together, dust, micro-
organisms, and other airborne contaminants may contact the
protected regions, even if the connectors are quickly mated.
Thus, while these conventional conunector assemblies have
been devetoped (o form a sterile conneclion, none
adeguately protect the fluid flowing through the connector
assembly.

Another type of conventional conncctor assembly com-
prises mating male and female fittings, each fitting having a
prolective cover attached to a connecting end of the fitting,
and a picreing member inside the male fitting to pierce the
protective covers and join the interiors of the mating fittings.
One problem with these fittings is that the piercing member
may prematurely pierce the cover before the fittings are
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coupled logether. As @ result, contaminants may enter the
connector and 1t must either be resterilized or discarded.

Another problem which may oceur with conventional
connector assemblies including piercing members is that the
piercing member may sever a portion of one or both of the
covers belween Lhe connecting ends of the male and Female
fittings when the fittings are coupled together. The severed
portion of the membrane may enter a fluid flow path defined
by the interior region of the fittings and contaminate the
system of nterfere with the flow of fluid through the
connector.

Another problem that exists with conventional connector
assemnblies is oblaining & good seal between the male and
female fittings. When the protective covers covering the
connecting ends are removed and the connecting ends of
male and female fittings are joined, there may be gaps
between the joined connecting ends due to unmatched
surfaces. The gaps may allow contaminants to enfer and
compromise the sterility of the inner region of the fittings.
Thus, there exists a need for a sterile conneclor assembly
which provides a good seal between opposing connecting
ends of the male and female fittings,

Another problem associated with conventional connectors
having proteciive covers is that, prior to assembly of the
connectors, the protective covers are exposed.
Consequently, when the connectors are handled, the protec-
live covers may be easily damaged or punctured, or acci-
dentally or inadvertently removed. As a result, the contami-
nants may cnter the connectors, and the connectors must be
discarded. In some cases, the damages to the protective
covers may not be easily discovered, and contaminated
connectors may be unknowingly used apd the Ruid flowing
through the conneclor assembly may be contaminated.

SUMMARY OF THE INVENTION

Various aspects of the present invention overcome many
of the problems associated with the conventional connector
assemblies, including many of the problems previously
outlined.

In accordance with one aspect of the invention, a con-
nector assembly which provides a fluid How path that is
isolated from the ambient environment comprises a firsl
fitting, a second fitting, first and second resilient sealing
members, two or more protrusions and corresponding slols,
and at least one stripout layer. The first fitting includes a
proximal end and aperture, and a socket. The aperture forms
a portion of the Auid How path and includes a proximal end.
The socket has a sidewall and a proximal end. The second
fitting includes a distal end,, a proximal end, an aperture, and
a socket. The distal end can be connected to a section of
tubing. The aperture forms a portion of the fluid flow path
and includes a proximal end. The socket has a sidewall and
a proximal end. The first and second resilient sealing mem-
bers are positioned in the sockels of the first and second
fittings, respectively. The sidewall of each fitting surrounds
a resilient scaling member. Each resilient sealing member
includes a hollow bady baving opposite open ends and an
interior passage extending belween the open ends. Lach
rosilient sealing member is formed from a material that is
more resilient than the malerizl of the fitting. "Ihe protru-
stons and corresponding slots cooperale to connect the first
and second fittings to one another. The protrusions include
bendable prongs which extead between the first and second
fittings and engage the corresponding slots to interconnect
the proximal cnds of the first and second fittings. The
removable stripout layer is movable between first and sec-



Case 2:07-cv-00686-CMR Document 1 Filed 02/20/07 Page 30 of 38

US 6,880,801 B2

3

ond positions. In the first position, the stripout layer is
positioncd between the interconnceted first and sccond
fittings, and the stripout layer overlies the ends of the first
and sccond resilient sealing members. In the second
position, the stripout layer is removed from the ends of the
first and second resilient sealing members, and Lhe resilient
sealing members contact one another to create a tluid flow
path through the first and second fittings via the apertures of
the fittings. The stripout layer has a puil tab which extends
beyond the periphery of the interconnected first and second
fittings. The pull tab enables the stripout layer to be moved
from the first position to the second position.

In accordance with another aspect of the invention, u
connector which can be coupled to a mating connector to
form a connector assembly that provides a fluid flow path
isolated from the ambient environment comprises a fitting,
a resilient sealing member, two or more protrusions, and a
removable stripout fayer. The fitting includes a distal end, a
proximal end, au aperture and a socket. The distal end of the
filting can be connected to a section ol tubing. The aperture
of the fitting forms a portion of the fluid flow path. The
aperture includes a proximal end, a bore, and a counterbore.
The bore has a proximal end and is relieved at its proximal
end by the counterbore which has a larger inner diameter
than the bore. The socket has a side wall and a proximal end.
The resilient scaling member is positioned in the sockel of
the fitting and the side wall of the socket surrounds the
resilient sealing member. The resilient sealing member
includes a hollow body having opposite open ends and an
internal passage extending between the open ends. The
resilient sealing member is formed from a material which is
more resilient than the material of the fitting, The protru-
sions extend from the fitting and are connectable to the
mating connector. The protrusions include prongs which are
bendable and have catches and are cngageable with slots of
the mating conncctor. The removable stripout layer is move-
able between a first position and a second position. In the
first position, the stripout layer overlies an end of the
resilient sealing member and the proximal end of the aper-
ture. In the second position, the stripout layer is removed
from the end ot the resilient sealing layer and the proximal
end of the aperture. The stripout layer has a pull tab which
extends beyond the periphery of the fitting. The pull tab
enables the stripout layer to be moved form the first position
to the second position.

The novel features and characteristics of this invention are
sel forth with parlicularily in the appended claims. However,
the invention may best be understood with reference to the
drawings, described below, and the accompanying detailed
description of preferred embodiments.

BRIEF DESCRIPTION OF THE DRAWINGS

FIG. 1 is a side view of a connector asscmbly according
o an embodiment of the present invention.

FIG. 2 15 a side view in partial section of the connector
assembly of FIG. 1.

FIG. 3 is a side view in partial section of the connector
assembly with (he siripout lavers removed and the stem
inserted into the female fitting.

I1G. 4 is an end view of a male connector in an uncon-
necled state.

FIG. 5 is an end view of a female conuector in an
unconnected slate.

FIG. 6 1s a sectional view ol a male sealing member,
FIG. 7 is a sectional view of a female sealing member.
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FIG. 8a 15 a side view in partial section of the male
connector cap

FIG. 85 is a side view in partial section of the female
connector cap.

FIG. 8¢ is a top view of the male or female connector cap.

FIG. 9 15 a side view iu partial section of a connector
assembly according 10 another embodiment of the present
mvention.

FIG. 10 15 a boltom view in partial section of the male
connector of F1G. 9.

FIG. 1T is an elevation view, in partial section, of disas-
sembled components of a fluid system according to another
cmbodiment of the present invention.

FIG. 12 is an elevation view, in partial section, of disas-
sembled components of a fluid system according to another
embodiment of the present invention.

I1G. 13 is an elevation view of a fiuid system according
to another embodiment of the present invention.

FIG. 14 is an elevation view, in partial section, of disas-
sembled components of the fiuid system of FIG. 11.

FIG. 15 is a diagram of the connector assembly of FIG. 1,
which 15 used to make a dry connection.

DETAILED DESCRIPTION OF THE
INVENTION

A connector assembly according to an embodiment of the
present invention includes mating connectors which can be
coupled to connect different fluid conduit sections defining
a fluid flow path, e.g., a liquid flow path. The connector
assembly isolates the fluid flow path from the ambient
eavironment and from contaminants present in the ambient
enviromment and is preferably sterile. Consequently, 1 con-
nector assembly according 1o the present invention is suit-
able for use in an open system, a closed system, or a closed
sterdle system.

In an embodiment illustrated in FIGS. 1-7, the conncetor
assembly comprises two connectors, preferably a fernale
connector 100 and a male connector 200. Each connector
may be aftached to or formed as part of any suitable fluid
container or conduit, for example, a section of tubing, an
inlet or outlet of a housing, such as a filter housing or drip
chamber housing, or a flexible bag such as a blood bag. Each
conncetor may comprise any structure suitable for fluid
communication, preferably liquid communication, e.g. a
housing of any form capable of containing fluid. The exem-
plary female connector 100 generally comprises a fitting
120, preferably of unilary consiruction. An exemplary male
connector 200 generally comprises a stem 210 and a fitting,
220. The fittings 120,220 of the female and male connectors
100,200 arc preferably formed from a polymeric material.
For example, the fittings 120,220 may be molded from a
polymeric material such as polycarbonate or polypropylene.

For directional orientation in the following discussion,
each connector has a proximal end, nearest the opposing
connector, and a distal end furthest from the opposing,
connector. Also, since the exemplary conneclors 100,200 in
FIG. 1 comprise generally elongated bodies, the term axial
denotes disposition along their axes.

The female and male connectors- 100, 200 may also
comprise an inlerlocking mechanism adapted to interlock
the female connector 100 in predetermined relation with the
male conncctor 200. The interlocking mechanism may have
any suitable configuration, such as interlocking sleeves or
threaded connections. In a preferred embodiment, the por-
tion of the interlocking mechanism on the female fitting 120
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may include a bracket 140. The bracket 140 may be vari-
ously configured. The bracket 140} may comprise a sockel
145 or cup having any suitable plan form, e.g reclangular or
circular. In the illustrated embodiment, the bracket 140
comprises a generally C-shaped member. The representative
bracket 140 may include a flange 142 and a generally
cylindrical sidewall 144 defining a socket 145. The flange
142 may assume a radially extending annular plan form, for
example, as best seen in FIG. 5. In the embodiment of FIG.
3, the sidewall 144 extends from and is concentric with the
flange 142 and includes an anmular proximal end surface 143
facing the male connector 200.

Oue or more forks 146 may cxtend from the flange 142.
The forks 146 may be formed integrally with the flange 142.
When the female connector 100 is coupled to the male
connector 200, the forks 146 preferably cegister in slots 240
lormed in an upper flange 242 of the male connector 200.
While in the illustrated embodiment, the forks 146 cxtend
from the female connector 100 and the slots 240 are in the
male connector 200, the forks and slots may instead be

associated with the male and female connectors, respec-

tively. The forks 146 are best illustrated in FIG. 5. The slots
240 are Lest illustrated in FIG. 4. Fach fork 146 preferably
comprises first and second prongs 147 which are preferably
flexible to allow the prongs 147 to enter and lock in the slots

240. Catches 148 can be formed on the prongs 147 of the -

forks 146 which pass through the slots 240 and abut a distal
surface of the upper flange 242. In this manner, the forks 146
extend through the slots 240 and engage the upper flange
242 of the male connector 200 to interlock the connectors
100, 200.

The temale connector 100 is preferably adapted to contain
fluid and conduct fluid comnwunication and preferably
defines an isolated portion of the fluid fAow path, e.g.,
containing or conducting isolated fluid communication. The
female fitting 120 may define an internal chamber or aper-
ture 132 which may have any suitable configuration and
preferably has an open proximal end. The distal end 126 of
the lemale filting 120 may be connected Lo any suitable Auid
contaiver or conduit as best shown on FIGS. 11-14. For
example, the distal end 126 of the female fitting 120 may be
bonded to a section of tubing 10 or to the top, the bottom or
the wall of a container using any suitable bonding technique.
Alternatively, the temale fitting 120 may be molded inte-
grally with the tubing 10 or the container. The fluid conduit
or container may be connected in fluid communication with
the internal chamber 132 of the female fitting 120. The
mternal chamber 132 may comprise a bore 134 relicved at
its proximal end into a counterbore 136 having a larger inner
diameter than the bore 134. The cylindrical sidewall 144
surrounds the proximal end of the chamber 132 and defines
the counterbore 136.

The female connector 100 preferably further comprises a
sealing layer sealing the open proximal end of the aperture
132 ia the female fitting 120. For example, the sealing layer
preferably comprises a removable sealing layer, such as a
female stripout layer 300 removably attached to the proxi-
mal end of the female fitting 120. In the illustrated
embodiment, the female stripout layer 300 is attached to the
open proximal end of the sidewall 144. For example, the
female stripout layer 300 may be bonded to the proximal end
surface 143 of the female fitting 120 through any suitable
techuique, for example, ultrasonic welding. The stripout
sealing layer 300 preferably seals the chamber 132 of the
female connector 100 from the ambient atmosphere. The
female stripout sealing layer 300 preferably includes a pull
tab that extends beyond the periphery of the connectors 100,
200 o allow removal when the connectors 100, 200 are
joined.
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The male comnector 100 also preferably comprises a
sealing layer which seals the open proximal end of an
aperture 232 1o the male fitting 220. For exarople, the sealing
layer preferably comprises a removable sealing layer such as
amale stripout layer 310 removably attached to the proximal
end of the male fitting 220. In the illustrated embodiment,
the male stripout fayer 310 is attached to the proximal end
surface 243 at the open end of a generally cylindrical
sidewall 244 at the proximal end of the male fitting 220. The
inner and outer diameters of the male sidewall 244 may be
approximaltely equal to those of the female sidewall 144,
The male stripout scaling laver 310 may be bonded to the
proximal end surface 243 of the male connector through any
suitable technique, for example, ultrasonic welding. The

. male stripout sealing layer 310 preferably seals the interior

of the male connector 200 from the ambient environment.
The male siripout sealing layer 310 preferably includes a
pull tab that extends beyond the periphery of the connectors
100, 200 to allow removal when the connectors 100, 200 are
joined.

When the female and male connectors 100, 200 are
initially connected, the female and male stripout sealing
layers 300, 310 preferably abut one another in face-to-face
contact. For example, the diameters and locations of the
female and male sidewalls 144, 244 and the lengths of the
forks 146 and the sidewalls 144, 244 may be arranged (o
provide face-to-face contact of the stripout layers 300, 310
between the end surfaces 143, 243 of the sidewalls 144,244
when the conncectors 100, 200 arc coupled. The dimensions
may be arranged (o provide not only contact but also a slight
compression of the stripout layers 300, 310 between the end
surfaces 143, 243. However, the compression is preferably
uot so large as to interfere with the removal of the stripout
layers 300, 310 from between the sidewalls 144, 244. Of
course, 1f the female and male connectors 100, 200 include
non-removablc sealing layers, rather than the stripout seal-
ing layers 300, 310, then the compression may be somewhat
larger. Alternatively, the dimensions and locations of the
forks 146 and the sidewalls 144, 244 may be arranged to
provide a slight space between the female and male stripout
layers 300, 310. For example, the combined length of the
sidewalls 144, 244 may be less than the distance between the
flanges 142, 242. Preferably the space is sutficiently small to
prevent significant axial movement of the connectors 100,
200 when they are connected to one another.

The stripout layers 300, 310 may comprise impermeable
malcrials, such as glassine paper, metal foils, or imperme-
able polymeric films, or permeable materials, including
papers such as Tyvek™ paper or porous polymeric films,
which preclude the passage of bacterial contaminants. A
preferred impermeable material is an aluminum foil which is
removably sealed to the fiting 120,220, Permeable or
porous materials offer the advantage, if desired, of allowing
sterilizing gases, including cthylene oxide gas, 1o penclrate
therethrough and spread to the interior of the female and
male connectars 100, 200, (hereby sterilizing them without
haviag to remove the stripout layers 300, 310. Either per-
meable or impermeable materiats may be suilable for
gamma or heat sterilization. Additionally, a bacteriostatic or
bacteriocidal compound or Jayer (not illustrated) may be
disposed on cither or both stripout layers 300, 310. The
female stripout layer 300 may be the same as or different
from the male swipout layer 310,

Although the illustrated embodiment depicts female and
male connectors 100, 200 both with connecting ends sealed
by removable sealing layers 300, 310, one or both of the
conaectors 100, 200 may additionally include a separate
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sealing layer, such as a pierceable membrane layer, which is
not removable and is sealed to the connector under the
stripout layer o provide an added level of sterility assurunce.
In other alternatives, the connectors 100, 200 may both
mclude proximal ends sealed by sealing layers which are not
removable, and the stripout layers may be omitted; or one
conncctor may include only a stripout sealing layer while the
other connector includes only a non-removable sealing
layer.

One, preferably both, of the connectors 100, 200 may also
include a device which protects the proximal end of the
connector 100, 200 and prevents the stripout layer 300, 310
from being inadvertently pusnctured or removed prior to
assembly of the connectors 100, 200. Preferably the device
is operatively associated with the proximal end of the
conector 100, 200 and can be casily removed prior to the
assembly of the connectors 100, 200. As shown in FIGS. 8«,
8b and 8¢, an exemplary embodiment of the device may be
a cap 183, 283 which may include a cover 189, 289, a tab
186, 286 attached 1o the cover, a cylindrical sleeve 184, 284,
and a plurality of ribs 185, 285. Preferably the cover 189,
289 has a dome-shaped configuration, although the cover
189, 289 may have any other suitable configuration such as
a cylindrical configuration. One of the ends of the sleeve
184, 284 is attached to the inner surface of the cover 189,
289. When the cap 183, 283 is mounted to the proximal end
ot the connector 100, 200, the other end of the sleeve 184,
284 bears against the end 143, 243 of the sidewall 144, 244,
and the ribs 185, 285 cngage the flange 142, 242 of the
connector 100, 200. Thus, the sieeve 184, 284 and the ribs
185, 285 allow the cap 183, 283 to be securely mounted to
the proximal end of the connector 100, 200. Further, the
sleeve 184, 284 presses the stripout layer 300, 310 against
the end 143, 243 of the sidewall 144, 244, holding the

stripout layer 300, 310 in place and preventing it from being

torn off. Preferably the height of the cover 189, 289 and the
length of the sleeve 184, 284 are chosen such that the parts
of the connector 100, 200 at the proximal end of the
connector 100, 200, such as the stripout layers 300, 310 and
the forks 146, can be contained in and protected by the cap
183, 283 VFurther, the tab 186, 286, which may be attached
to the outer periphery of the cover 189, 289, preferably is
sufficiently long such that the pulling tab 300, 310 arc
contained in and protected by the tab 186, 286. To make the
cap 183, 283 easily removable, the cap 183, 283 may include
a strp 187, 287 defined by perforations 188, 288 and
connected to the tab 186, 286. Therefore, the cap 183, 283
can be easily removed from the connector 100, 200 by
pulling the tab 186, 286 and tearing the strip 187, 287 along
the perforations 188, 288. Once the strip 187, 287 is torn but
may still be attached to the cap 183, 283, the cap 183, 283
can be easily removed from the connector 100, 200.

The cap 183, 283 may be formed from any suitable
material which provides the cap 183, 283 with sufficient

structural integrity and is sufficiently pliable such that the s

strip 187, 287 can be easily torn along the perforations 188,
288. Preferably the cap 183, 283 is formed from a plastic
material or a metallic material, such as aluminum or alumi-
num alloy. More preferably the cap 183, 283 is formed from
a polymeric material such as polycarbonate or polypropy-
lene.

In accordance with one aspect of the present invention,
the connector assembly includes at least one resilient sealing
member, such as a male scaling member 270 disposed at the
proximal end of male connector 200. For example, the male
sealing member may be enclosed in a socket 245 formed on
the proximal end of the male connector 200 and having an
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open end. In the illustrated embodiment, for example, in
FIG. 2 and FIG. 3, the socket 245 is defined by the annular
sidewall 244 at the connecting end of the mule connector
200, and the open end comprises the proximal end surface
243 of the side wall 244. The socket 245 preferably com-
pletely surrounds the male sealing member 270; e.g., the
side wall 244 preferably comprises a continuous, unbroken
cylindrical wall which completely surrounds the male scal-
ing member 270. The socket 245 and the male scaling layer
310 preferably sealingly contain the resilient sealing mem-
ber

The male scaling member 270 can be variously config-
ured. For cxample, the male sealing member 270 may
comprise a resiliently compressible and expandable member
including a hollow bady having opposite open ends and an
interior passage exlending between the open ends, as illus-
trated i FIGS. 2, 3, and 6. The male sealing member 270
preferably comprises an annular base portion 271, neck
portion 272, and head portion 273. The base portion 271
preferably comprises an annular rim having a slightly larger
outer diameter than the inner diameter of the sidewall 244
and being adapted w0 form a tight frictional fit with the
sidewall 244 when it is inserted in the socket 245 of the male
connector 208. The base portion 271 may include a beveled
surface 275 along its outer diameter to allow the base portion
271 to be inserted in and slide to the bottomn of the socket
245.

The neck portion 272 of the male sealing member 270
preferably forms an annular wall joining the base portion
271 and the head portion 273. The wall of the neck portion
272, which is preferably thinner than the wall of the base
portion 271 and thinner than the wall of the head portion
273, 1s preferably resiliently compressible to allow the male
sealing member 270 to be compressed within the socket 245
of the male connector 200 by the male stripout layer 310. In
the illustrated embodiment, the length of the male sealing
member 270 is greater than the length of the male sidewall
244 and the thin wall neck portion 272 has an inoer diameter
equal lo, and an outer diameter less than, those of the base
portion 271 and the head portion 273, The neck portion 272
resiliently collapses, ¢ g., bends radially outwardly, to allow
the sealing member 270 to be compressed within the socket
245 of the male connector 200. Alternative struchures for the
ncck portion 272 are within the scope of the present inven-
tion. For example, the neck portion 272 may have a larger
inner diameter than those of the base portion 271 and head
portion 273 and may bend radially inward, or the neck
portion 272 may comprise a bellows-like member having
multiple bends when the male sealing member 270 is
compressed.

The head portion 273 prelerably comprises a bevelec
inner surface 277 and an annular rim which is formed on an
end of the male sealing member 270 opposing the base
member 271. Further, the head portion 273, as well as the
neck portion 272, preferably has an outer diameter which is
smaller than the outer diameter of the base portion 271 and
is smaller than the inner diameter of the side wall 244
forming the socket 245. Because the outer diameters of the
head portion 273 and the neck portion 272 are smaller than
the inner diameter of the socket 245 and are spaced from the
side wall 244 of the socket 245, they casily cxpand axially
within the socket 245 without seizing or catching against the
side wall 244. Thus, the head portion 273 and the neck
portion 272 may resiliently cxpand from within the socket
245 (o form a tight seal with the female connector 100 when
the stripout layers 300, 310 are removed.

There are many alternative ways by which the male
sealing member may be configured. Shown in FIG. 9, for
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example, is an alternative configuration. The male sealing
member 470 shown in FIG. 9 is similar to the male sealing
member 270 shown in FIG. 6 but has a head portion 473 and
a base portion 471, which have substantially the same outer
diameter. The socket 445, on the other hand, has a continu-
ous cylindrical wall including an interior step in which the
inner diameter of the distal portion of the socket wall 444 is
smaller than that of the proximal portion of the socket wall
444. Preferably the inner diameter of the distal portion of the
socket wall is slightly less than the outer diameter of the basc
portion 471 and is adapted to form a tight frictional fit with
the base portion 471 when the male sealing member 470 is
inserlect in the socket 445. The inner diameter of the
proximal portion of the socket wall 444 preferably is larger
than the outer diameters of the head portion 471 and the neck
portion 472 such that the head and the neck portions 471,
472 can casily expand axially within the socket 445 without
seizing or catching against the proximal portion of the
socket wall 444.

Although the illustrated embodiments depict the male .

sealing member 270, 470 as having a constant inner diam-
eter and a varying outer diameter, a male sealing member
with a constant outer diameter and variable inner diameter is
within the scope of the invention. As long as the male sealing
member is resiliently compressible and expandable, the
male scaling member may have a varying inner diameter
rather than a varying outer diameter. Alternatively, the male
sealing member may have a varying inner diameter and a
varying outer diameter or a constant inner diameter and a
constant outer diameter.

A second sealing member, for example, a female sealing
member 170, may be disposed in the socket 145 of the
temale connector 100. The socket 145, which also has an
open end, includes the sidewall 144, which is preferably
continuous and completely surrounds the female sealing
member 170, and the proximal end surface 143 of the female
fitting 120. The female sealing member is preferably scal-
ingly contained within the socket 145 and the female stri-
pout layer 300.

The female sealing member 170 may be variously con-
figured. For example, the female sealing member 170 may
also comprise a resiliently compressible and expandable
member including a hollow body having opposite open ends
and an interior passage extending between the open ends, as
shown in FIGS. 2, 3, and 7. The female sealing member 170
preferably comprises a base portion 171 and a head portion
173. The base portion 171 preferably comprises an annular
rim having an outer diameter larger than the inner diameter
of the sidewall 144 and being adapted to form a tight

frictional fit with the socket 145 of the female connector s

100. The base portion 171 preferably also includes a beveled
outer surface 175 to facilitate insertion of the female sealing
member 170 into the bottom of the socket 145.

The head portion 173, as well as the base portion 171,
preferably comprises a resiliently compressible malterial to
allow the female sealing member 170 to be compressed
within the socket 145 of the female connector 100. The head
portion 173 preferably has an outer diameter which is
swmaller than the outer diameter of the base portion 171 and
1s smaller than the inner diameter of the side wall 144
lorming the socket 145. Because the outer diameler of the
head portion 173 is smaller than the inner diameter of the
socket 145 and is spaced from the side wall 144 of the socket
145, the head portion 173 casily moves axially within the
sockel 145 without seizing or catching against the side wall
144. Thus, the head portion 173 may resiliently expand
within the socket 145 to form a tight seal with the male
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connector 200 when the sitipout layers 300, 310 are
removed. The head portion 173 preferably comprises an
innet diameter and a beveled inner surface 177 which mircor
the inner diameter aud the beveled inner surface 277 of the
male sealing member 270 to form an annular indention 163
in an inner surface of the joined sealing members 170, 270
when the siripout layers are removed. Further, the head
portion 173 may have a thinner wall than that of the base
portion 171.

There are also many alternative ways by which the female
sealing member may be configured. Shown in FIG. 9, for
cxample, is an alternative conliguration. The female sealing
member 370 shown in FIG. 9 is similar to the female sealine

=4
member 170 shown in FIG. 7 but has a uniform outer
diameter. The socket 345, on the other hand, has a continu-
ous cylindrical wall including an interior step in which the
inner diameter of the distal portion of the socket wall 344 is
smaller than that of the proximal portion of the socket wall
344. Preferably the inner diameter of the distal portion of the
socket wall 344 1s slightly less than the outer diameter of the
female sealing member 370 and is adapted to form a tght
frictionat fit with the female scaling member 370 when the
temale scaling member 370 is inserted in the socket 345. The
inner diameter of the proximal portion of the socket wall 344
preferably is larger than the outer diameter of the female
sealing member 370 such that the female sealing member
370 can easily expand axially within the socket 345 without
seizing or calching against the proximal portion of the
socket wall 344

The sealing member or members provide several advan-
tages. For example, each sealing member 170, 270 may be
formed from a different material than the material forming
the fittings 120, 220. In particular, cach sealing member may
be formed from a material which is more resilient, e.g., more
resiliently compressible and expandable, than the more rigid
material forming the fittings 120, 220. Exemplary materials
tor the sealing members include resiliently compressible and
expandable polymeric materials or elastomeric materials. A
preferred material is a TPE (thermoplastic clastomer), such
as a Santoprene TPE. The enhanced resiliency of the sealing
member(s) provides a greatly improved seal. Another advan-
tage of the sealing member or members is that the end
surface of the head portion 173, 273 may be formed very
evenly, providing an excellent seal. In preferred
embodiments, the end surfaces of the head portions 173,273
of the contained scaling members 170, 270 abut but arc not
Joined to the stripout layers 300, 310, i.c , the stripout layers
are joined only to the end surfaces 143, 243 of the cylindrical
walls 144, 244 This allows the end surfaces of the head
portions 173, 273 to remain even and clean and, thereby,
form a tight seal free of any leachants. Of course, in less
demanding applications, the siripout layers may be Joined to
both the sidewalls and the scaling members or only to the
scaling members.

Although the illusirated embodiment depicts the female
sealing member 170 being sealed in the socket 145 of the
female connector 100 by the fomale stripout layer 300, and
the male scaling member being compressed and seajed
within the socket 245 of the male connector 200 by the male
stripout fayer 310, aliernative arrangements are within the
scope ol the present invention. For example, the male
sealing member 270 may be disposed in the socket 145 of
the female connector 100, and the female sealing member
170 may be disposed in the socket 245 of the male connector
200. Alternatively, the female sealing member 170 may be
omifted. In an embodiment in which the female sealing
member 170 is omitted, the male sealing member 270 may
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be disposed within the socket of either connector by a
stripout layer or a non-removable sealing layer.

In an embodiment which includes a single scaling
member, when the stripout layer is removed, the sealing
member may abut a surface on the connecting end of the
opposing connector to seal the connector assembly. For
example, if the male sealing member 270 is disposed in the
socket 245 of the male connector 200, the head portion 273
of the conneclor may contact a surface 135 in the counter-
bore 136 of the female connector 100. Alternatively, the
sidewall 144 of the female connector may be thickened in a
rachally inward direction to extend inwardly beyond the
sidewall 244 of the male connector and provide a contact
surface for the male sealing member 270. The male con-
nector 200 preferably includes a stem 210 telescopically
housed in a generally cylindrical body 221 defining the
aperture 232 in the male fitting 220. The male connector 200
Is also preferably adapted to contain and conduct fluid
commuuication and preferably defines an isolated portion of
the fluid flow path, ¢.g., containing or conducting isolated
fluid communication. Accordingly, the stem 210 is prefer-
ably sealed within the aperture 232 defined by the fiting
220 In the illustrated embodiment, the stem 210 includes a
seal 252 coupled between a distal end 226 of the stem 210
and the body 221 of the male connector 200. The seal 252
may comprise an o-ring disposed around the stem 210. In an
alternative embodiment, the seal 252 may be disposed in a
groove in the interior wall of the body of the male connector
200. The seal 252 preferably scalingly and slidably cngages
an inicrior wall to scal the aperture 232 from the ambicnt
environment and allow the stem 210 to move axially.

While the stem 210 may be arranged to move axially only
with respect to the female connector 100 and to be stationary
with respect to the male fitting 220, the stem 210 is prefer-
ably arranged to move axially both with respect to the
female connector 100 and the male fitting 220, For example,
the stem 210 preferably moves axially through the male
fitting 220; e.g., through the aperture 232 and the open
proximal end of the aperture 232, through the sacket 245 and
the open end of the socket 245, through the male scaling
member 270 including the open ends and the interior
passage, and/or through any non-removable sealing layer.
Furthier, the stem 210 preferably moves axially into the
lemale connector 100; e.g., (hrough any non-removable
sealing layer, through the female sealing member 170
including the open ends and the interior passage, through the
open cad of the socket 145 and the socket 145, through the
open end of the aperture 132, and/or into the aperture 132.
Because the stem 210 moves through the female and/or male
scaling members, the largest outer diameter of the stem 210
is preferably smatler than the smallest inner diameter of the
Interior passages of the sealing members 170, 270. Further,
the proximal portion of the stem 219 preferably is tapered
and has a bullet-shaped configuration, as shown in FIG. 9.
This facilitates axial movement of the stem 210 without
disturbing the seal formed by the sealing members 170, 270.
Alternatively, the diameters may be approximately equal to
creale a seal between the stem 210 and the sealing member
or members 170,270.

The stem 210 is preferably hollow, defining a lumen (uot
shown) therein. The proximal end of the stem 210 may have
a head 250 formed thereon. The head 250 may have an
aperture providing fluid access between the lumen and the
exterior of the stem 210. The head 250 may comprise a blunt
member or a piercing member, depending on whether or not
the scaling layers include non-removable layers. For
example, if the sealing layers include pon-removable layers
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i addition to stripout layers, the head 250 preferably
comiprises a piercing member to pierce the non-removable
layers and provide fluid communication belween the interior
regions of the male and female connectors 200, 100. If
separale non-removable layers are not included, the head
250 may comprise a blunt member. The head 250 may be
blunt because once the stripout members are removed, there
arc no obstructions which require piercing between the male
and female connectors 200, 100

The stem 210 may also be connected 10 a luid container
or conduit 20 as best shown on FIGS. 11, 12, and 14. For
example, a conduit 20, such as a section of tubing, may be
connected to the distal end 226 of the stem 210 in any
suitable manuner, e.g., by using solvents, bonding agents,
hose clamps, ultrasonic welding, threaded connectors, or
friction fitting. Alternatively, the tubing 20 or container may
be molded integrally with the stem 210.

According to another aspect of the present invention, the
stem 210 may include a locking device. The locking device
260 may be of any configuration that restricts the accidental
or inadvertent axial advancement of the stem 210. In the
embodiment ustrated 1n FIG. 1, the locking device com-
prises two locking tabs 260 rigidly cxtending axially from a
lower flange 224 of the body 221 to a flange 228 on the stem
210. The number of locking tabs 260 is not critical to the
mvention. For example, a single locking tab 260 may be
included, or more than two locking tabs 260 may be
included. It multiple locking tabs 260 are included, they are
preferably located at equally spaced circumferential loca-
tions about the stem 210 to uniformly distribute force
applied to the stem 210.

[n the embodiment shown in FIG. 1, the locking tabs 260
comprise radially projecting fins which extend axially
between the flanges 224, 228. The locking tabs 260 may be
deformable, e.g., may be arranged to bend out of the way or
to break away from one or both of the fanges 224, 228. For
example, the locking tabs 260 may be attached at bendable
ar frangible joints 262 to the flange 228 and/or the barrel of
the stem 210. The locking tabs 260 are preferably not
attached to the distal flange 224 of the male fitting 220.
Thus, each locking tab 260 may be casily grasped and bent
In a direction perpendicular to the plane of the tab 260,
breaking the frangible joint and freeing the stem 210 to
move axially. In an alternative embodiment, the locking
device may comprise a permanently attached, non-breakable
arrangemcnt, such as a radially extending key on the stem
210 and a keyway on the body 221 which allows the axial
movement of the key, and stem 210 after the key is aligned
with the keyway. Alternatively, the stem 210 may include
one or more keyways and the body 221 may include one or
more keys.

Shown in FIGS. 9 and 10 is a preferred embodiment of the
locking device 460. The locking device 460 may comprise
one or mare wings 461 extending radially from the surface
of the stem 210, although the locking device 460 shawn in
FIGS. 9 and 10 comprises two wings 461. The wings 461
extend radially beyond the inner diameter of the male fitting
226 and may abut the distal surface of the flange 224, thus
preventing the stem 210 from being inadvertently advanced
within the mafe fitting 220. In order to advance the stem 210,
the stem 210 muy be rolated. 'The rotation of the stem 210
pushes the wings 461 tangentially against a structure that
can apply a tangential force to the wings 461. As a result, the
wings 461 bend tangentially and fold away from the distal
surface of the flange 224, thus allowing the stem 210 to
advance within the male fitting 220. For example, in FIGS.
9 and 19, each of the wings 461 is disposed within a slot 464
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on the distal surface of the flange 224, When the stem 210
is rotated, the rotation of the stem 210 pushes the wings 461
against the sidewalls of the slots 446 and bends the wings
461 tangentially, thus allowing the stem 210 to advance
within the male fitting 220. Alternatively, the distal surface
of the flange may include protrusions instead of slots, and
the rotation of the stem pushes the wings against the
protrusions and bends the wings tangentially, thus allowing
the stem to advance within the male fitting. The tocking
device shown in FIGS. 9 and 10 is preferred because nothing
needs to be broken off and, therefore, there are no loose
pieces assoclated with the locking device.

A purpose ot the locking devices is to restrict the acci-
dental or inadvertent axial advancement of the stem 210.
Preferably, an operator does not unlock the locking device
until the male connector 200 and the female connector 100
are joined and the stripout layers 300, 310 are removed. It
the locking device is unlocked before the connectors 100,
200 arc joined and the stripout layers 300, 310 arc rcmoved,
the stem 210 may damage the stripout layer 300 and
compromise the sterility of the male connector 200,

In addition to the locking device, the male connector 200
may also comprise a ratchet structure. For example, as
shown in FIGS. 2 and 3, the stem 210 may comprise first and
second sets of beveled annular ribs 212, 214 circumfusing
the external surface of the stem 210. The ribs 212, 214 may
be beveled such that they project from the surface of the
stern 210, extending distally toward the flange 228 of the
stem 210 and forming an acute angle with the external
surface of the stem 210. The first sct of ribs 212 is preferably
spaced trom the second set of ribs 214 by a smooth surface
216 formed on the stem 210. A catching member 280 is
preferably coupled to the inner wall of the body 221 of the
male connector 200. A distal end of the catching member
280 includes a catch 282 which rests on the outer surface of
the stem 210. A similar ratchet structure is shown in FIG. 9
and disclosed in Matkovich U.S. Pat. No. 5,393,101, which
is incorporated by reference to support this and other fea-
tures of the present invention. The ratchet structure shown in
FIG. 9 comprises a single set of annular ribs and preferably
does not mclude @ smooth surface section. The ratchet
structure in U.S. Pat. No. 5,393,101 is preferred because the
stem is not retractable once the head is advanced toward the
fernale fitting and can only move toward the female fitting.

The stem 210 may further include a device disposed
between the male fitting 220 and the stem 210, which
stabilizes the stem 210 when the stem 210 is advanced
within the male fitting 220. An exemplary embodiment of
the device, as shown in FIG. 9, may include a plurality of
axially extending ribs 480. The ribs 480 may be mounted,
for example, on the stem 210 between the O-ring 252 and the
flange 228 and preferably are equally spaced circumferen-
tially around the stem 210. The outer surfaces 481 of the ribs
480 may define a cylinder that has a diameter similar to the
inner diameter of the male fitting 220. Thus, when the stem
210 is advanced within the male fitting 220, the outer
surfaces 491 of the ribs 490 coatact the inner surface of the
male fitting 220, which stabilizes the stem 210 as it moves
along within the male fitting 220.

In operation, to join the connectors, an operator first
removes the caps 183, 283 protecting the proximal ends of
the connectors 100, 200 by pulling the tabs 186, 286 and
tearing the strips 187, 287 along the perforations 188, 288.
The operator then interlocks the connectors. In the illus-
tratedt embodiments, interlocking the connectors comprises
shiding the forks 146 in the female connector 100 into the
slots 240 in the male connector 200 until the catches 148
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abut against the distal surtace of the flange 242. As shown
in FIG. 1, the forks 146 may bend slightly as the catches 148
at the ends of the forks 146 move through the slots 240,
The interlocking mechanism may be configured to ensure
that the tabs of the stripout layers 300, 310 both extend in the
samme direction when the connectors 100, 200 are intercon-
nected. For example, the forks 146 and slots 240 may be
arranged in sets such that the forks 146 only engage the slots
240 when the tabs extend in the same direction. In the

Y illustrated embodiment, one set of forks and slots are closely

spaced while the other set of forks and slots are more
cdistantly spaced. The tabs, forks, and slots are all arranged
such that the connectors 200 will interconnect anly when the
closely spaced forks engage the closely spaced slots, the
distantly spaced forks engage the distantly spaced siots, and
the tabs extend in the same direction from the stem.

Once the connectors 100, 200 are coupled, the stripout
fayers 300, 310 are removed, which in the illustrated
embodiment places the apertures 132, 232 of the connectors
100, 200 in [uid communication with each other. Any
contaminants entrained on the external surfaces of the
stripout layers 300, 310 may be removed with the stripout
layers 300, 314.

As each stripout layer 300, 310 is removed, one or both
of the male and female sealing members 270, 170, which
were compressed in the male and female sockets 245, 145,
expand to conlact each other and seal the connectors 100,
200. The sealing members preferably maintain the seal
throughout the process of removing the stripout layers 300,
310. More particularly, as the stripout layers are withdrawn
the exposed portions of the sealing members 170, 270
expand and contact one another, creating a seal between the
contacting exposed portions. Because contact between the
sealing members follows the withdrawing stripout layers,
the seal is immediately created behind the stripout layers
300, 210 as the stripout layers are withdrawn.

To contact the female sealing member 170, the resiliently
compressible head portion 273 and/or neck portion 272 of
the male sealing member 270 axially expands from a com-
pressed slate to an expanded stale where the distance
between the base 271 and head 273 portions is increased.
The head portion 173 of the female sealing member 170 may
also expand. The head portion 273 of the male sealing
member 270 abuts against the head portion 173 of the female
sealing member 170 to form the seal. Because the male
sealing member 270 and the female sealing member 170
each comprise a resiliently compressible and expandable
member, movement of the male connector 200 or the female
conncctor 100 once they are coupled does not reduce the
seal. The male and female sealing members, 270, 170
expand or compress to counteract any movement of the
connectors 100, 200 and tightly maintain the seal. The
annular groove 163 may decrease the surface area of the
contact between the sealing members and thus increase the
axial pressure exerted on one sealing member by the other,
thereby strengthening the scal. Thus, a tight, sterile connce-
tion is created and maintained.

Once the stripout layers 300, 310 are removed, the head
250 of the stem 210 is preferably extended into the female
connector 100. In order Lo move the head axially, an operator
unlocks the locking device, for example, by grasping and
breaking the locking labs 260 away from the flange 228 of
the stem 210 in the casc of the embodiment shown in FIG.
1, or by rotating the stem 210 to deform the wings 480
tangentially in the case of the embodiment shown in FIGS.
9 and 10. The operator then slides the flange 228 of the stem
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210 axially towards the lower flange 224 of the male
connector 200. As the stem moves axially, the stem 210,
including the head 250, moves through the male fitting 220
and the female comector 100 as previously described.
Further, the seal 252 slides along the nner wall of the male
connector 200; the catching member 280 slides along the
first ribbed surface 212 and the smooth surface 216 and then
latches along the second ribbed surface 214; and the head
250 then lodges in the bore 134 of the female connector 100.
The bore 134 is peeterably tapered so the head 250 lodges in
frictional sealing engagement with the wall of the bore 134.
Fluid may then fow freely without contamination through
the aperture 132 in the female connector 100 and the Tumen
in the stem 250 via the sterile connection of the female and
male connectors 100, 200.

The connector assembly may be utilized in conjunction
with various fluid systems or devices, such as those includ-
ing flexible and/or rigid fluid containers, a syringe, a drip
chamber, a filtratton device, an intravenous (I1V) device, or
any combination thereof. For example, the connector assem-
bly may be combined with intravenous (IV) devices and
used to supply fluids, for example, parenteral and biological
fluids. As used herein, a parenteral fluid is a physiologically
acceptable fluid, which is preferably sterile. Examples of
parenteral fluids include saline solution, 1.¢., isotonic (about
0.9%) sterile saline solution, and an electrolyte solution,
including for example, dextrose 5% in water (D5W). Bio-
logical fluids, as used herein, are fluids originating from a
living organism, for example, blood and blood components.

Examples of biological fluids for which the present inven- -

tion may be suitable include whole blood, packed red cells,
platelet rich plasma, platelets and plasma.

An exemplary embodiment of 4 fluid system including a
connector assembly is iltustrated in FIG. 11, where analo-

gous components have the same reference numbers as the -

connector assembly of FIGS. 1-7. In FIG. 11, the female
connector 100 of a connector assembly is connected (o a
container 600 via a conduit 10. The conduit 10, as described
previously, may be connected to the female connector 100,
for example, at the distal end 126, in any suifable manner,
e.g., by utilizing solvents, bonding agents, hose clamps,
ultrasonic welding, threaded connectors, or friction fitting.
Alternatively, the conduit 10 may be molded to the female
connector 100 as an integral part thereof.

The conduit 10 may be connected to the container 600
through a fitment (not shown in FIG. 11) which allows fluid
communication between the conduit 10 and the container
600. The fitment (not shown in FIG. 11) may include a valve
such as a transter leg closure which controls fluid flow to or
from the container 600. The female connector 100, the
conduit 10, and the container 600 may be constructed as a
single, integral unit.

The conduit 20 connected to the male connector 200 of

the connector assembly may be connected to other compo-

nents comprising the fluid system (not illustrated). For
cxample, the conduit 20 may be connected to a syringe, to
a drip chamber, to a patient, or to a filtration device. In
addition, although not illustrated, the male connector 200 of
the connector assembly may be connected to the container
600, i.e., the positions of the male and [emale connectors
204, 100 may be reversed. In such an embodiment, the male
conneclor 200, the conduit 20, and the container 600 may be
constructed as a single, integral unit.

The container 600 as well as the conduits 10, 20, which
may be utihized in accordance with the comnector assembly
of the present invention, may be constructed of any material
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compatible with parenteral and biological fluids. The com-
position of the container 600 and the conduits 10, 20 may
vary with the nature ol the particular Muid utilized. A wide
variety of suitable containers 600 and conduits 10, 20 arc
already known 1 the art. Exemplary containers 600 include
but are not limited to syringes, flexible bags, and rigid
containers. The container 600 may be formed from various
materials such as metallic materials, glass, and plastics,
including polyvinyl chloride (PVC). The container 600
preferably comprises plasticized PVC for flexibility and
strength. Typical conduits 10, 20 include tubing comprising
flexible plastics, such as plasticized PVC, for ease of use. It
is intended that the invention should not be limited by the
type or composition of the container 600 and/or conduits 10,
20 being employed.

The fluid system tltustrated in FIG. 12 is similar to the
fluid system illustrated in FIG. 11 and analogous compo-
nents have the same reference numbers. In this embodiment,
bowcver, the female conancctor 100 may be connected
direcily to the container 600. For example, the female
connector 100 may be fitted with a fitment such as a transfer
leg closure. In contrast to the female connector 100 illus-
trated in FIG. 11, wherein the conduit 10 is connected to the
female connector 100, the connector 100 may be mounted
directly to the fitment 602 of the container 600. The female
connector 100 and the container 600 may be constructed as
a single, intcgral unit.

As described above, the fluid conduit 20 connected to the
male connector 200 of the connector assembly may be
connected to other components in the fluid system. For
example, the conduil 20 may be connected to a syringe, to
a drip cbamber, to a patient, or to a filtration device. In
addition, although not illustrated, the male connector 200 of
the connector assembly may be connected directly to the
container 600).

In operation, the male and female connectors 200,100 of
the fluid systems of FIGS. 11 and 12 may be interlocked as
previously described. Once interlocked, the stripout layers
300,310 are removed, the stem 210 is moved through the
male fitting 200 and sealing member 270, through the female
sealing member 170 and into the aperture 132 of the female
fitting 120, thereby forming a sterile fluid path through the
fluid systewm.

FIGS. 13 and 14 illustrate an exemplary embodiment of
a fluid system wherein a modified female connector 100 of
the connector assembly is mounted directly to the wall of a
contamer 600. Once again, analogous components have the
same reference numerals as used in FIGS. 1-7 and 11-12. In
this embodiment, the female connector 100 is different from
the previously described female connectors 100. Essentially,
in this embodiment, the female fitting 120 includes only the
bracket 140. As in the previously described embodiments,
the bracket 140 may be variously configured. The bracket
149 may comprise a socket 145 or cup having any suitable
plan form, for example, the representative bracket 140 in the
illusirated embodiment comprises a generally C-shaped
member. A female sealing member 170 may be disposed
within the socket 145 of the bracket 140 to aid the sterile
connection of the connection assembly as previously
described. [n addition, the proximal end of the female
connector 100 may have a scaling layer, such as the previ-
ously described female stripout layer 300, to further aid the
sterile connection of the connector assembly. The bracket
140 may also include a flange 142 with forks 146, as
previously described, in order to aid the interlocking of the
temale connector 100 with the male connector 200. Alter-
nalive arrangements for the connection of the female and
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male connectors 100, 200 are also possible, and may
include, tor example, threaded connectors. In an alternative
embodiment, the fitting 120 of the female connector 100
may extend beyond the container wall into the interior of the
container 600.

The female connector 100 may be connected to the wall
of the container 600 by a variety of means. In the exemplary
embodiment illustrated in FIG. 13, the female connector 100
Is connected 1o a major surface of the container 600. The
female connector 100 may be bonded or welded to the
container 600 or may be formed integrally therewith. The
area of the wall where the female connector 100 is connected
may be reinlorced so that the femule connector 100 will not
tear away a portion of the wall. The reinforcement may be
in the form of a grommet or any other suitable reinforcement
mears.

In operation, the male and female connectors 200, 100 of
the fluid system of FIGS. 13 and 14 may be interlocked as
previously described. Once interlocked, the stripout layers
300, 310 are removed, and the stem 210 is moved through
the male fitting 220 and sealing member 270, through the
female scaling member 170 and an aperture 132a in the
female fitting 120, and through the wall of the container 600,
thereby forming a sterile fluid path therethrough. To facili-
tate piercing of the container wall, the head 250 of the stem
210 may tnclude a piercing member. The aperture 1324 may
be sized 10 seal against the head 250 of the stem 210, which
is prelerably tapered to provide an increasingly snug fit and
scal at the walls of the bracket 140 defining the aperture
1324. Alterpatively, the female connector 100 may comprise
an O-ring to provide a fluid tight seal between the head 250
and the aperture 132a.

The connector assembly of any of the previous embodi-
ments can be used to make either a wet connection or a dry
connection, although preferably it is used to make a dry
connection. A wet connection is one in which the male and
female connectors 100, 200 are joined while there is liquid
i1 one ot both of the connectors 100, 200. A dry connection
is one in which the connectors 100, 200 are joined without
liguid in the connectors 100, 200, and the Nuid Qow through
the connectors 100, 200 is established after the connectors
100, 200 are joined.

There are various ways to make a dry connection. Tor
cxample, a fluid blocking mechanism may be used to block
fluid flow from a fluid source to a connector 100, 200 before
the connectors 100, 200 are joined and to open fluid flow
after the connectors 100, 200 are joined. The tuid blocking
mechanism may be any device which can block and open
fluid flow to a connector 100, 200. The fluid blocking
mechanism may be operatively associated with the connec-
tor 100, 200, disposed between the connector 100, 200 and
the fluid source, or operatively associated with the fluid
source. If only one connector 100, 200 is connecled 10 a fluid
source, only one fluid blocking mechanism may be used. On
the other hand, if both connectors 100, 200 are connected to
a fluid source, two fluid blocking mechanisms may be used.

Shown in FIG. L5 is a preferred arrangement for a dry
connection. In the arrangement, a flow blocking mechanism
710,720 is associated with the tubing 10, 20 attached to cach
ol the male and the female connectors 100, 200. ‘The llow
blocking mechanism 710, 720 is preferably placed a short
distance from the male and the temale connectors 100, 200,
¢.g., within about 5 inches or more. The flow blocking
mechanism 710, 720 can be any device which can sclec-
tively open and block the fluid flow to the connectors 100,
200, such as a valve or a clamp mounted o the exterior of
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the tubing 10, 20 and pinching the tubing 10, 20 closed.
More preferably, the flow blocking mechanism 710, 720 is
a hreakaway type mechamsm disposed in the interior of the
tubing 10, 20. The Lreakaway type mechanism normally
blocks fluid flow. However, when it is pinched, bent or
otherwise manipulated by an operator, a portion of the
mechanism moves, e.g., breaks away, and allows fluid tlow
through the mechanism. A breakaway type mechanism is
disclosed in U.S. Pat. No. 4,586,928, which is incorporated
by reference to support this and other features of the present
invention.

In a preferred method of joining the male and female
connectors 100, 200, the flow blocking mechanism 710, 720
is arranged such that no liquid Hows past the mechanism
710, 720 to the connector 100, 200. Consequently, neither
the male nor the female connector 100, 200 has any liquid
in it as they are joined. The conncctors 100, 200 arc joined
as previously described such that they are locked together
with the head 250 of the stem 210 securely inserted within
the aperture 132 of the female fitting 100. The flow blocking
mechanism 710, 720 is then opened to allow fluid flow
through the connector assembly. ‘

Although shown and described is what arc belicved to be
the most practical and preferred embodiments, it is apparent
that departures from specific methods and designs described
and shown will suggest themselves to those skilled in the art
and may be used without departing from the spirit and scope
of the invention. One of many examples of these alternative
embodiments Is a connector assembly in which a non-
removable, picrceable membranc layer extends across the
interior of one or both of the sealing members. The stem may
then include a piercing member which would pierce the
membrane layer(s) as the stem moves axially into the female
fitting. Consequently, the present invention is not restricted
to the particular features described and illustrated, but
should be constructed 1o cohere with all modifications and
altcrnatives that may fall within the scope of the appeuded
claims.

What 1s claimed is:

1. A connector assembly for providing a fluid flow path
which is 1solated from the ambient environment, the con-
nector assembly comprising:

a first fiting including a proximal end, an aperture, and a
sockel, wherein the aperture forms a portion of the fuid
flow path and includes a proximal end and wherein the
socket has a sidewall and a proximal end;

a second fitting including a distal end, a proximal eud, an
aperture, and a socket, wherein the distal end is con-
nectable to a section of tubing, wherein the aperture
forms a portion of the fluid flow path and includes a
proximal end, and wherein the socket has a sidewall
and a end;

first and sccond resilient scaling members disposed in the
sockets of the first and sccond fittings, respectively,
wherein the sidewall of each socket surrounds the
resilient sealing member, wherein each resilient sealing
member includes a hollow body having opposite open
ends, and an Jolernal passage extending between Lhe
open ends and wherein each resilient sealing member is
formed from a material which is more resilicnt than the
material of the fitting;

a plurality of protrusions and corresponding slots which
cooperate to connect the first and second fittings to one
another, the protrusions including bendable prongs
extending between the first and second fittings and
engaging the corresponding slots to interconnect the
proximal ends of the first and second fittings; and
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least ane removable stripout layer moveable between a
first position in which the strip out layer is interposed
between the interconnected first and second fittings,
wherein the stripout layer overlies the ends of the first
and resilient sealing members, and a second posttion in
which the stripout layer is removed {rom the ends of the
first and second resilient sealing members, wherein the
cesilient sealing members contact one another to create
a Huid flow path through the first and second fittings via
the apertures of the fittings, the stripout layer having a
pull tab which extends beyond the periphery of the
nterconnected first and second fittings to enable the
stripout layer to be moved from the [irst position Lo the
second position.

2. The connector assembly of claim 1 wherein the at least
one stripout layer comprises a first stripout layer associated
with the first fitting and the second stripout layer associated
with the second fitting.

3. The connector assembly of claim 2 wherein each
stripout layer has a pull tab and, in the fiest position, the pull
tabs are aligned.

4. The connector assembly of claim 2 wherein, in the first
position, cach stripout layer seals an end of a resilient
sealing member and the proximal end of the aperture of a
fitting.

5. The connector assembly of claim 2 wherein, in the first
position, the first and second strip oul layers abut one
another.

6. The conncctor assembly of claim 1 wherein, in the
sccond position of the strip out layer, the ends of the resilient
sealing members are in sealing contact.

7. The councctor assembly of claim 1 further comprising
a stem member movable from the first fitting into the
aperture of the second fitting.

8. The canncctor assembly of claim 1 wherein the aper-
turc of the sccond fitting includes a bore and a counterbore,
the bore having a proximal end and being relieved at the
proximal end Ly the counterbore which has a larger inner
diameter than the bore.

9. The connector assembly of claim 2 wherein the sice-
wall of each socket is a continuous, unbroken cylindrical
wall.

10. The connector assembly of claim 1 wherein each
fitting is formed from a rigid polymeric material and each
resilient sealing member is formed from a more resiliently
compressible material.

11. The connector assembly of claim 1 wherein each
fitting is formed from a rigid polymeric material and each
resilient sealing member is formed from a more resiliently
compressible material, whercin the at lcast one movable
stripout layer comprises a first movable stripout layer asso-
ciated with the first fitting and a second movable stripout
layer having a pull tab and in the first position the pull tabs
are aligned, and wherein the aperture of the second fitting
includes a bore and a counterbore, the bare having a
proximal end and being relieved at the proximal end by the
counterbore which has a larger inner diameter than the bore.
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12. The connector assembly of claim 2 wherein, in the
first position, the stripout layers are not joined to the ends of
the resilient sealing members.

13. A connector which can be coupled to a mating
connector to form a connector assembly that provides a fluid
flow path isolated from the ambient environment, the con-
nector comprising;

a fitting including a distal end, a proximal end, an
aperture, and a socket, wherein the distal end of the
fitting is connectable to a section of tubing, wherein the
aperture of the fitting forms a portion of the fluid flow
path and includes a proximal end, a bore, and a
counterbore, the bore having a proximal end and being
relieved at its proximal end by the counterbore which
has a lagger inner diameter than the bore, and wherein
the socket has a side wall and a proximal end;

a resilicnt sealing member disposed in the socket of the
fitting, wherein the side wall of the socket surrounds the
resilient sealing member, wherein the resilient sealing
member includes a hollow body having opposite open
ends and an internal passage extending between the
open ends, and wherein the resilient sealing member is
formed from a material which is more resilient than the
material of the fitting;

a plurality of protrusions extending from the fitting and
being connectable to the mating connector, wherein the
protrusions include prongs which are bendable and
have catches and arc cngageable with slots in the
mating connector; and

Y

removable stripout layer moveable between a first
position in which the stripout layer overlies an end of
the resilient sealing member and the proximal ead of
the aperture and a second position in which the stripout
layer is scparated from the cnd of the resilient sealing
member and the proximal end of the aperture, wherein
the stripout layer has a pull tab which extends beyond
the periphery of the fitting to enable the stripout layer
to be moved trom the first position to the second
position.

14. The conpector of claim 13 wherein, in the first
position, the stripout layer scals an end of the resilicnt
sealing member and the proximal end of the aperture.

15. The connector of claim 13 wherein the side wall of the
aperture is a continuous, unbroken cylindrical wall.

16. The connector of claim 13 wherein the fitting is
formed from a rigid polymeric material and the resilient
sealing member is formed from a more resiliently compress-
ible material.

17. The connector of claim 13 further comprising a
removable cap covering the proximal end of the fitting.

18. The connector of claim 13 wherein, in the first
position, the stripout layer is not joined to an end of the
resilient sealing member.



