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(57) ABSTRACT 

A rnultilurnen unilirnb conduit for providing respiratory 
gases to and receiving expiratory gases from a patient 
connected to a unilirnb respiratory circuit. The conduit has 
unique ?ttings for connection to patient devices or assisted 
ventilation systems and components. In a preferred embodi 
rnent, the conduit has fasteners or blocking devices at either 
or both of its distal and proximal ends. 
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UNILIMB RESPIRATORY CONDUIT AND 
COMPONENTS 

RELATED U.S. APPLICATION DATA 

[0001] This application is a continuation-in-part of US. 
patent application Ser. No. 09/018,540, ?led Feb. 4, 1998, 
now US. Pat. No. 5,983,896, issued Nov. 16, 1999, Which 
Was a divisional application of US. patent application Ser. 
No. 08/751,316, ?led Nov. 18, 1996, now US. Pat. No. 
5,778,872, issued Jul. 14, 1998. 

FIELD OF THE INVENTION 

[0002] The present invention relates in one aspect to 
arti?cial ventilation methods and systems for administering 
and exhausting gases to a mammal, including methods and 
systems for use in anesthesia and administration of oxygen 
to patients, and more particularly to arti?cial breathing 
systems capable of controlling carbon dioxide rebreathing. 
The present invention relates in another aspect to a unilimb 
inspiratory and expiratory breathing device for use in a 
breathing circuit, Which has one or more tubular conduits 
detachable at a common interface, the interface optionally 
providing for control of gas How and operable connection to 
different functional devices. The present invention also 
relates to improved components of assisted ventilation sys 
tems and methods for providing same. 

BACKGROUND OF THE INVENTION 

[0003] Breathing circuits are utiliZed to conduct inspira 
tory gases from a source of same, such as from an anesthetic 
machine, to a patient, and to conduct expiratory gases aWay 
from the patient. The gases are conducted through tWo or 
more conduits, and, generally, at least a portion of the 
expiratory gas is recycled to the patient after removal of 
carbon dioxide. To facilitate description of the prior art and 
the present invention, the end of a conduit directed toWard 
a patient shall be referred to as the distal end, and the end of 
a conduit facing or connected to a source of inspiratory gases 
shall be referred to as the proximal end. LikeWise, ?ttings 
and terminals at the distal end of the breathing circuit, e.g., 
connecting to or directed at the patient airWay device (i.e., 
endotracheal tube, laryngeal mask, or face mask), Will be 
referred to as distal ?ttings or terminals, and ?ttings and 
terminals at the proximal end of the breathing circuit Will be 
referred to as proximal ?ttings and terminals. For further 
information on breathing systems, and anesthetic and ven 
tilation techniques, see US. Pat. No. 3,556,097; US. Pat. 
No. 3,856,051; US. Pat. No. 4,007,737; US. Pat. No. 
4,188,946; US. Pat. No. 4,232,667; US. Pat. No. 5,284,160; 
Austrian Patent No. 93,941; Dorsch, J. A. and Dorsch, S. E., 
Understanding Anesthesia Equipment: Construction, Care 
And Complications, Williams & Wilkins Co., Baltimore 
(1974) (particularly chapters 5-7); and AndreWs, J. J ., 
“Inhaled Anesthetic Delivery Systems,” in Anesthesia, 
Fourth Edition, Miller, Ronald, M.D., Editor, Churchill 
Livingstone Inc., NeW York (1986) (particularly pp. 203 
207). The text of all documents referenced herein, including 
documents referenced Within referenced documents, is 
hereby incorporated as if same Were reproduced in full 
beloW. 

[0004] US. Pat. No. 4,265,235, to Fukunaga, describes a 
unilimb device of universal application for use in different 
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types of breathing systems, Which provides many advan 
tages over prior systems. The Fukunaga system utiliZes a 
space saving coaxial, or tube-Within-a-tube, design to pro 
vide inspiratory gases and remove expiratory gases. Gener 
ally, the inner tube is connected at its proximal end to a 
source of inspiratory, fresh gas, While the outer tube proxi 
mal end is connected to an exhaust port and/or to a carbon 
dioxide absorber (the latter at least partially exhausts into the 
inspiratory gas source When used in a circle system). In 
addition to reducing the siZe of the breathing apparatus 
connected to a patient by reducing the number of tubes near 
the patient, the Fukunaga system has additional bene?ts, 
such as serving as an arti?cial nose (expired air Warms and 
humidi?es inspired air as the opposing tWo ?oWs are co 
axial in the unilimb device). The Fukunaga circuit is also 
safer than prior co-axial systems, since the distal end of the 
inner tube is not connected to the outer tube at a distal ?tting, 
so that the outer tube can be axially extended With respect to 
the inner tube Without disconnecting the proximal end of the 
inner tube from the source of inspiratory gases; this safety 
feature can also be used to increase the dead space betWeen 
the distal ends of the inner tube and outer tube, and thereby 
alloW for adjustment of the amount of expiratory air the 
patient rebreaths. Dead space is de?ned herein as the part of 
the breathing circuit external to the patient Which, at the end 
of expiration, is ?lled With exhaled gases to be inhaled at the 
next breath (generally the expired air in the dead space is 
combined With oxygen and/or other gases provided from a 
source thereof). It Will be appreciated that most knoWn 
breathing circuits provide a certain amount of dead space 
When being used. For example, in the device shoWn in 
Leagre et al., US. Pat. No. 5,404,873, the portion of the 
breathing circuit that is distal to the end of the inspiratory 
tube, plus the area betWeen the face mask and the patient’s 
face all comprises dead space Where inspiratory and expi 
ratory gases are mixed. The same is true for the device 
shoWn in Leagre, US. Pat. No. 5,901,705, except that the 
dead space also includes the interior volume of the ?lter. 

[0005] An embodiment of the Fukunaga unilimb device is 
commercially manufactured as the UNIVERSAL FTM by 
King Systems Corporation of Noblesville, Ind., USA. The 
device includes a proximal terminal comprising a holloW, 
T-shaped housing With three ports: an inspiratory gas port, 
an expiratory gas port at a perpendicular angle to the 
inspiratory gas port, and a third (“patient”) port. The proxi 
mal terminal is connected to an outer tube and a coaxial 
inner tube, Which carry gases to and from the proximal 
terminal. The outer tube is ?exible and corrugated, and 
formed of a transparent (or semi-transparent) material. The 
proximal end of the outer tube is sealably connected and 
bonded to the patient port of the proximal terminal. The 
proximal end of a dark colored, ?exible inner tube is 
sealably connected and bonded to the inspiratory port, and 
extends through the T-shaped housing, out the patient port, 
and passes through most of the axial length of the outer tube. 
The dark color of the inner tube readily permits the user to 
see through the outer tube to determine Whether the inner 
tube is properly connected. 

[0006] The inner diameter of the outer tube is suf?ciently 
larger than the outer diameter of the inner tube to permit 
adequate patient respiration. The distal end of the outer tube 
is sealably connected and bonded to the exterior of an 
annular housing Which forms a distal terminal. The annular 
housing of the distal terminal is designed to prevent the 
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distal end of the inner tube from extending beyond the distal 
end of the outer tube. The entire unit is designed for disposal 
after a single use. 

[0007] The UNIVERSAL FTM device offers great advan 
tages over prior dual line and unilimb anesthesia circuits, 
and respiratory assist devices. HoWever, manufacture of the 
entire unit requires several complex steps, and must be done 
With care so that the inner and outer tubes are properly 
sealed and bonded to the proximal terminal ports at their 
proximal ends; it is particularly important that the inner tube 
proximal end be ?rmly connected to the proximal terminal 
(at the inspiratory port) When the inner tube carries inspira 
tory gases, since disconnection during use may not alloW 
sufficient oxygen and/or anesthetic gases to reach a patient, 
Which is highly undesirable. 

[0008] While US. Pat. No. 4,265,235, to Fukunaga, 
teaches that the tubes and terminals of such a unilimb device 
can be detachable from one another, in practice, the proxi 
mal end of the inner tube is ?rmly bonded to the inspiratory 
port, since there remains a risk that the proximal end of the 
inner tube could be disconnected from the inspiratory port 
during use if a pressure ?t (or friction ?t) alone is used. Even 
if detachment of the inner tube is detected, the design of 
prior art unilimb devices does not facilitate the reconnection 
of the inner tube to the inspiratory port of the proximal 
terminal due to the need to pass the inner tube proximal end 
through the length of the proximal terminal via the patient 
port so that it can reach and be connected to the inspiratory 
port. Thus, the unilimb devices currently used generally 
comprise a proximal terminal having an integrally connected 
inner tube and outer tube. 

[0009] Due to its single-use design, the entire unilimb 
device, including the distal terminal, proximal terminal, 
inner tube and outer tube, is disposed of after a single use, 
along With multiple devices usually connected to the patient 
noZZle, such as a C02 monitor (capnometer), temperature 
and humidity controlling and monitoring devices, an O2 
controlling and monitoring device, and an infection control 
ling device (e.g., a ?lter). Thus, in addition to the inconve 
nience of requiring ?ttings (or a housing accommodating 
same) for these additional devices at the patient noZZle or 
distal terminal, replacement of these ?ttings, tubing, and 
devices after a single use is expensive, and contributes to 
ever-groWing medical Wastes, Which are sometimes dif?cult 
to ?nd disposal sites for. All of the systems described in the 
aforementioned patents suffer from similar de?ciencies. 
Therefore, there is a need for an improved unilimb device 
and ventilation system Which reduces costs and helps the 
environment by reducing Waste. There is also a need to 
simplify the construction, and to increase the safety, ef?cacy, 
and reliability of such devices. 

[0010] Further, it is believed that devices sold for disposal 
after a single use may sometimes be reused in order to save 
costs, Which may endanger patients. Efforts have been made 
to make it safer to reuse some patient respiratory conduit 
components. One problem With this is that the exterior of the 
patient respiratory conduits, as Well as the interior thereof, 
need to be protected from contamination, so that contami 
nants from a ?rst patient do not get passed on to subsequent 
patients by adhering to the exterior of reused components. 
For example, the device described in Fukunaga U.S. Pat. No. 
4,265,235, discussed above, has a coaxial conduit, Which 
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can be connected at its distal end (i.e., patient end) to a ?lter 
in order to protect the interior of the coaxial conduit from 
being contaminated. HoWever, the ?lter does not protect the 
exterior of the coaxial conduit from contamination. One 
approach to reducing contamination on the exterior of the 
conduit is shoWn in US. Pat. No. 5,901,705, to Leagre, in 
Which a sleeve extends proximally from a distal (i.e., patient 
end) ?lter over the patient respiratory conduit so that at least 
the portion thereof nearest the patient is not exposed to 
contamination from the patient. The device shoWn in the 
Leagre ’705 patent places a disposable ?lter at the patient 
end of the device. The Leagre device is designed to enable 
the breathing circuit to be reused on successive patients 
since the ?lter and sleeve prevent contamination from enter 
ing the breathing circuit from the patient; and prevent 
contamination in the breathing circuit from entering the 
patient. Thus the Leagre ’705 patent teaches that the replace 
ment of the relatively inexpensive, one-time-use ?lter and 
sleeve betWeen patients permits the relatively more expen 
sive breathing circuit to be used With multiple patients. 

[0011] Breathing systems generally provide oxygen to a 
patient, While removing carbon dioxide produced by the 
patient. For example, in anesthesia, or intensive care, the 
patient is provided an arti?cial breathing atmosphere, in 
Which the physician provides a mixture of gases to the 
patient. In addition to providing oxygen and a variety of 
vaporiZed anesthetic agents to the patient, the physician may 
permit the patient to rebreath some expired gases. Rebreath 
ing simply consists of inhaling gases Which have been 
expired, including carbon dioxide. However, assisted respi 
ration/ventilation to a patient must be safe, and hypoxia (i.e., 
patient oxygen de?ciency) must be avoided. Therefore, 
inspiratory gases are generally provided at high enough 
pressure, tidal volume and respiratory rate (hyperventila 
tion) to ensure that hypoxia and atelectasis (lung alveolar 
collapse) is avoided. Thus, patients are given very high 
inspired concentrations of oxygen to avoid hypoxia, but 
unfortunately they often experience abnormally loW carbon 
dioxide levels (i.e., hypocarbia or hypocapnia), and insuf 
?cient carbon dioxide can have a negative impact on vital 
organs (e.g., brain, heart, splanchnic organs, etc.). HoWever, 
many physicians believe that increasing arterial carbon 
dioxide partial pressure (PQCOZ, also referred to as arterial 
carbon dioxide tension, often reported as mmHg) in patients 
by increasing the carbon dioxide breathed by the patient 
(e.g., by increasing the amount of rebreathing) Would cause 
hypoxia. Thus, it Was believed that hypercapnia during 
assisted ventilation Was harmful, since it Was believed it 
Would be associated With hypoxia. Further, hypocapnia, 
While it can be harmful, Was believed to be less harmful than 
hypoxia. Therefore, there remains a need for an improved 
arti?cial ventilation method Which controls or avoids hypoc 
apnia Without compromising vital organ tissue perfusion or 
oxygenation (i.e., avoids hypoxia). 

[0012] Further, there is a need to increase safety of assisted 
ventilation systems by reducing the possibility of compo 
nent disconnections during use, a need to increase the 
likelihood that components provided for single-use only are 
not reused, and that devices, such as ?lters, meet minimum 
standards to be used in assisted ventilation systems (as used 
herein, the terms assisted ventilation system and/or arti?cial 
ventilation system refer to any device Which provides 
inspiratory gases to a patient and/or receives expiratory 
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gases from a patient, such as but not limited to anesthesia 
machines, arti?cial ventilators, etc.). 

SUMMARY OF THE INVENTION 

[0013] The present invention provides in one aspect an 
improved assisted or arti?cial ventilation system utilizing a 
unilimb device for providing and exhausting gases from a 
mammal, and, in another aspect, an arti?cial ventilation 
method Which avoids hypocapnia and hypoxia. Further 
aspects of the present invention include neW and improved 
devices for use in the ventilation methods and systems of the 
present invention. 

[0014] Aspects of the present invention relate to the sur 
prising discovery by the inventor that concerns about dis 
connection of the inner respiratory tube, When connected to 
the inspiratory port of a proximal terminal in breathing 
circuits utiliZing a unilimb device, such as the UNIVERSAL 
FTM circuit or the “Bain” circuit (US. Pat. No. 3,856,051), 
can be eliminated by the neW proximal terminal construction 
of the present invention, Which facilitates the use of tubing 
Which is intentionally made to be readily attachable and 
detachable to the proximal terminal ports, rather than per 
manently sealably connected as in present systems, and yet 
provide improved function, safety, and serviceability. The 
breathing circuit manufacturing process is greatly simpli?ed 
by eliminating the steps of sealably bonding the proximal 
ends of the inner and outer ?exible respiratory tubes to the 
inspiratory and patient ports, respectively, of the unilimb 
proximal terminal. The neW unilimb proximal terminal of 
the present invention facilitates the attachment and detach 
ment of respiratory tubing to the proximal terminal, thus 
resulting in a cheaper and safer breathing circuit. The neW 
unilimb proximal terminal also permits more ef?cient place 
ment and utiliZation of the other breathing circuit compo 
nents in a multifunctional interface incorporating the unil 
imb proximal terminal. In another aspect of the present 
invention, an improved coaxial tube device is provided, 
Which is readily attachable and detachable from the neW 
proximal terminal. The improved coaxial tube device has an 
inner tube in ?xed spaced coaxial parallel relationship to an 
outer tube at its proximal end, such that a single step is 
required to connect both tubes to the proximal terminal. This 
is made possible by a ?tting Within or at the proximal ends 
of the coaxial inner and outer tubes, Which still permits the 
distal end of the inner tube to axially move With respect to 
the distal end of the outer tube. As used herein, coaxial refers 
to the fact that one tube is contained Within the other, but the 
central axis of both tubes need not be aligned. 

[0015] Aspects of the present invention involve the sur 
prising discovery by the inventor that hypoxia can be 
avoided While simultaneously creating intentional dead 
space in the breathing circuit, thereby increasing rebreathing 
of expired carbon dioxide, Which enables maintenance of 
normal levels of arterial blood carbon dioxide (i.e., nor 
mocapnia) during arti?cial ventilation. Even more surprising 
is the discovery by the inventor that moderate hypercapnia 
Will not cause hypoxia, provided suf?cient oxygen reaches 
the patient; in fact, moderate hypercapnia can be bene?cial 
to a patient (e.g., improve cardiovascular oxygen availability 
and tissue oxygenation). In yet another aspect of the present 
invention, the arterial blood carbon dioxide tension (PQCOZ) 
can be predictably controlled via a predetermined dead 
space created in the unilimb device breathing tubes (i.e., the 
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volume in the outer tube de?ned by the space betWeen the 
outer tube distal end and the inner tube distal end). The dead 
space volume may be made adjustable by use of axially 
extendable and compressible corrugated tubing (Which does 
not rebound to its prior length and maintains its approximate 
internal diameter despite bending and/or axial length 
changes); the tubing connects at its proximal end to the 
patient port of the proximal terminal, and may have dead 
space calibration markings thereon to permit determination 
and adjustment of dead space volume contained therein. 

[0016] In another aspect, the present invention includes an 
arti?cial ventilation method Which avoids hypocapnia and 
hypoxia. The method comprises provision of arti?cial ven 
tilation to a mammal (in Which the mammal inspires and 
expires spontaneously or With mechanical assistance) suf? 
cient to prevent hypoxia, While permitting a suf?cient por 
tion of the mammal’s expiratory gases to be rebreathed to 
alloW the arterial carbon dioxide tension of the mammal to 
be betWeen about 35 mmHg to about 45 mmHg (i.e., 
normocapnia for a human). In another aspect, the mammal’s 
expiratory gases are rebreathed suf?ciently to permit the 
arterial carbon dioxide tension to be betWeen about 45 
mmHg to about 95 mmHg (i.e., moderate hypercapnia). This 
surprising invention includes neW arti?cial ventilation tub 
ing and/or ?lters, and methods for providing same, Which 
permits the user to provide sufficient oxygenation and car 
bon dioxide to a patient, While using a minimum amount of 
disposable, single-use materials. 

[0017] Another aspect of the present invention includes an 
improved unilimb device useful in providing the above 
arti?cial ventilation method. In a preferred embodiment, a 
unilimb device for use in a breathing circuit includes an 
outer tube, and an inner tube, each having a proximal end 
and a distal end. The outer diameter of the inner tube is 
smaller than the inner diameter of the outer tube, Wherein the 
outer tube can be operably connected at its distal end to a 
?tting (e.g., endotracheal tube or mask) that can provide 
arti?cial ventilation to a mammal. The inner tube is at least 
partially disposed Within the outer tube, and the distal end of 
the inner tube is disposed Within and in direct ?uid com 
munication With the outer tube. The proximal end of one of 
the tubes is connected to an inspiratory gas input (preferably 
the inner tube), and the proximal end of the other tube is 
connected to an exhaust outlet. The distal end of the inner 
tube is axially disposed at a predetermined distance from the 
distal end of the outer tube to create a dead space in the outer 
tube betWeen the tube distal ends. The dead space permits 
the mixing of inspiratory (fresh) gases With expiratory gases 
from a patient operably connected to the device, and thereby 
the amount of gases rebreathed by a patient can be related to 
the dead space volume. This dead space can be predeter 
mined and adjusted to provide for normocapnia or moderate 
hypercapnia While avoiding hypoxia. In a preferred embodi 
ment, an inner tube and outer tube are provided, Which, 
When operably connected to a mammal to provide respira 
tion, the dead space external of the patient is at least 10 cubic 
centimeters, and in another preferred embodiment at least 30 
cubic centimeters. This dead space may be as small as 10 
cubic centimeters for normocarbia in a small mammal (e.g., 
a human infant), and may exceed 150 cubic centimeters in 
larger mammals (e.g., adult humans). 

[0018] As used herein, and as is conventionally under 
stood, dead space may also be de?ned as that volume in a 
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patient respiratory conduit external of a patient and distal of 
the most distal source in or connected to the patient respi 
ratory conduit of fresh inspiratory gases to the patient, and 
includes the space in the conduit(s) and devices external of 
the patient; for example, if a single patient respiratory 
conduit carries inspiratory and expiratory gases, dead space 
is the volume in the patient respiratory conduit betWeen the 
patient and the inspiratory gas inlet, and any ?lters or other 
devices therebetWeen. If, for example, a coaxial patient 
respiratory conduit is used (Which, for example, has an outer 
?exible conduit for carrying expiratory gases from a patient 
operably connected to the distal end thereof), and the inner 
?exible tube of the coaxial patient respiratory conduit is 
connected to an inspiratory gas inlet, then the volume in the 
patient respiratory conduit (and any ?ttings, ?lters and other 
devices) betWeen the patient and the distal end of inner 
?exible tube is dead space. 

[0019] Since it is desirable to have the assisted ventilation 
system at a distance from the patient to permit health care 
personnel better access to the patient, in one embodiment of 
the present invention, the coaxial tubing is of considerable 
length, and has little or substantially no dead space therein; 
the distal end of the inner ?exible tube is biased against or 
bonded to a distal ?tting connected to the end of the distal 
end of the outer ?exible tube. A dead space tube can be 
operably connected to the distal end of the coaxial ?exible 
tubing; in a preferred embodiment, the dead space tube is 
connected to a distal ?tting at the end of the coaxial tubing. 
The dead space tube can be operably connected through a 
?lter (having a predetermined dead space therein) at its 
proximal end to the distal ?tting at the distal end of the 
coaxial tubing (thus ?ltering both inspiratory and expiratory 
gases), or the ?lter may be connected at the distal end of the 
dead space tube. Thus, a coaxial How of inspiratory and 
expiratory gases may be directed through a single ?lter and 
dead space tube. 

[0020] In another embodiment, the inner tube of the 
coaxial conduit is of a ?xed length and preferably of a dark 
color (or has a dark colored band about its distal end); the 
outer tube can have its length adjusted, and is made of a clear 
(transparent or semi-transparent) material. The dead space 
may be adjusted by axial extension or contraction of the 
outer tube to alter the axial distance betWeen the distal end 
of the outer tube and the distal end of the inner tube. The 
outer tube can be formed of a section of corrugated tubing, 
such as for example FLEXITUBE®, Which upon axial 
extension from its compressed axial conformation, or vice 
versa, Will retain its axial length (e.g., Will not rebound; i.e., 
accordion-like pleated tubing). Further, the FLEXITUBE®, 
When bent, Will retain the angle of curvature it is bent to 
Without substantial reduction in the tube’s inner diameter. 
(Suitable corrugated tubing for use in the present invention 
is used in the Ultra-Flex circuit from King Systems Corpo 
ration, of Noblesville, Ind., USA.) The inner tube can be 
seen through the outer tube and, in one embodiment, the 
dead space volume can be determined by reference to 
calibration markings, Which are on the outer tube, aligned 
With the distal end of the inner tube. By placement of a 
biological contamination ?lter betWeen the distal ends of the 
inner and outer tubes and the patient port of the proximal 
terminal of the unilimb device, the current invention makes 
it possible to safely extend the service life of the proximal 
terminal beyond a single use. An example of suitable prior 
art biological contamination ?lter means, Which can be used 

Feb. 14, 2002 

in some embodiments of the present invention, is the VIRO 
BAC II Mini-Filter by King Systems. Likewise, other adapt 
ers and a variety of single use devices, previously connected 
at the distal or patient ?ttings, can be reused by connection 
to the interface at the proximal side of the biological 
contamination ?lter. Since the proximal terminal is more 
complicated to manufacture, this invention permits substan 
tial cost savings by permitting reuse of the proximal terminal 
and other devices connected thereto, While simultaneously 
reducing environmental (medical) Wastes. 

[0021] In another embodiment, patient safety is enhanced 
by provision of unique connector ?ttings for connecting 
components of assisted ventilation systems, for example for 
connecting tubing and ?lters. For example, a unique proxi 
mal connector ?tting on a ?lter matches and connects to a 
mating ?tting on the distal end of either a single or coaxial 
patient respiratory conduit. The mating ?tting on the distal 
end of a patient respiratory conduit may be provided With a 
locking device to prevent accidental disconnection. Further, 
patient respiratory conduits and proximal terminals may also 
be provided With a blocking device to prevent an unmatched 
dead space tube, ?lter, or other devices from being con 
nected thereto. Thus, for example, only ?lters meeting 
minimum requirements can be connected to single or coaxial 
patient respiratory conduit having a mating ?tting. In addi 
tion to ?lters, other devices may be provided With unique 
connector ?ttings corresponding to the unique ?ttings on the 
distal end of the patient respiratory conduit. In another 
embodiment of the present invention, an adaptor is provided, 
in Which the distal end has a standard patient device con 
nector to accommodate standard ?lters and patient airWay 
devices (e.g., endotracheal tube proximal end), and the 
proximal end has a unique connector ?tting for a mating 
connector on the distal end of a patient respiratory conduit. 

[0022] In yet another aspect, the present invention 
includes a system for use in mammals to provide respiratory 
and other gases. The system comprises a ?rst breathing 
conduit having a proximal end and a distal end for providing 
and exhausting respiratory gases from a mammal, and an 
interface comprising a breathing circuit operably connected 
to the proximal end of the ?rst breathing conduit. A bio 
logical contamination ?lter blocks biological contaminants 
in the ?rst breathing conduit from communicating With the 
interface components While alloWing for adequate transmis 
sion of inspiratory and expiratory ?oWs. 

[0023] The biological contamination ?lter can be located 
Within the proximal end of the ?rst breathing conduit, or 
serve as a separate detachable component. In one embodi 

ment of the present invention, a coaxial ?lter apparatus is 
provided. The ?lter apparatus comprises an inner housing 
having openings at its opposite ends; at least one of the 
openings has an internal diameter Which equals the internal 
diameter of the inner tube of the breathing conduit, so that 
the ?lter device may be attached in a coaxial fashion With the 
inner tube of the breathing conduit. The inner diameter of the 
?lter device inner housing expands to form a chamber Which 
accommodates a ?lter having a predetermined diameter to 
permit suf?cient ?oW therethrough (i.e., ?oW resistance is 
inversely proportional to ?lter surface area). The inner 
housing is contained Within, and in spaced parallel relation 
ship With, an outer housing Which is similar or identical in 
shape, but of suf?ciently greater internal diameter through 
out to permit ?uid to How betWeen the outer Walls of the 
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inner housing and the inner Walls of the outer housing. A 
single disc shaped ?lter may be contained Within the inner 
housing and radially extend from Within the inner housing 
chamber to the outer housing chamber, or a ?lter in the shape 
of an annular ring may be disposed about the outer diameter 
of the inner housing ?lter chamber and extend to the inner 
Wall of the outer housing chamber. The inner and outer ?lter 
housings may each be constructed from tWo funnel shaped 
components, a pre-?ltration housing and post?ltration hous 
ing (Which are mirror images of each other); the tWo 
components can be assembled together after placing a ?lter 
therebetWeen at the center of the ?lter chambers to be 
formed thereby. 

[0024] A preferred embodiment of the proximal terminal 
interface comprises a T-shaped housing, having an inspira 
tory gas input (inspiratory port), an expiratory gas outlet 
(expiratory port), and a ?rst respiratory (patient) port. The 
?rst respiratory port can be placed in ?uid communication, 
through the biological contamination ?lter, With a ?rst 
breathing (respiratory) conduit leading to a patient. The 
inspiratory port of the proximal terminal connects to and is 
integral With an internal conduit, Which passes through the 
housing of the proximal terminal, so that the distal end of the 
internal conduit forms a second respiratory port, Which 
terminates Within the ?rst respiratory port. The second 
respiratory port has a smaller diameter than the ?rst respi 
ratory port, so that gases may ?oW through the ?rst respi 
ratory port and through the space betWeen the exterior Wall 
of the inner conduit and the interior Wall of the proximal 
terminal housing. The neW proximal terminal of the present 
invention permits the ready connection and disconnection of 
an inner tube of a coaxial respiratory conduit to the inspira 
tory gas source, since direct sealed ?uid communication 
With the inspiratory port is greatly facilitated by the inner 
conduit of the neW proximal terminal housing. Thus, the 
prior art difficulties With connection of the inner tube of 
unilimb devices to the inspiratory port are eliminated, mak 
ing it possible to avoid sealably bonding the inner ?exible 
respiratory tube to the inspiratory port of the proximal 
terminal during manufacture. 

[0025] It is noted that in preferred embodiments of unil 
imb ventilation devices, the inner tube carries inspiratory 
gases from an inspiratory gas source, and the outer tube 
carries expiratory gases. Generally, it is desired that inspira 
tory gas ?oW be laminar, While the expiratory gas ?oW 
should be turbulent. Turbulent expiratory gas ?oW is facili 
tated by the annular shape of the passage betWeen the inner 
Wall of the outer tube and outer Wall of the inner tube, as Well 
as by the con?uence of gases exiting from the inner tube 
distal end into the dead space With expiratory air. Further, 
?ltration of the expiratory gases increases turbulent ?oW in 
the outer tube, causing a positive end expiratory pressure 
(PEEP) effect, Which helps to maintain positive pressure in 
the patient airWay (to prevent atelectasis). Thus, the coaxial 
?lter apparatus of one embodiment of the present invention 
helps create turbulent ?oW in the expiratory gases, When the 
outer tube is used as the expiratory gas conduit. 

[0026] In one embodiment, the ?rst breathing or respira 
tory conduit includes one tube, referred to herein for sim 
plicity as the outer tube, and has a ?rst (proximal) end and 
a second (distal) end. The outer tube is connected at its ?rst 
end through a ?lter device to the ?rst respiratory port, and 
has its second, or distal, end directed toWard the patient. 
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Both the ?rst and second respiratory ports terminate in and 
are in ?uid communication With the proximal end of the 
outer tube through one or more biological ?lters. Thus the 
?rst breathing conduit betWeen the patient and the proximal 
terminal can comprise a single tube, the entire length of 
Which provides a dead space, or mixing chamber for inspira 
tory and expiratory gases. The ?rst breathing conduit is 
detachable from the proximal terminal for disposal or ster 
iliZation. Use of this system reduces costs and Waste, since 
only the breathing conduit is designed for single use. 
Another advantage is that the proximal terminal of prior art 
unilimb devices, such as the UNIVERSAL FTM, is no longer 
disposed of after a single use, and may be a permanent part 
of the interface. 

[0027] In one embodiment of the present invention, the 
respiratory conduit may comprise an outer ?exible tube, the 
length of Which can be preselected from various lengths to 
vary the dead space to a preselected volume. In another 
embodiment, the outer tube can be axially expandable and 
compressible (i.e., have accordion-like pleats) to make the 
dead space adjustable; the dead space can be determined by 
reference to calibration markings on the outer tube. The 
calibration markings on the pleated tube may be concealed 
in the folded pleats, and revealed in opened pleats. The 
calibration markings may be color-coded bands. 

[0028] In another aspect of the present invention, the ?rst 
breathing conduit further comprises an inner ?exible tube 
axially disposed Within the outer ?exible tube. The inner 
tube proximal end is connected through a biological con 
tamination ?lter to the second respiratory port, and the distal 
end of the inner tube terminates inside of the outer tube. The 
dead space can be adjusted by adjusting the axial distance 
betWeen the outer tube distal end and inner tube distal end. 
In one embodiment, the proximal end of the ?exible inner 
tube and the proximal end of the ?exible outer tube are held 
in spaced parallel coaxial relationship by a rigid ?tting, 
formed of coaxial rigid annuli, a smaller annulus Within a 
larger annulus, Which are held in ?xed spaced relationship 
by rigid radial struts extending from the exterior of the inner 
annulus to the interior of the outer annulus; in one embodi 
ment, the struts do not extend to the ends of the inner 
annulus to permit a ?exible conduit to be connected there 
over. In a preferred embodiment, the ?tting connects to the 
distal end of a ?lter device, Which has a threaded or ?anged 
connector at its proximal end to permit secure attachment to, 
and simple detachment from, the ?rst and second respiratory 
ports. In a preferred embodiment, the internal conduit of the 
interface proximal terminal carries inspiratory gases to the 
second respiratory port, and the outer tube of the interface 
carries expiratory gases entering from the ?rst respiratory 
port. The inner and outer tubes may be of predetermined 
lengths to provide a predetermined dead space, or the outer 
tube may be of variable length to permit adjustment of the 
dead space (or an extension added to the outer tube, With the 
extension having a ?xed or adjustable volume or dead 
space); calibration markings on a clear outer tube may be 
aligned With the end of the inner tube to determine dead 
space volume. 

[0029] The provision of readily accessible ?rst and second 
respiratory ports in the distal end of the proximal terminal 
permits biological isolation of the ?rst breathing conduit, 
Whether it comprises only an outer tube connected to the ?rst 
respiratory port, or a coaxial outer tube and inner tube, 



US 2002/0017302 A1 

Which are connected to the ?rst and second respiratory ports, 
respectively. Thus, only the ?lter and ?rst breathing conduit 
need be disposed of (or steriliZed) after a single use. The neW 
interface of the present invention permits numerous moni 
toring and control devices to be included in the interface at 
the proximal end of the biological ?lter(s). Various devices 
contained in detachable modules can be repeatedly utiliZed 
With the interface, including devices Which Were formerly 
attached to the patient noZZle and disposed of after a 
single-use. Thus, the neW assisted ventilation system of the 
present invention provides for greatly simpli?ed construc 
tion of disposable unilimb single use components, Which 
reduces costs of production and at the same time reduces the 
quantity of materials requiring replacement after a single 
use. Further, feWer devices need be croWded about the 
patient, providing improved surgical safety (less clutter at 
the patient makes for easier surgical access and safety). 
Insertion of monitoring and control devices at the proximal, 
post ?ltration, end of the breathing system, permits 
improved control and monitoring of the patients’ respiration 
With a simpler device. 

[0030] Therefore, the present invention provides a simpler 
arti?cial ventilation system, that is easier and less expensive 
to construct than prior art systems, is easier, safer and less 
expensive to use, yet provides improved features. Further, 
the present invention makes possible safer arti?cial venti 
lation by providing means and a method for simultaneously 
preventing hypoxia and hypocapnia. Further details and 
advantages of the present invention Will be appreciated by 
reference to the ?gures and description of exemplary 
embodiments set forth herein. 

DESCRIPTION OF THE DRAWINGS 

[0031] FIG. 1 is a plan and partial cross sectional vieW of 
a prior art assisted ventilation system utiliZing a unilimb 
inspiratory and expiratory gas conduit; 

[0032] FIG. 2 is a cross-sectional vieW of a Fukunaga 
unilimb inspiratory and expiratory gas conduit and proximal 
terminal as described in detail in Us. Pat. No. 4,265,235; 

[0033] FIG. 3A is a cross-sectional perspective vieW of 
the neW proximal terminal of the present invention, Which 
includes an inner conduit connected to a second respiratory 
port; 
[0034] FIG. 3B is a cross-sectional perspective vieW of an 
alternative embodiment of the neW proximal terminal illus 
trated in FIG. 3A; 

[0035] FIG. 4 is an exploded plan vieW of an assisted 
ventilation system, With optional components, in accordance 
With the present invention, including an interface and patient 
breathing conduits; 
[0036] FIG. 5A is a cross-sectional vieW of an embodi 
ment of a detachable patient coaxial breathing conduit for 
use in an assisted ventilation system in accordance With the 
present invention, such as the system of FIG. 4; 

[0037] FIG. 5B is a cross-sectional vieW of an alternative 
embodiment of the detachable patient coaxial breathing 
conduit illustrated in FIG. 5A Which includes a proximal 
extension; 
[0038] FIG. 6A illustrates a perspective, partial cross 
sectional vieW of an embodiment of a coaxial ?lter device 
for use in an assisted ventilation system in accordance With 
the present invention; 
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[0039] FIG. 6B is a perspective, partial cross-sectional 
vieW of an alternative embodiment of the coaxial ?lter 
device illustrated in FIG. 6A; 

[0040] FIG. 7 is a graphic illustration of the relationship 
betWeen dead space volume, VD, and the resulting change in 
patient arterial carbon dioxide tension, PQCOZ, including a 
linear regression analysis curve, yielding a correlation coef 
?cient, r, of 0.671, and a predicted value for the change in 
P,CO2 equal to the product of 2.621 times the VD, added to 
1.766; this graph illustrates that the change in P,CO2 can be 
reliably predicted as a function of VD (When VD is betWeen 
0 and 8 ml per kg of patient Weight, or cc3/kg); 

[0041] FIG. 8 is a graphic illustration of the independence 
of PaO2 as VD Was varied betWeen about 0 and 8 ml/kg, 
including a linear regression analysis curve Which shoWs no 
signi?cant correlation betWeen the tWo variables in the range 
tested; 
[0042] FIG. 9 is a graphic illustration of the independence 
of changes in PaCO2 and PaO2 as PACO2 Was varied betWeen 
0 and 25 mmHg, including a linear regression analysis curve 
having a correlation coef?cient, r, of 0.153, thus shoWing 
that increasing P,CO2 betWeen 0 and 25 mmHg has no 
signi?cant effect on P802; 

[0043] FIG. 10 is a table for estimating the increase in 
arterial blood carbon dioxide tension in relation to rebreath 
ing circuit apparatus dead space; 

[0044] FIG. 11 is a plan vieW of an assisted ventilation 
system using a prior art dual hose ?tting connected through 
a ?lter to a single patient conduit; 

[0045] FIG. 12 is a partial cross-sectional vieW of the neW 
proximal terminal illustrated in FIG. 3A connected to the 
detachable patient coaxial breathing conduit illustrated in 
FIG. 5A, Which in turn is connected to a ?lter and a dead 
space tube; 

[0046] FIG. 13 is a plan vieW of a dead space tube 
connected to a ?lter; 

[0047] FIG. 14 is a plan vieW of an alternative embodi 
ment of the device of FIG. 13 Which includes a connector 
?tting at its proximal end; 

[0048] FIG. 15 is an end elevation vieW of a distal 
connector ?tting for use in alternative embodiments of the 
present invention; 
[0049] FIG. 16 is a perspective end elevation vieW of an 
adapter for use With the distal connector ?tting of FIG. 15; 

[0050] FIG. 17 is a plan vieW of an assisted ventilation 
system using a prior art dual hose ?tting connected at its 
proximal ends to tWo ?lters and at its distal end to a single 
patient conduit; 
[0051] FIG. 18 is a plan vieW of an assisted ventilation 
system using a prior art dual hose ?tting connected to a 
single patient conduit at its distal end, and having a ?lter 
connected at the distal end of the single patient conduit; 

[0052] FIG. 19 is an exploded partial cross sectional 
partial plan vieW of a threaded adapter and the distal end of 
conduit including a mating threaded connector ?tting; 

[0053] FIG. 20 is partial cross-sectional vieW of the neW 
proximal terminal illustrated in FIG. 3A connected to a 
detachable dead space tube; 




















