Case: 1:12-cv-06890 Document #: 1-1 Filed: 08/27/12 Page 1 of 72 PagelD #:9

EXHIBIT A



ase: dareev 003 oeument 4 RCTNG N IO LR

US007815595B2
a2 United States Patent 10) Patent No.: US 7,815,595 B2
Busby et al. (45) Date of Patent: Oct. 19,2010
(54) AUTOMATED DIALYSIS PUMPING SYSTEM 3,617,545 A 11/1971 Dubois et al.
3,619,423 A 11/1971 Galletti et al.
(75) Inventors: Don Busby, Tampa, FL (US); Peter
Hopping, Lutz, FL (US); Robert
Childers, New Port Richey, FL. (US);
Rick Kienman, Tampa, FL. (US); Ian (Continued)
Richardson, Clearwater, FL. (US)
FOREIGN PATENT DOCUMENTS
(73) Assignee: Baxter International Inc., Deerfield, 1L,
(US) DE 1964735 7/1971
(*) Notice: Subject to any disclaimer, the term of this
patent is extended or adjusted under 35
U.S.C. 154(b) by 971 days. (Continued)
(21) Appl. No.: 11/614,858 OTHER PUBLICATIONS
(22) Filed: Dec. 21, 2006 U.S. Appl. No. 10/155,660, filed May 24, 2002, Bowman, Jr. et al.
(65) Prior Publication Data (Continued)
US 2007/0149913 Al Jun. 28, 2007 Primary Examiner—Nicholas D Lucchesi
Assistant Examiner—Laura A Bouchelle
Related U.S. Application Data (74) Attorney, Agent, or Firm—K&L Gates LLP
(63) Continuation of application No. 10/155,603, filed on
May 24, 2002, now Pat. No. 7,153,286. 67 ABSTRACT
(51) Imt.ClL ) o ) ) )
A6IM 1/00 (2006.01) A peritoneal dialysis system includes: (i) a hardware unit, the
(52) US.CL oo, 604/29; 604/152; 604/6.11 ~ hardware unit including a pump actuator; (ii) a disposable
(58) Field of Classification Search .................. 604/29, ~ unitreceived by the hardware unit, the disposable unit having
604/152, 4.01, 6.11; 210/252, 258, 645: a moveable membrane operable with the pump actuator, the
210/646 pump actuator moveable towards and away from the dispos-
See application file for complete search history. able unit; and (iii) the hardware unit and disposable unit
. configured to hold a negative pressure between the pump
(56) References Cited actuator and the moveable membrane of the disposable unit,

U.S. PATENT DOCUMENTS

3,268,441 A 8/1966 Lindstrom
3,327,115 A 6/1967 Bartlett
3,375,716 A 4/1968 Hersch
3,388,803 A 6/1968 Scott
3,428,828 A 2/1969 Korzekwa et al.
3,485,245 A 12/1969 Lahr et al.
3,507,708 A 4/1970 Vignaud
88
2 6610—\

Capacitive
\/ Air Vent iy

Ambient S1A Solencid

(Roem) Temp. 48

Vacuum
Pressure 7

...................... 54
45 . L&t

ErP

otor |_SU'® || Piston Pump Home
Position Index

the negative pressure causing the moveable membrane to
follow the pump actuator as the actuator is moved away from
the disposable unit, the pump actuator and membrane posi-
tioned relative to each other such that the membrane moves
with the pump actuator as the actuator is moved into the
disposable unit.

20 Claims, 37 Drawing Sheets

14

Fluid Pressure
Sensors 182

e 7?14

Volume  Air In Line
Segosar Detector 1

]

N I===—————

T

= 84
V4 Patiert
; 20 @Y\ez 12
i Dialysate Temp. 56

) _ Dialysate Temp. 5
Vaoum AirPump ), Dizphagm - pre heat 7 Drain ™ 5
78 ister
42 Pump Motor| 70
18

40 !

sax Display Device 22 w

L Video Controller

Memory |Processor| /O

30

-
34 36

Valve Gam Encoder
Position Sensor

Valve Cam Home
Position Index



Case: 1:12-cv-06890 Document #: 1-1 Filed: 08/27/12 Page 3 of 72 PagelD #:11

US 7,815,595 B2
Page 2
U.S. PATENT DOCUMENTS 4479760 A 10/1984 Bilstad et al.
4,479,761 A 10/1984 Bilstad et al.

3,626,670 A 12/1971 Pecker 4,479,762 A 10/1984 Bilstad et al.
3,656,873 A 4/1972 Schiff 4,488,961 A 12/1984 Spencer
3,667,612 A 6/1972 Leonard 4,498,900 A 2/1985 Buoncristiani
3,689,204 A 9/1972 Prisk 4,504,038 A 3/1985 King
3,703,959 A 11/1972 Raymond 4,530,759 A 7/1985 Schal
3,707,967 A 1/1973 Kitrilakis et al. 4,532,414 A 7/1985 Shah et al.
3,709,222 A /1973 DeVries 4,552,552 A 11/1985 Polaschegg et al.
3,727,612 A 4/1973 Sayers et al. 4,559,036 A 12/1985 Wunsch
3,730,183 A 5/1973 Goldsmith et al. 4,559,044 A 12/1985 Robinson et al.
3,792,643 A 2/1974 Scheafer 4,560,472 A 12/1985 Granmzow et al.
3,799,873 A 3/1974 Brown 4,574,876 A 3/1986 Aid
3,809,241 A 5/1974  Alvine 4,579,642 A 4/1986 Niiyama et al.
3,820,661 A 6/1974 Pages 4,584,061 A 4/1986 Shelton
3,823,724 A 7/1974 Davis 4,586,920 A 5/1986 Peabody
3,825493 A 7/1974 Brown etal. 4613327 A 9/1986 Tegrarian et al.
3,839,200 A 10/1974 Gigou 4618343 A 10/1986 Polaschegg
3,882,809 A 5/1975 Ginsberg RE32303 E  12/1986 Lasker et al.
3,884,808 A 5/1975  Scott 4,634,430 A 1/1987 Polaschegg
3,902,490 A 9/1975 Jacobsen 4,639,245 A 1/1987 Pastrone et al.
3,903,478 A 9/1975  Stuart 4,642,098 A 2/1987 Lundquist
3926,797 A 12/1975 Gigou 4,648,810 A 3/1987 Schippers et al.
3929314 A 12/1975 Stratynski 4,655,753 A 4/1987 Bellotti et al.
3,939,069 A 2/1976 Granger 4,657,490 A 4/1987 Abbott
3,955,901 A 5/1976 Hamilton 4,661,246 A 4/1987 Ash
3,967,809 A 7/1976 Skantar 4,663,006 A 5/1987 Yao et al.
3,976,574 A 8/1976 White 4,678,460 A 7/1987 Rosner
3,979,284 A 9/1976  Granger 4,694,848 A 9/1987 Jorgensen et al.
4,071,040 A 1/1978 Moriarty 4,696,671 A 9/1987 Epstein et al.
4,079,007 A 3/1978 Hutchisson 4,703,773 A 11/1987 Hansen et al.
4,083,777 A 4/1978 Hutchisson 4,717,117 A 1/1988 Cook
4,086,653 A 4/1978 Gernes 4,718,890 A 1/1988 Peabody
4,096,859 A 6/1978 Agarwal et al. 4,735,609 A 4/1988 Comeau et al.
4,118314 A 10/1978 Yoshida 4,742,870 A 5/1988 Darone et al.
4,126,132 A 11/1978 Portner et al. 4,747,822 A 5/1988 Peabody
4,142,524 A 3/1979 Jassawalla et al. 4,747,828 A 5/1988 Tseo
4,158,530 A 6/1979 Bernstein 4,765,907 A 8/1988 Scott
4,180,460 A 12/1979 Calari 4,769,151 A 9/1988 Shouldice
4,181,245 A 1/1980 Garrett et al. 4,778,356 A 10/1988 Hicks
4,190,047 A 2/1980 Jacobsen et al. 4,778,451 A 10/1988 Kamen
4,191,646 A 3/1980 Larsson et al. 4,784,576 A 11/1988 Bloom et al.
4,192,748 A 3/1980 Hyden 4,794,942 A 1/1989 Yasuda et al.
4,194,536 A 3/1980 Stine etal. 4,798,580 A 1/1989 DeMeo et al.
4,199,307 A 4/1980 Jassawalla 4,804,360 A 2/1989 Kamen
4,212,738 A 7/1980 Henne 4,804,474 A 2/1989 Blum
4,235231 A 11/1980 Schindler et al. 4,808,161 A 2/1989 Kamen
4,236,880 A 12/1980 Archibald 4,816,019 A 3/1989 Kamen
4,240,408 A 12/1980 Schael 4,818,186 A 4/1989 Pastrone et al.
4,252,115 A 2/1981 Schael 4,818,190 A 4/1989 Pelmulder et al.
4,252,651 A 2/1981 Soderstrom 4,823,552 A 4/1989 Ezell et al.
4,265,601 A 5/1981 Mandoian 4,826,482 A 5/1989 Kamen
4,269,708 A 5/1981 Bonomini et al. 4,828,545 A 5/1989 Epstein et al.
4,273,121 A 6/1981 Jassawalla 4,830,586 A 5/1989 Herter et al.
4,276,175 A 6/1981 Bower 4,842,584 A 6/1989 Pastrone
4,277,226 A 7/1981 Archibald 4,844,074 A 7/1989 Kurucz
4,293,762 A 10/1981 Ogawa 4,847,470 A 7/1989 Bakke
4,303,376 A * 12/1981 Siekmann ................... 417/360 4,848,722 A 7/1989 Webster
4,310,141 A 1/1982 Tamura 4,850,805 A 7/1989 Madsen et al.
4,338,190 A 7/1982 Kraus et al. 4,852,851 A 8/1980 Webster
4,351,333 A 9/1982 Lazarus et al. 4,858,883 A 8/19890 Webster
4,375,346 A 3/1983 Kraus et al. 4,859,319 A 8/1989 Borsari
4,381,003 A 4/1983 Buoncristiani 4,865,584 A 9/1989 Epstein et al.
4,381,005 A 4/1983 Bujan 4,872,813 A 10/1989 Gorton et al.
4,391,600 A 7/1983  Archibald 4,886,432 A 12/1989 Kimberlin
4,396,382 A 8/1983 Goldhaber 4,889.812 A 12/1989 Guinn et al.
4,413,988 A 11/1983 Handt et al. 4,906,816 A 3/1990 Van Leerdam
4,430,048 A 2/1984 Fritsch 4,918,019 A 4/1990 Guinn
4,456,218 A 6/1984 Kawabata et al. 4,923,598 A 5/1990 Schal
4,464,563 A 8/1984 Jewett 4,925,152 A 5/1990 Huber
4,468,222 A 8/1984 Lundquist 4927411 A 5/1990 Pastrone et al.
4475900 A 10/1984 Popovich et al. 4,941,519 A 7/1990 Sestak et al.
4,476,005 A 10/1984 Tokinaga et al. 4,942,735 A 7/1990 Mushika et al.



Case: 1:12-cv-06890 Document #: 1-1 Filed: 08/27/12 Page 4 of 72 PagelD #:12

US 7,815,595 B2
Page 3

4,956,996 A 9/1990 Morris 5,556,263 A 9/1996 Jacobsen et al.
4,976,162 A 12/1990 Kamen 5,563,584 A 10/1996 Rader et al.
4,976,683 A 12/1990 Gauthier et al. 5,580,460 A 12/1996 Polaschegg
4,990,054 A 2/1991 Janocko 5,582,732 A 12/1996 Mao et al.
5,000,664 A 3/1991 Lawless et al. 5,586,868 A 12/1996 Lawless et al.
5,002,471 A 3/1991 Perlov 5,588,816 A 12/1996 Abbott et al.
5,004,459 A 4/1991 Peabody et al. 5,591,344 A 1/1997 Kenley et al.
5,006,050 A 4/1991 Cooke et al. 5,601,420 A 2/1997 Warner et al.
5,006,997 A 4/1991 Reich 5,603,354 A 2/1997 Jacobsen et al.
5,019,140 A 5/1991 Bowser et al. 5,609,572 A 3/1997 Lang ...cccceceevevereneeennnne 604/22
5,037,385 A 8/1991 O’Byme 5,620,312 A 4/1997 Hyman et al.
5,043,201 A 8/1991 Cote 5,628,908 A 5/1997 Kamen et al.
5,053,003 A 10/1991 Dadson et al. 5,630,935 A 5/1997 Treu
5,062,774 A 11/1991 Kramer et al. 5,632,606 A 5/1997 Jacobsen et al.
5,073,167 A 12/1991 Carr et al. 5,634,896 A 6/1997 Bryant et al.
5,088,515 A 2/1992 Kamen 5,636,653 A 6/1997 Titus
5,098,262 A 3/1992 Wecker et al. 5,641,405 A 6/1997 Keshaviah et al.
5,106,366 A 4/1992 Steppe 5,643,201 A 7/1997 Peabody et al.
5,108,367 A 4/1992 Epstein et al. 5,645,734 A 7/1997 Kenley et al.
5,116,203 A 5/1992 Natwick et al. 5,669,764 A 9/1997 Behringer et al.
5,125,069 A 6/1992 O’Boyle 5,676,530 A 10/1997 Nazarifar
5,127,907 A 7/1992 Courtre et al. 5,683,381 A 11/1997 Carr et al.
5,135,485 A 8/1992 Cohen et al. 5,685,988 A 11/1997 Malchesky
5,141,492 A 8/1992 Dadson et al. 5,690,160 A 11/1997 Sutton et al.
5,141,493 A 8/1992 Jacobsen et al. 5,690,614 A 11/1997 Carr et al.
5,163,900 A 11/1992 Wortrich 5,698,083 A 12/1997 Glass
5,178,182 A 1/1993 Kamen 5,718,569 A 2/1998 Holst
5,180,896 A 1/1993 Gibby et al. 5,720,313 A 2/1998 Grobbel
5,194,157 A 3/1993 Ghezzi et al. 5,722,947 A 3/1998 Jeppsson et al.
5215312 A 6/1993 Knappe et al. 5,724,478 A 3/1998 Thweatt
5,240,614 A 8/1993 Ofsthun et al. 5,729,653 A 3/1998 Magliochetti et al.
5,245,693 A 9/1993 Ford et al. 5,758,563 A 6/1998 Robinson
5247434 A 9/1993 Peterson et al. 5,790,752 A 8/1998 Anglin et al.
5,252,044 A 10/1993 Raines et al. 5,792,367 A 8/1998 Mattisson et al.
5,277,820 A 1/1994 Ash 5,807,075 A 9/1998 Jacobsen et al.
5,284,470 A 2/1994 Beltz 5,814,004 A 9/1998 Tamari
5,292,306 A 3/1994 Wynkoop et al. 5,816,779 A 10/1998 Lawless et al.
5,295,964 A 3/1994 Gautheir 5,836,908 A 11/1998 Beden et al.
5,302,093 A 4/1994 Owens et al. 5,843,474 A 12/1998 Williams
5,316,452 A 5/1994 Bogen et al. 5,858,186 A 1/1999 Glass
5,324,422 A 6/1994 Colleran et al. 5,858,238 A 1/1999 McRea et al.
5,332,372 A 7/1994 Reynolds 5,871,566 A 2/1999 Rutz
5,334,139 A 8/1994 Jeppsson et al. 5,875,282 A 2/1999 Jordan et al.
5,338,293 A 8/1994 Jeppsson et al. 5,919,369 A 7/1999 Ash
5,344,292 A 9/1994 Rabenau et al. 5,921,951 A 7/1999 Morris
5,350,357 A 9/1994 Kamenetal. .....cceeeeenn. 604/29 5,924,975 A 7/1999  Goldowsky
5,352,364 A 10/1994 Kruger et al. 5,928,196 A 7/1999 Johnson et al.
5,364,342 A 11/1994 Beuchat et al. 5,931,647 A 8/1999 Jacobsen et al.
5,370,674 A 12/1994 Farrell 5,938,634 A 8/1999 Packard
5,378,126 A 1/1995 Abrahamson et al. 5,944,495 A 8/1999 Jacobsen et al.
5,381,510 A 1/1995 Ford et al. 5,944,684 A 8/1999 Roberts et al.
5,385,540 A 1/1995 Abbott et al. 5,945,831 A 8/1999 Sargent et al.
5,389,243 A 2/1995 Kaplan 5,951,863 A 9/1999 Kruger et al.
5,408,576 A 4/1995 Bishop 5,960,160 A 9/1999 Clark et al.
5,409,355 A 4/1995 Brooke 5,965,433 A 10/1999 Gardetto et al.
5,415,528 A 5/1995 Ogden et al. 5,980,481 A 11/1999 Gorsuch
5,420,962 A 5/1995 Bakke 5,989,238 A 11/1999 Ginsburg
5,421,208 A 6/1995 Packard et al. 5,989,423 A 11/1999 Kamen et al.
5,421,823 A 6/1995 Kamen et al. 6,007,310 A 12/1999 Jacobsen et al.
5,429,485 A 7/1995 Dodge 6,017,194 A 1/2000 North, Jr.
5,431,626 A 7/1995 Bryant et al. 6,017,198 A 1/2000 Traylor et al.
5,438,510 A 8/1995 Bryant et al. 6,030,359 A 2/2000 Nowosielski
5,439,587 A 8/1995 Stankowski et al. 6,036,668 A 3/2000 Mathis
5,441,606 A 8/1995 Schlesinger et al. 6,041,801 A 3/2000 Gray et al.
5,458,468 A 10/1995 Yeetal. 6,065,941 A 5/2000 Gray et al.
5,474,683 A 12/1995 Bryant et al. 6,069,343 A 5/2000 Kolowich
5,476,368 A 12/1995 Rabenau et al. 6,109,254 A 8/2000 Reinke et al.
5,482,440 A 1/1996 Dennehey et al. 6,110,617 A 8/2000 Feres
5,487,649 A 1/1996 Dorsey, III et al. 6,122,972 A 9/2000 Crider
5,522,769 A 6/1996 DeGuiseppi 6,126,403 A 10/2000 Yamada
5,536,412 A 7/1996 Ash 6,129,699 A 10/2000 Haight et al.
5,542,919 A 8/1996 Simon et al. 6,133,547 A 10/2000 Maynard
5,554,013 A 9/1996 Owens et al. 6,139,528 A 10/2000 Kistner et al.



Case: 1:12-cv-06890 Document #: 1-1 Filed: 08/27/12 Page 5 of 72 PagelD #:13

US 7,815,595 B2
Page 4
6,142,974 A 11/2000 Kistner et al. GB 2124511 A 2/1984
6,146,359 A 11/2000 Carr et al. Jp 6-106033 4/1994
6,165,154 A 12/2000 Gray et al. SE 331736 1/1971
6,175,688 Bl 1/2001 Cassidy et al. WO WO 84/02473 7/1984
6,208,107 Bl 3/2001 Maske et al. WO 85/01879 5/1985
6,223,130 Bl 4/2001 Gray et al. WO WO 85/04813 11/1985
6,228,047 Bl 5/2001 Dadson WO WO 86/01115 2/1986
6,229,957 Bl 5/2001 Baker WO 87/05223 9/1987
6,231,320 Bl 5/2001 Lawless et al. WO 89/01795 3/1989
6,234,992 Bl 5/2001 Haight et al. WO 90/13795 11/1990
6,236,809 Bl 5/2001 CaSSidy etal. WO WO 91/02484 3/1991
6,246,831 Bl 6/2001 Seitzetal. WO WO 92/15349 9/1992
e2s9567 BL 72001 Traw tal wo O300938 111993
o reu et al. WO 93/01845 2/1993
6,257,265 Bl 7/2001 Brunner et al.
WO WO 93/01845 2/1993
6,259,074 Bl 7/2001 Brunner et al. WO 04/20158 /1994
6,261,261 Bl 7/2001 Gordon g /
6,270,673 Bl 82001 Beltetal WO 95/02559 /1995
6,278,084 Bl 82001 Maynard WO WO 95/35124 12/1995
6,283,719 Bl 9/2001 Frantz et al. WO 98/17333 4/1998
6,293,921 Bl 9/2001 Shinmoto et al. WO WO 99/06082 2/1999
6,293,926 Bl 9/2001 Sorensen et al. WO 99/37335 7/1999
6,302,653 B1  10/2001 Bryant et al. WO 00/20050 4/2000
6,343,614 Bl 2/2002 Gray et al. WO 00/31553 6/2000
6,364,857 Bl 4/2002 Gray et al. WO 00/44018 7/2000
6,416,293 Bl 7/2002 Bouchard et al. WO 00/57928 10/2000
6,491,656 Bl  12/2002 Morris WO WO 01/91829 12/2001
6,595,948 B2 7/2003 Suzuki et al.
6,743,201 Bl 6/2004 Donig
6,764,761 B2 7/2004 Eu et al. OTHER PUBLICATIONS
6,814,547 B2 11/2004 Childers et al. U.S. Appl. No. 10/155,752, filed May 24, 2002, Busby et al.
6,869,538 B2 3/2005 Yuetal. U.S. Appl. No. 10/155,753, filed May 24, 2002, Hopping.
g’ggg’m g% ggggg g"‘_"ma“’lh etal. U.S. Appl. No. 10/155,787, filed May 24, 2002, Busby et al.
239, uitt et al. U.S. Appl. No. 11/187,515, filed Jul. 22, 2005, Childers et al.
6,953,323 B2  10/2005 Childers et al.
U.S. Appl. No. 11/614,850, filed Dec. 21, 2006.
7,033,539 B2 4/2006 Krensky et al. . . . .
Opening Expert Witness Report of Dr. Juan Santiago Regarding
7,087,036 B2 8/2006 Busby et al. Lo ) .
- Anticipation and Obviousness of the Claims of U.S. Patents Nos.
7,115,228 B2 10/2006 Lundtveit et al. Lo .
6,503,062 and 6,808,369 in view of the Prior Art and based on the
7,153,286 B2  12/2006 Busby et al. . . -
Indefiniteness, Lack of Enablement, and Lack of Written Description
7,175,606 B2 2/2007 Bowman, Jr. et al. £ Certain Clai fUS. P Nos. 6.503.062 and 6.808.360. A,
2001/0018937 Al 9/2001 Nemoto % ;&)a;n ams of U.5. Patent Nos. 6,503,062 and 6,808,369, Apr.
2002/0045851 Al 4/2002 Suzuki et al. e . i1 .
2002/0077598 Al 6/2002 Yap et al. Opening Expe_lt Wlt_ness Report of William K. Durfee Regarding
5002/0081109 Al 6/2002 Mitsunaga et al. whether Certain Claims of U.S. Patent No. 5,324,422, U.S. Patent

FOREIGN PATENT DOCUMENTS

0028371
0033096 A2
0052004 Al
0097432 Al
0157024 Bl
0206 195 A2

0204260
0248 632 Bl
0258424 Bl

0319272
0402 505 Bl

0402505

0011935

0248632
0660 725 Bl
0847769 A
0856320 A
0856321 Al
0856322 Al
0928615 Al

1110564 A2

1110565 A2

2371931

2440740

1326236

2122509 A

5/1981
8/1981
5/1982
1/1984
10/1985
12/1986
12/1986
12/1987
3/1988
6/1989
12/1990
12/1990
5/1991
4/1992
7/1995
6/1998
8/1998
8/1998
8/1998
7/1999
6/2001
6/2001
6/1978
6/1980
8/1973
1/1984

No. 5,421,823, U.S. Patent No. 5,431,626 and U.S. Patent No.
5,438,510 were Ready for Patenting, Apr. 24, 2009.

Expert Witness Report of Fred K. Forster: Analysis of Obviousness of
Certain Asserted Claims of U.S. Patent Nos. 5,431,626, 5,324,422,
and 5,438,510, Apr. 24, 2009.

Expert Witness Report of Ronald J. Adrian Regarding Lack of Writ-
ten Description, Lack of Enablement, and Indefiniteness of the
Asserted Claim (Claim 12) of U.S. Patent No. 6,814,547, Apr. 24,
2009.

Expert Report on Development of the PD700 and Motivation to
Combine the PD700 and U.S. Patent No. 5,088,515, Sven Olofsson,
Apr. 24, 2009.

Expert Witness Report of Juan G. Santiago Regarding Lack of Writ-
ten Description, Non-Enablement, and Indefiniteness of the Asserted
Claims of U.S. Patent Nos. 5,421,823, 5,324,422, 5,438,510, and
5,431,626, Apr. 24, 2009.

Opening Expert Witness Report of Dr. Martin Roberts Regarding a
History of Peritoneal Dialysis and the Obviousness and Consequent
Invalidity of the Asserted Claims of U.S. Patent No. 5,421,823, Apr.
24, 2009.

Opening Expert Witness Report of Dr. Darrell Long Regarding Tech-
nical Features of the High Flow Peritoneal Dialysis and Personal
Cycler Machines, Apr. 24, 2009.

Defendants’ Preliminary Invalidity Contentions for U.S. Patent No.
5,421,823, Baxter Healthcare Corporation v. Fresenius Medical
Care Holdings, Case No. C 07-01359 PJH (JL), filed Aug. 24, 2007.
Defendants’ Supplemental Invalidity Contentions for U.S. Patent No.
5,421,823, Baxter Healthcare Corporation v. Fresenius Medical
Care Holdings, Case No. C 07-01359 PJH (JL), filed Jan. 31, 2008.



Case: 1:12-cv-06890 Document #: 1-1 Filed: 08/27/12 Page 6 of 72 PagelD #:14

US 7,815,595 B2
Page 5

Defendants’ Preliminary Invalidity Contentions for U.S. Patent No.
6,503,062, Baxter Healthcare Corporation v. Fresenius Medical
Care Holdings, Case No. C 07-01359 PJH (JL), filed Jan. 31, 2008.
Defendants’ Preliminary Invalidity Contentions for U.S. Patent No.
6,808,369, Baxter Healthcare Corporation v. Fresenius Medical
Care Holdings, Case No. C 07-01359 PJH (JL), filed Jan. 31, 2008.
Defendants’ Preliminary Invalidity Contentions for U.S. Patent No.
5,324,422, Baxter Healthcare Corporation v. Fresenius Medical
Care Holdings, Case No. C 07-01359 PJH (JL), filed Jan. 31, 2008.
Defendants’ Preliminary Invalidity Contentions for U.S. Patent No.
5,438,510, Baxter Healthcare Corporation v. Fresenius Medical
Care Holdings, Case No. C 07-01359 PJH (JL), filed Jan. 31, 2008.
Defendants’ Preliminary Invalidity Contentions for U.S. Patent No.
6,814,547, Baxter Healthcare Corporation v. Fresenius Medical
Care Holdings, Case No. C 07-01359 PJH (JL), filed Jan. 31, 2008.
Defendants’ Preliminary Invalidity Contentions for U.S. Patent No.
5,431,626, Baxter Healthcare Corporation v. Fresenius Medical
Care Holdings, Case No. C 07-01359 PJH (JL), filed Jan. 31, 2008.
Defendants’ Preliminary Invalidity Contentions for U.S. Patent No.
6,929,751, Baxter Healthcare Corporation v. Fresenius Medical
Care Holdings, Case No. C 07-01359 PJH (JL), filed Jan. 31, 2008.
Defendants’ Preliminary Invalidity Contentions for U.S. Patent No.
7,083,719, Baxter Healthcare Corporation v. Fresenius Medical
Care Holdings, Case No. C 07-01359 PJH (JL), filed Jan. 31, 2008.
Defendants® Final Invalidity Contentions for U.S. Patent No.
6,814,547, Baxter Healthcare Corporation v. Fresenius Medical
Care Holdings, Case No. C 07-01359 PJH (JL), filed Apr. 1, 2009.
Fresenius 90/2 Peritoneal Therapy Cycler (on information and belief,
on sale in United States by 1991).

Blumenkrantz et al., Applications of the Redy Sorbent System to
Hemodialysis and Peritoneal Dialysis, Artificial Organs, vol. 3, No. 3
(Aug. 1979).

Blumenkrantz et al., Development of a Sorbent Peritoneal Dialysate
Regeneration System—A Progress Report, European Dialysis and
Transplant Association 1978.

Blumenkrantz and Roberts, Progress in Peritoneal Dialysis: a His-
torical Prospective, Contributions to Nephrology, vol. 17, pp. 101-
110 (1979).

Diaz-Buxo, CCPD is even better than CAPD, Kidney International,
vol. 28, Suppl. 17, pp. S-26-S-28 (1985).

Diaz-Buxo, CCPD Technique and Current Clinical Experience
(1982).

Diaz-Buxo, et al., Continuous Cyclic Peritoneal Dialysis: A Prelimi-
nary Report, Artificial Organs, vol. 5,No. 2, pp. 157-161 (May 1981).
Diaz-Buxo, Current Status of Continuous Cyclic Peritoneal Dialysis
(CCPD), Peritoneal Dialysis International, vol. 9, pp. 9-14 (1989).
Diaz-Buxo, Issues in Nephrology: Continuous Cyclic Peritoneal
Dialysis, NAPHT News, Feb. 1983, pp. 12-14.

Diaz-Buxo, Peritoneal Dialysis Reverse Osmosis Machines and
Cyclers, Dialysis Therapy, pp. 41-48 (1986).

Drukker et al., Replacement of Renal Function by Dialysis, 2nd Ed.,
Ch. 21, 1983.

Lewin and Maxwell, Sorbent-Based Regenerating Peritoneal Dialy-
sis, Sorbents and Their Clinical Applications, pp. 353-374 (1980).
Lewin et al., Sorbent for Application in the Treatment of ESRD
Patients, Annual Progress Report re Contract #N01-AM-9-2215,
submitted Jun. 22, 1982.

Ratnu, et al., A New Technique—Semicontinuous Rapid Flow, High
Volume Exchange—For Effective Peritoneal Dialysis in Shorter
Periods, Nephron, vol. 31, pp. 159-163 (1982).

Twardowski, Peritoneal Dialysis: Current Technology and tech-
niques, Postgraduate Medicine, vol. 85, No. 5 (Apr. 1989).

Product Evaluation Reports: Peritoneal Dialysis Machine “Pac-X,”
Hospital Materials Management, vol. 12, No. 11, p. 16 (Nov. 1987).
Brochure entitled, AP Hauni: Automatisches Peritonealdialyse-Great
(1970).

Peritoneal Dialyser PD700 Service Manual, Jun. 1977.

PD700 Peritoneal Dialyser Users Hand-book, Dec. 1977.

Brochure entitled, Peritoneal Dialyser PD700, May 1979.

Brochure entitled, For Volume Measurement, Temperature Control
and Cycling of Dialysing Fluid, Peritoneal Dialyser PD700, 1970.
Bergstrom et al., An Automated Apparatus for Peritoneal Dialysis
with Volumetric Fluid Balance Measurement, reprinted from Dialy-
sis & Transplantation, Jun./Jul. 1976.

U. Callsen, Peritoneal-Dialysator PD700, Prakt. Anasth. 9 (1974).
Piazolo et al., Erfahrungen mit einem neuen vollautomatsischen
Paritoneal-dialysegerat, Munchener Medizinische Wochenschrift,
1972.

Technical Note, PD700 Peritoneal Dialyser, Jan. 29, 1979.

Elsevier Science Ltd., Air-Operated Diaphragm Pumps, World
Pumps, Jan. 1996, at 38.

Bran & Luebbe GmbH, Diaphragm Metering Pumps, Chem. Eng’g
Progress, Apr. 1987, at 18-24.

W.M. Phillips, J.A. Brighton & W.S. Pierce, Artificial Heart Evalu-
ation Using Flow Visualization Techniques, published in Transac-
tions: American Society for Artificial Internal Organs, vol. XVIII
(1972).

J.A. Brighton, W.S. Pierce, D.Landis & G. Rosenberg, Measuring
Cardiac Output of Pneumatically Driven Total Artificial Hearts, pub-
lished in 30th Anniversary Conference on Engineering in Medicine
and Biology: Proceedings, vol. 19 (Nov. 5-9, 1977).

Operator’s Instructions, Fresenius 90/2 Peritoneal Therapy Cycler
(Rev. C. copyright 1991-2000).

Memorandum of Donald X. Vaccarino entitled 90/2 History File
(1991-1992).

Document entitled 90/2 Cycler Software, Version 3.96 (Jan. 24,
1992).

Software Change Requests (Jul. 8, 1991-Oct. 3, 1992).

Brochure entitled Fresenius Delivers 90/2 Peritoneal Therapy Cycler
(Apr. 2001).

90/2 Cycler Parts List (Nov. 6, 1997).

90/2 Brochure (Jul. 1993).

90/2 Brochure (Apr. 2001).

Specification entitled Inpersol Cycler 3000 Operating Manual, List
No. 21952-04, dated 1990.

Training aid entitled Learning to Use the Inpersol Cycler 3000, dated
Jul. 1991.

Fresenius USA/Delmed 90/2 Peritoneal Dialysis System Operators
Manual, dated Feb. 6, 1991.

Fresenius 90/2 Peritoneal Therapy Cycler Operator’s Instructions,
dated 2000.

Defendants’ Preliminary Invalidity Contentions for U.S. Patent No.
5,421,823 Aug. 24, 2007.

U.S. Appl. No. 11/617,527, filed Dec. 28, 2006, Childers et al.

U.S. Appl. No. 11/617,543, filed Dec. 28, 2006, Childers et al.

U.S. Appl. No. 11/773,148, filed Jul. 3, 2001, Childers et al.

* cited by examiner



Case: 1:12-cv-06890 Document #: 1-1 Filed: 08/27/12 Page 7 of 72 PagelD #:15

US 7,815,595 B2

Sheet 1 of 37

Oct. 19, 2010

U.S. Patent

. o¢ 14 ce
XSpu| uoiisod Josuag uopisod 5 f_ J
SWOH Wien) sAlep Japooug wied anep g 0t
8. 9/ O/ |Jossaooid | Aowsp k
m JajjosuoD 0spIA —~_
cc ; a0las(Q] Aeidsiq — 8¢
8l x L \\\\\\\\\\ﬂ\\\\\\\\\./lO.V
8c Jojopy dwing a4
g uojsid 8L
TN sy aud - wbeiydeiq 44 dwng Iy wnnoep
dwe] sjesdlelq Xapu| UOHISOd e

IN mnEm | ajesAjeiq N@ .@

i |

2 1opeRg o /@|_v

sun u) iy &S

.&b vz Gdd awoH dwing uojsid
| 7/~ 3dd) sspcous Jesur || wnnoep | 44N

soinog | ‘01N

¥

v

B

ainssald o

0s
| lop3eg  Josueg plousio
SUMUIINY  aWwnOA wonry XS
aAloede) .

99
@H 29 >0}

2% slosues
ainssald pin|4

.ﬂ Wwnnoep,

8y -dws] (wooy)
usiquy

[%

a9

| Ol



US 7,815,595 B2

Sheet 2 of 37

Case: 1:12-cv-06890 Document #: 1-1 Filed: 08/27/12 Page 8 of 72 PagelD #:16
Oct. 19,2010

U.S. Patent

o¢ ¥e ce
8/ 9/ \ S S
| _ _
= ¥
A O/l |Josseoold | Aowsiy k
beg EN o
ueIq g iy Tod 18 N
8l aAeA SABA | & m Jajjouon) ospIA T_ge
AT — | sonaq Aejdsi |
X m ( "1 \\\\\\\.\\m\\_\\.\ﬁW\\\\ _/IO.V
. o4
0L 74 X8pU| UOHISO 8L Mv o
aWioH dwnd iy @
g ‘dwa) ejesAleiq Yeay aud -

JOJON
dwnd Iy

Jopooue

‘dwe |
/\@@\Em_ﬁm D || este o 6tL @dY
OO B A
29 aamemmsCo . .
i < elesheig X, a_\wv 0oL
9 S Y _|.J:uv ..m —9/
T =0 awey “—zo (ddY

4310)
09 o Jiy duing Josuag (swnjoA
lojpsleg  sosueg w__hmr\_w_gn_vw IS :o_p_wmpm_ QErn\_/ h_ﬂv
SU Ul IV awn|op, : 14" - .
anoeden
Addng LA %

/ losuag 89 00l
@\D 7c ainssald pin|4 .
oL ¢ Ol

143 mmm
Aiddng



Case: 1:12-cv-06890 Document #: 1-1 Filed: 08/27/12 Page 9 of 72 PagelD #:17

U.S. Patent Oct. 19, 2010 Sheet 3 of 37 US 7,815,595 B2

40,42

292

g
0
N

FIG.3A



Case: 1:12-cv-06890 Document #: 1-1 Filed: 08/27/12 Page 10 of 72 PagelD #:18

U.S. Patent Oct. 19, 2010 Sheet 4 of 37 US 7,815,595 B2

129

FIG.3B



Case: 1:12-cv-06890 Document #: 1-1 Filed: 08/27/12 Page 11 of 72 PagelD #:19

U.S. Patent Oct. 19, 2010 Sheet 5 of 37 US 7,815,595 B2

196

160
[
(.

N

297

k

?’

l_s_lzﬁzm
L\
N
P
DK
U ]@gz{[

|

170
|

7 N\

119 /'/(
174

o

L |

40,42

124

mjl:r__l [ ]

4 I
7

(L

FIG.4A
178
112



Case: 1:12-cv-06890 Document #: 1-1 Filed: 08/27/12 Page 12 of 72 PagelD #:20

US 7,815,595 B2

Sheet 6 of 37

Oct. 19, 2010

U.S. Patent

ET\.

911

¥T
1 ﬁ F— _N ”
o) = u {
=
< W w
T Tl X . OF ‘v
RN LN R
ﬂ =1l o]
; ” ; ZII
- “ “w ” \/..__u —,u / “
2 = o | .
i .Dmm?/ﬁmd m u..,W\.) : m
by T T TR -+
! N .

WA il \\\\_\\\\\\_\\e

dv'DId



Case: 1:12-cv-06890 Document #: 1-1 Filed: 08/27/12 Page 13 of 72 PagelD #:21

U.S. Patent Oct. 19, 2010 Sheet 7 of 37 US 7,815,595 B2

(e
> a B\ _
~
7 =N I AT
T\ /|
SR
n l/___§
g g1
s /| a T
)
- ) o
L o ) | f

FIG. 5

f

|

—
—
o
—

187

—
)

X

O
196 \r@
(©)
| (@)
163

190



Case: 1:12-cv-06890 Document #: 1-1 Filed: 08/27/12 Page 14 of 72 PagelD #:22

U.S. Patent Oct. 19, 2010 Sheet 8 of 37 US 7,815,595 B2

N
VN N
N -3
N o =
2 =N
\ \
- ] NE \
1\ MNANANANANL O
\O 3 -
) "\ \7} \ "
b 3 -0 \ o
z 2\
=\
| Toos
&J) |
S 2 1@
\§ )
L \ )

IQ
o
178—~/
176
\—o
166



U.S. Patent Oct. 19, 2010 Sheet 9 of 37




Case: 1:12-cv-06890 Document #: 1-1 Filed: 08/27/12 Page 16 of 72 PagelD #:24

U.S. Patent Oct. 19, 2010 Sheet 10 of 37 US 7,815,595 B2

280

(o)
0
o

287

287/289
284

FIG.8



Case: 1:12-cv-06890 Document #: 1-1 Filed: 08/27/12 Page 17 of 72 PagelD #:25

U.S. Patent Oct. 19,2010
(]
o0
(|
o0
h
(@
(@)
O o
- N
o T

Sheet 11 of 37

SN N AN

S

294

US 7,815,595 B2

302

300



Case: 1:12-cv-06890 Document #: 1-1 Filed: 08/27/12 Page 18 of 72 PagelD #:26

US 7,815,595 B2

Sheet 12 of 37

Oct. 19, 2010

U.S. Patent

90¢

)

SNSSNOVAN

i\

80t

a4 \\\

///

NNN\Y

\\\\\\\

L7777

AT

\\\\\\ \\\\\\\\\

0T DIA

N



Case: 1:12-cv-06890 Document #: 1-1 Filed: 08/27/12 Page 19 of 72 PagelD #:27

U.S. Patent Oct. 19, 2010 Sheet 13 of 37 US 7,815,595 B2

jo
y

/

L

308

7
— 304
yorrrreid
7777

FIG. 11

7777 ////// z




Case: 1:12-cv-06890 Document #: 1-1 Filed: 08/27/12 Page 20 of 72 PagelD #:28

U.S. Patent Oct. 19, 2010 Sheet 14 of 37 US 7,815,595 B2

NANNNNNN

NANNNN

\M ~

310

3(]/6

SN

FIG.12
302’)

300

MDA NANAN

- \\\\\\\\X

280



Case: 1:12-cv-06890 Document #: 1-1 Filed: 08/27/12 Page 21 of 72 PagelD #:29

U.S. Patent Oct. 19, 2010 Sheet 15 of 37 US 7,815,595 B2

FI1G. 13

P
VA

312

F1G. 14

o
OO

L ANy




Case: 1:12-cv-06890 Document #: 1-1 Filed: 08/27/12 Page 22 of 72 PagelD #:30

U.S. Patent Oct. 19, 2010 Sheet 16 of 37 US 7,815,595 B2
O
N
[
o
o (e
—{
o0
S N
N AP o
Q
o0
=)
N I
o
N
o0
o N
N S
Q
S
o) Q N
2 ~
o
N
O O
S - N
Q
\O @)
o)
—f
[\
LV
(0.0
o o
o AN <+ \O
—i o o
o o

FIG.15



Case: 1:12-cv-06890 Document #: 1-1 Filed: 08/27/12 Page 23 of 72 PagelD #:31

U.S. Patent Oct. 19, 2010 Sheet 17 of 37 US 7,815,595 B2
. 370 372
FIG.16A W ALL VALVES

FROM PATIENT

382
VALVE OPEN 386f

LAST BAG
VALVE OPEN

376
DRAIN VALVE

OPEN 380

TO PATIENT
VALVE OPEN

378
SUPPLY VALVE
OPEN




Case: 1:12-cv-06890 Document #: 1-1 Filed: 08/27/12 Page 24 of 72 PagelD #:32

U.S. Patent Oct. 19, 2010 Sheet 18 of 37 US 7,815,595 B2

160
190

~

—~ ) =<
IR\ O
<G 4 N S
GIoLé N
.-qu_]" \ S
\
m':é:s N\
ala) - = | }_/|
~ ! o
§ o ; a a

220
Y
lez
\_24

222

. J -

&)

|
zg

216

20 60
e
164
NN

Z/B

FIG.17A



Case: 1:12-cv-06890 Document #: 1-1 Filed: 08/27/12 Page 25 of 72 PagelD #:33

U.S. Patent Oct. 19, 2010 Sheet 19 of 37 US 7,815,595 B2
I \JI/‘N
I ('ﬂI \D“_ [\
s
\
< N\
S (H)\ L——J7;|
-\ 77
%UE N a s
= 1o R N RS NEEE
R D
ALY N N
Y N NN \\
g o KN N\
g s SN 5 N
!
e Ny 77 N
g = N
— s ra
QR o |
= \_ =

FIG.17B



Case: 1:12-cv-06890 Document #: 1-1 Filed: 08/27/12 Page 26 of 72 PagelD #:34

US 7,815,595 B2

Sheet 20 of 37

Oct. 19, 2010

U.S. Patent

N

N

N\
DSSSIN

___ M— L — 2222 Ll l)
A WLLol Ll 2L

Ll ol L LL

N

Qﬂi\\\\\\\\\wv\\_\\\\\ \
/ 4

/

[




Case: 1:12-cv-06890 Document #: 1-1 Filed: 08/27/12 Page 27 of 72 PagelD #:35

U.S. Patent Oct. 19, 2010 Sheet 21 of 37 US 7,815,595 B2

FIG. 19

390
Velocity

396

400\ Pressure

402

OPSI




Case: 1:12-cv-06890 Document #: 1-1 Filed: 08/27/12 Page 28 of 72 PagelD #:36

US 7,815,595 B2

Sheet 22 of 37

Oct. 19, 2010

U.S. Patent

8Cy

“denea Aszw

oty

H#200-a

gey

1274

490D

S/

(A% 4 |\\D

#900-d

W~ =« 0O -

(0154 \»

0cy |\>

801
Jiod)es ainssald w
B|geuen palisaq .
a|qeue/ painsesy Jo)i
J lenbig
oty

cey

nduyy
Josuag ainssaid

0¢ Ol



Case: 1:12-cv-06890 Document #: 1-1 Filed: 08/27/12 Page 29 of 72 PagelD #:37

US 7,815,595 B2

Sheet 23 of 37

Oct. 19, 2010

U.S. Patent

0sy

ovy

TSP
(08s) awin qzsy
0l 8 L |9 S b £ \ 4 ! 0
__________________:_____________\___________
A 1L
A AN
/\/ \.\/\<< ) N\\\Iﬁ@
_____________#_\_______w______r__________ r\__
TN 000z-
/ S VA ILLLUCY B R — 000L"  (jgquw) fenioy
. woy __iﬂ w— 4 g ‘SA
Em_umn_\ Ve : ~—_ - Em_ﬁmm yd 000, PeisaQ ainssaig
\\ A f \\ \,;L? ,J 0002
(424 b a4 44 b (67472




Case: 1:12-cv-06890 Document #: 1-1 Filed: 08/27/12 Page 30 of 72 PagelD #:38

US 7,815,595 B2

Sheet 24 of 37

Oct. 19, 2010

U.S. Patent

4

(454

[oss] ANIL
o 6 8 L 9 5 . e z ! 0
|1 Tl FTTTT7IT7TT T T 111 TTT T T T TT (T TTIT 11T 1TTil FTT1T 13
PN oy il -
MBI T I ST =
O T [ VT
11 __\T_/{au_\__l!.__.ﬂ_um_u MH‘__ _{ _A_I__ \m_musm_u_l_'A __/_\Jfr\\___ Lt _m
:
A\ e o e B\ HRAS
NI/AL /A mANELE
25 AL m
NIV NIVSQ ot -/ Nivead T\
OL dWNd OL diind OLdNNd  ¥5¥
¢ OIH

0
005" (15am)
0 VYNLIV
‘SA
opgz Q3dIS3d
FANSSTad



Case: 1:12-cv-06890 Document #: 1-1 Filed: 08/27/12 Page 31 of 72 PagelD #:39

US 7,815,595 B2

Sheet 25 of 37

Oct. 19, 2010

U.S. Patent

anje JusoI80)
pajsnipy

3@/&

-

s|qel
wawasou|
anjdepy

wng e

_‘ (=+) JusLiaIoU} JUSIOYS0D

JuSIYs0n) JUBLIND

r\g

:7A4

J

[A%14

uoIsioaQ
esealoap/aseasou)

1)1

"suopoalIp aAnebsu
pue sanisod yjoq

U] Jusioiye09 ishipe
‘ues )1 §| ‘eAnebau
pue aAlisod pajsnipe
aq Ued Jusioyjeos

J ejenfeas (g

"9ons aunssaud xeu
Joj Bumes jsnipy (2
‘Bupies spIye00
shoinaid asn) (L
:Buisealoop
jBuises.ou)| Joug
931] uoisaQ

0Ly |\>

oLy

f

[AA4

s8)0.4G N sholaaud
X ealy, 10} JoL3

aonS sy
X eaiy, 1o} o]

1/A4

Joug
_-mm(_<=
a.nssald

801

)

Wwiodjeg amnssald
‘S|qeLeA padiseq

)

ajqeLe painsesiy w

f

acy

€¢ Old



U.S. Patent

Oct. 19, 2010

FIG. 24

Case: 1:12-cv-06890 Document #: 1-1 Filed: 08/27/12 Page 32 of 72 PagelD #:40

Sheet 26 of 37

'/ 500

Parameter Effect
486 Begin Stroke Big impact on overshoot but
] Acceleration undesirable from standpoint
of stroke time.
488 —__ Proximity Good method but may need to be
Threshold set far below pressure set point.
490 DP/dt Look at rate of change of pressure
O and limit to reset to the new
velocity setpoint.
492 —__| Max. Travel May or may not effect result
Velocity depending on the initial setting.
494 Conversion Potential large impact
| to Pressure
Deceleration
Kp Wil affect in significant ways the
overshoot once the proximity
496 —__| threshold is reached, however, it
also affects the entire control to
pressure PID control period of the
pulse.
Kd Will affect in small ways the
overshoot once the proximity
498 ——_ | threshold is reached, however, it
also affects the entire control to
pressure and PID control period
of the pulse.
Ki Wil affect in small ways the
overshoot once the proximity
9502 —_| threshold is reached, however, it

also affects the entire control to
pressure and PID control period
of the pulse.

US 7,815,595 B2




US 7,815,595 B2

Sheet 27 of 37

Case: 1:12-cv-06890 Document #: 1-1 Filed: 08/27/12 Page 33 of 72 PagelD #:41
Oct. 19,2010

U.S. Patent

anjeladwsa ) pinj4
JONO painses|y
2472 ovs
epAD Aing
pasegq o160 Azzn4
2\ -
weysig Jojjoluon Jwir Lo
BunesH [~ oy Aing | einjesedwa] sjeld + WBIoM =— _nw_yw%ﬂ_u >wwwm_m - +
JojesH Q + \ :
ainjesadws] ale|d 144°] 145°]
wonog pue doj (24"
0eg —7
~amneisdws] pinjg
1°RNO paliseQ
~JoMOd JS1eaH [B10L
WYLOBY |
|onuoy) peseg Aousiog
05 spAD Ang SBpoMmou] 19}e3H 8leld
paseg sbpsmouy RETLTT duel P
. 19|U| painsesiy
G¢ 9Old < 31BIM0|] Snesing

0¢s .\»



Case: 1:12-cv-06890 Document #: 1-1 Filed: 08/27/12 Page 34 of 72 PagelD #:42

U.S. Patent Oct. 19, 2010 Sheet 28 of 37 US 7,815,595 B2

FIG. 26
Receive Signal Inputs for:

Number of Stroke Intervals (N) per
522 Millisecond
- Input Voltage (Vac)
Measured Fluid Inlet Temperature (Tin)
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524 —1 Calculate Pulsatile Flowrate Q (Milliliter/min.)
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Q=60,000 x == i fiseconds)

526 _X Calculate Heater Power (Watts)
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0.07 (T desired - Tin) Q
Wx E

530

528 —\ Knowledge Based Duty Cycle =

Fuzzy Logic -+ +
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534 Triangle Membership Function Neutral
Triangle Membership Function pSmall
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536 f Interface Fuzzy Sets Using Membership Functions
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an Logic Heating If AT is Neutral, Output is Zero
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If AT is pLarge, Output Increase at Large Pace

Defuzzification Convert Rules Output Based on Fuzzy Logic
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AUTOMATED DIALYSIS PUMPING SYSTEM

PRIORITY

This application claims priority to and the benefit as a
continuation application of U.S. patent application “Auto-
mated Dialysis System”, Ser. No. 10/155,603, filed May 24,
2002.

BACKGROUND

The present disclosure generally relates to dialysis sys-
tems. More specifically, the present disclosure relates to auto-
mated peritoneal dialysis systems. The present disclosure
also relates to methods of performing automated peritoneal
dialysis and devices for performing same.

Due to disease, insult or other causes, a person’s renal
system can fail. In renal failure of any cause, there are several
physiological derangements. The balance of water, minerals
and the excretion of daily metabolic load is no longer possible
in renal failure. During renal failure, toxic end products of
nitrogen metabolism (urea, creatinine, uric acid, and others)
can accumulate in blood and tissues.

Kidney failure and reduced kidney function have been
treated with dialysis. Dialysis removes waste, toxins and
excess water from the body that would otherwise have been
removed by normal functioning kidneys. Dialysis treatment
for replacement of kidney functions is critical to many people
because the treatment is life saving. One who has failed
kidneys could not continue to live without replacing at least
the filtration functions of the kidneys.

Hemodialysis and peritoneal dialysis are two types of
dialysis therapies commonly used to treat loss of kidney
function. Hemodialysis treatment utilizes the patient’s blood
to remove waste, toxins and excess water from the patient.
The patient is connected to a hemodialysis machine and the
patient’s blood is pumped through the machine. Catheters are
inserted into the patient’s veins and arteries to connect the
blood flow to and from the hemodialysis machine. As blood
passes through a dialyzer in the hemodialysis machine, the
dialyzer removes the waste, toxins and excess water from the
patient’s blood and returns the blood back to the patient. A
large amount of dialysate, for example about 120 liters, is
used to dialyze the blood during a single hemodialysis
therapy. The spent dialysate is then discarded. Hemodialysis
treatment lasts several hours and is generally performed in a
treatment center about three or four times per week.

Peritoneal dialysis utilizes a dialysis solution or “dialy-
sate”, which is infused into a patient’s peritoneal cavity
through a catheter implanted in the cavity. The dialysate
contacts the patient’s peritoneal membrane in the peritoneal
cavity. Waste, toxins and excess water pass from the patient’s
bloodstream through the peritoneal membrane and into the
dialysate. The transfer of waste, toxins, and water from the
bloodstream into the dialysate occurs due to diffusion and
0smosis, i.e., an osmotic gradient occurs across the mem-
brane. The spent dialysate drains from the patient’s peritoneal
cavity and removes the waste, toxins and excess water from
the patient. This cycle is repeated.

There are various types of peritoneal dialysis therapies,
including continuous ambulatory peritoneal dialysis
(“CAPD”), automated peritoneal dialysis and continuous
flow peritoneal dialysis. CAPD is a manual dialysis treat-
ment, in which the patient connects an implanted catheter to
a drain and allows a spent dialysate fluid to drain from the
peritoneal cavity. The patient then connects the catheter to a
bag of fresh dialysate and manually infuses fresh dialysate
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through the catheter and into the patient’s peritoneal cavity.
The patient disconnects the catheter from the fresh dialysate
bag and allows the dialysate to dwell within the cavity to
transfer waste, toxins and excess water from the patient’s
bloodstream to the dialysate solution. After a dwell period,
the patient repeats the manual dialysis procedure.

In CAPD the patient performs several drain, fill, and dwell
cycles during the day, for example, about four times per day.
Each treatment cycle typically takes about an hour. Manual
peritoneal dialysis performed by the patient requires a sig-
nificant amount of time and effort from the patient. This
inconvenient procedure leaves ample room for improvement
and therapy enhancements to improve patient quality of life.

Automated peritoneal dialysis (“APD”) is similar to CAPD
in that the dialysis treatment includes a drain, fill, and dwell
cycle. APD machines, however, automatically perform three
to four cycles of peritoneal dialysis treatment, typically over-
night while the patient sleeps. The APD machines fluidly
connect to an implanted catheter. The APD machines also
fluidly connect to a source or bag of fresh dialysate and to a
fluid drain.

The APD machines pump fresh dialysate from the dialy-
sate source, through the catheter, into the patient’s peritoneal
cavity and allow the dialysate to dwell within the cavity so
that the transfer of waste, toxins and excess water from the
patient’s bloodstream to the dialysate solution can take place.
The APD machines then pump spent dialysate from the peri-
toneal cavity, though the catheter, to the drain. APD machines
are typically computer controlled so that the dialysis treat-
ment occurs automatically when the patient is connected to
the dialysis machine, for example, when the patient sleeps.
That is, the APD systems automatically and sequentially
pump fluid into the peritoneal cavity, allow for a dwell, pump
fluid out of the peritoneal cavity and repeat the procedure.

As with the manual process, several drain, fill, and dwell
cycles will occur during APD. A “last fill” is typically used at
the end of APD, which remains in the peritoneal cavity of the
patient when the patient disconnects from the dialysis
machine for the day. APD frees the patient from having to
manually performing the drain, dwell, and fill steps.

However, continuing needs exist to provide improved APD
systems. For example, needs exist to provide simplified APD
systems that are easier for patients to use and operate. Further,
needs exist to provide lower cost APD systems and APD
systems which are less costly to operate. Particularly, needs
exist to clinically, economically and ergonomically improve
known APD systems.

APD systems need to be improved for home use. One
common problem with current home systems is that they are
susceptible to electrical shock due to “leakage current”. Cur-
rent that flows from or between conductors insulated from
one another and from earth is called “leakage current”. If any
conductor is raised to a potential above earth potential, then
some current is bound to flow from that conductor to earth.
This is true even of conductors that are well insulated from
earth, since there is no such thing as perfect insulation or
infinite resistance. The amount of current that flows depends
on: (i) the potential, (ii) the capacitate reactance between the
conductor and earth and (iii) the resistance between the con-
ductor and earth.

For medical equipment, several different leakage currents
are defined according to the paths that the leakage currents
take. An “earth leakage current” is the current which normally
flows in the earth conductor of a protectively earthed piece of
equipment. In medical equipment, impedance to earth from
an enclosure is normally much lower through a protective
earth conductor than it is through the patient. However, if the
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protective earth conductor becomes open circuited, the
patient could be at risk of electrical shock.

“Patient leakage current” is the leakage current that flows
through a patient connected to an applied part or parts. It can
either flow from the applied parts via the patient to earth or
from an external source of high potential via the patient and
the applied parts to earth. Other types of leakage currents
include “enclosure leakage current”, and “patient auxiliary
current”.

Leakage currents are normally small, however, the amount
of current required to produce adverse physiological effects
in patients is also small. Accordingly, leakage currents must
be limited as much as possible by the design of the equipment
and be within safety limits.

SUMMARY

Generally, the present disclosure provides improved dialy-
sis systems and improved methods of performing dialysis.
More particularly, the present disclosure provides systems
and methods for performing automated peritoneal dialysis
(“APD”). The systems and methods of the present disclosure
automatically provide dialysis therapy by providing dialysis
fluid to the patient and draining spent dialysis fluid from the
patient.

Also, the systems and methods of the present disclosure
can perform various dialysis therapies. One example of a
dialysis therapy which can be performed according to the
present disclosure includes an automatic dialysis fluid
exchange of a patient fill, dwell and a patient drain. The
dialysis system of the present disclosure can automatically
perform dialysis therapy on a patient, for example, during
nighttime while the patient sleeps.

To this end, in an embodiment a dialysis system is pro-
vided. The system includes a fluid supply line. A disposable
unit is in fluid communication with the fluid supply line. The
disposable unit has at least two flexible membranes that bond
together at selected locations and to a rigid plastic piece or
manifold. The membranes can be single or double layer. One
suitable membrane material is described herein. The mem-
branes seal to one another so as to define a fluid pump recep-
tacle and a fluid heating pathway. The membranes and plastic
manifold define a number of flexible valve chambers. The
disposable unit also fluidly communicates with a patient line
and a drain line.

The manifold and other areas of the disposable unit include
reduced or tapered edges that provide an area to seal the
membranes. The reduced thickness or tapered area requires
less heat than the full thickness, which reduces the heat sink-
ing disparity between the thickness of the manifold of the
disposable unit and the thinner flexible membranes. The
frame of the manifold is bowed or curved to provide rigidity.
The frame is also asymmetrical and designed to be placed into
the hardware unit in only one direction.

The hardware unit can be manually transported to a
patient’s home and opened so that the patient can place a
disposable unit therein and closed so that the dialysis unit and
the disposable unit cooperatively form a pump chamber that
enables dialysis fluid to be pumped to and from the patient.
The hardware unit has an enclosure that defines a pump shell,
a valve actuator and a heater. The disposable unit is placed in
and removed from the enclosure. The fluid pump receptacle
of'the disposable unit and the shell of the hardware unit form
a pump chamber. The pump chamber operates with a pump
actuator, which is also located inside the transportable hard-
ware unit.
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When packaged, a plurality of tubes extend from the dis-
posable unit. The ends ofthe tubes have connectors that attach
to a single body. The body defines or provides a plurality of tip
protectors that hold the tubes in an order according to steps of
the therapy. The body is configured to slide into the hardware
unit of the system from one direction, so that a patient can
readily pull the tubes and connectors from the tip protector
organizer.

The tip protector used to house the patient fluid connector
includes a hydrophobic filter that allows air but not fluid to
escape. This vented tip protector enables the system to be
primed without having to perform elevation balancing or
controlled fluid metering. The system performs a prime by
flowing fluid through the system and into the patient fluid line
until the dialysate backs up against the filter, causing a fluid
pressure increase, which is sensed by the system. The system
then stops the pump.

The hardware unit also provides a controller. The control-
ler includes a plurality of processors, a memory device for
each processor and input/output capability. One of the pro-
cessors coordinates operation of the pump actuator, the valve
actuator and the heater with the various stages of dialysate
flow, such as the fill, dwell and drain stages. The processor
also controls or obtains feedback from a plurality of different
types of sensors. The sensors include, among others, a capaci-
tance fluid volume sensor, a dialysis fluid temperature sensor,
a pressure sensor, a vacuum sensor, an air detection sensor
and a mechanical positioning sensor.

In an embodiment, the system uses both preset motion
control and adaptive pressure control to control the pressure
of fluid within the pump receptacle. The system uses a preset
pump motor acceleration to overcome system compliance
(i.e., membrane and tubing expansion), which would not
otherwise be readily overcome by known proportional, dif-
ferential or integral control. After the system overcomes com-
pliance, the system converts to an adaptive control using
adaptive techniques for controlling pressure by precisely con-
trolling the velocity of a pump motor shaft. The adaptive
parameters are modified over time to fine tune the system.
This method is especially important for the patient fill and
drain cycles, wherein the patient can feel pressure fluctua-
tions. The method also readily compensates for pressure
variations due to bag height, bag fullness, etc.

The capacitance fluid volume sensor indicates a volume of
fluid in the pump chamber, wherein the sensor generates a
voltage signal that is indicative of the volume of fluid in the
receptacle. The controller receives the voltage signal and
converts the signal into an amount of fluid or an amount of air
within the flexible fluid receptacle of the pump chamber.

The pump actuator can be mechanically or pneumatically
operated. When mechanically driven, a pump motor drives a
vacuum source, such as a piston-cylinder, which pulls a
vacuum on the membranes of the fluid receptacle of the
disposable unit. Here, a mechanical positioning sensor, such
as an encoder, senses the angle of a pump motor shaft relative
to a home position and sends a signal to the controller,
wherein the controller can adjust the pump motor accord-
ingly. The encoder also provides safety feedback to the con-
troller, whereby the controller, once therapy starts, prevents
the camshaft from, rotating to a position where the valves can
free fill the patient. When the pump actuator is pneumatically
operated, the system in an embodiment uses a vacuum pump
to pull apart the membranes of the fluid receptacle. Here, the
system uses a vacuum sensor to sense the state of the vacuum
pump and a mechanical sensing device, such as a linear
encoder, to sense the state of a pump piston.
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Thus, in an embodiment, the system maintains a negative
pressure on one of the membranes of the fluid receptacle of
the disposable unit to pull same away from the other mem-
brane and draw dialysis fluid into the fluid receptacle. The
negative pressure on the active membrane is then released,
which pushes the membrane towards the other membrane and
dispels the dialysis fluid from the pump receptacle. In another
embodiment, a mechanical pump piston can be pneumati-
cally attached to one of the membranes, wherein the system
mechanically pulls the membrane away from the other mem-
brane. In an embodiment, the membrane is coupled to the
pump piston through negative pressure. The pump also
includes a diaphragm that is pulled to a bottom side of the
piston head, wherein the membrane is pulled to a top side of
same. In a further embodiment, the system mechanically
pushes one of the membranes while applying the negative
pressure to same.

The system also performs other necessary tasks automati-
cally. For example, the system automatically heats the dialy-
sate to a desired temperature while pumping dialysate to the
patient. The heater heats the fluid heating pathway defined by
the flexible membranes of the disposable unit. In an embodi-
ment, the heater includes an electrical heating plate. Alterna-
tively, or in addition to the heating plate, the heater includes
an infrared heating source. In an embodiment, the fluid heat-
ing pathway and the heater define an in-line heater that heats
dialysate as it travels from the supply bag to the patient.

The system employs a method of heat control that uses a
knowledge-based algorithm and a fuzzy logic based algo-
rithm. The former uses laws of physics, empirical data and
sensed inputted signals. The latter inputs a difference
between desired and actual temperatures and uses fuzzy logic
membership functions and fuzzy logic rules. Each algorithm
operates at a different update frequency. Each algorithm out-
puts a duty cycle, wherein the system weights the fuzzy logic
based duty cycle relative to the knowledge based duty cycle
and produces an overall heater control duty cycle. This
method enables accurate dialysate temperature control.

The system automatically purges air from the dialysate, for
example, through the pump chamber. The system also senses
atotal volume of fluid pumped to the patient, records and logs
same. Furthermore, the system knows the instantaneous flow
rate and fluid pressure of fluid entering or leaving the patient’s
peritoneal cavity.

The disposable unit includes a valve manifold. The mani-
fold defines a plurality of valve chambers. The hardware unit
includes a valve actuator that selectively and sequentially
presses against one or more of the valve chambers. In an
embodiment, a mechanically operated valve actuator
includes a single camshaft and a plurality of cams. The cams
press against one of the membranes of the disposable unit to
engage the other membrane and block or disallow fluid flow.
As stated above, the system uses a sensing device, such as a
rotary encoder, to sense the angle of the camshaf relative to a
home position, so that the controller can rotate the camshaft to
open or close one or more valves as desired. The single
camshaft toggles back and forth between: supply and pump
chamber fill positions; patient drain and system drain posi-
tions; and between pump chamber fill and patient fill posi-
tions. These positions are actuated by a unique rotational
position on an overall cam profile (i.e., the superposition of
each of the individual cams as seen from the end of the
camshaft).

The disposable unit of the present invention is provided in
avariety of different forms. In an embodiment, the portion of
the disposable unit forming the heating path is formed by the
same membranes that seal to the rigid member or manifold
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that forms the valve chambers. The same membranes also
form the pump receptacle. In another embodiment, the dis-
posable unit includes a first set of membranes that form the
pump receptacle and the valve manifold via the rigid member.
Here, the disposable unit includes a second set of membranes,
distinct from the first membranes, which form the fluid heat-
ing path. In an embodiment, medical grade tubing connects
the first set of membranes to the second set. In particular, the
tubing enables the fluid heating path to fluidly connect to the
valve manifold.

The disposable unit in another embodiment includes a first
flexible membrane and a second flexible membrane that
house the pump receptacle, the fluid heating path and the rigid
valve manifold. The disposable unit also includes a rigid
frame that attaches to at least one of the first and second
flexible membranes. The rigid frame enables a patient or
operator to place the frame and the disposable unit into the
enclosure of the hardware unit of the automated dialysis
system. The rigid frame is sized to securely fitinto a dedicated
place in the enclosure. The rigid frame further holds the
disposable unit stable while the patient or operator connects
tubes to same. For example, the valve manifold provides ports
or other types of connectors for connecting to a supply line, a
drain line and a patient line. In an embodiment, the rigid
frame extends around or circumvents the membranes includ-
ing the pump receptacle, fluid heating path and valve mani-
fold. In an embodiment, the rigid frame is plastic. In an
embodiment, the rigid frame is bowed along at least two sides
to increase the rigidly of the disposable unit and to keep the
disposable unit from deforming during the heat sealing por-
tion of its manufacture.

In an embodiment, the rigid member or manifold of the
disposable unit includes interfaces that allow the membranes
to be more easily sealed to the manifold. The manifold edges
are tapered to reduce the heat needed to form a cohesive bond
between the membranes and the plastic valve manifold. The
knife-like tapered edges also reduce or eliminate the gap
between the top and bottom membranes, which minimizes the
opportunity for leaks to occur in the disposable unit. The
chamfered edges also reduce the likelihood that the heat
sealing process will burn through the membranes.

The hardware unit described above includes a display
device that provides dialysis system information. The display
device also enables the patient or operator to enter informa-
tion and commands into the controller. For example, the
display device can include an associated touch screen that
enables the patient or operator to initiate automatic flow of the
dialysate through the disposable unit. The system begins to
pneumatically and/or mechanically pump dialysate through
the pump chamber, past the in-line heater and into the
patient’s peritoneal cavity. Thereafter, the system automati-
cally runs the other cycles of dialysis therapy, for example,
while the patient sleeps and/or at night. The automated sys-
tem not only transfers dialysate from a supply container to the
patient, the system allows the dialysate to dwell inside the
patient for an amount of time and automatically operates to
transfer the dialysate from the patient to a drain.

The system provides a graphical user interface (“GUI”).
The GUI in an embodiment employs an embedded web
browser and an embedded web server. The web browser and
server operate on a main microprocessor for the system. The
GUI also employs instrument access and control software,
which operates on the main system processor and on one or
more delegate processors. The instrument access and control
software controls lower level devices, such as the heater and
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the pump. The GUI also provides intermediate software that
allows the web browser to communicate with the instrument
access and control software.

The GUI displays a number of therapy set-up screens and
a number of dialysis treatment screens. The set-up screens
generally walk the patient through the set-up portion of the
therapy. The system waits for an operator input before pro-
ceeding to the next set-up screen. The set-up screens provide
information to the patient in the form of real-life images of the
equipment and through animations of the actions needed to
connect the system to the patient.

The therapy treatment screens display the various cycles of
the therapy to the patient in real-time or substantially in-real
time. The therapy treatment screens display information such
as cycle time in both a graphical and quantitative manner. The
therapy treatment screens do not require input from a patient,
who may be sleeping while these screens are displayed. When
the therapy is complete, the system once again displays a
number of disconnection screens which, like the set-up
screens, wait for an input from the patient before performing
an action.

The treatment screens are colored and lighted for night
time viewing, and may be easily seen from a distance of about
ten to fifteen feet, however, the screens are lighted so as not to
wake a sleeping patient. In an embodiment, the background of
the screens is black, while the graphics are ruby red. In con-
trast, the set-up screens are lighted and colored for daytime
viewing.

With the above embodiments, one advantage of the present
disclosure is to provide improved systems and methods for
performing dialysis.

Another advantage of the present disclosure is to provide
improved systems and methods for performing peritoneal
dialysis.

A further advantage of the present disclosure is to provide
an automated peritoneal dialysis system and method of oper-
ating same.

Still another advantage of the present disclosure is to pro-
vide an automated peritoneal dialysis system that provides
dialysis therapy advantages.

Still a further advantage of the present disclosure is to
provide an automated peritoneal dialysis system that has eco-
nomic advantages.

Yet another advantage of the present disclosure is to pro-
vide an automated peritoneal dialysis system that has quality
of life advantages.

A still further advantage of the present disclosure is to
provide a disposable unit having bowed sides, which increase
rigidity and decrease flexing of disposable unit.

Moreover, an advantage of the present disclosure is to
provide a disposable unit having tapered interfaces that
decrease the heat sinking of the semi-rigid manifold and
provide a more robust seal.

Various features and advantages of the present invention
can become apparent upon reading this disclosure including
the appended claims with reference to the accompanying
drawings. The advantages may be desired, but not necessarily
required to practice the present disclosure.

BRIEF DESCRIPTION OF THE FIGURES

FIG. 1 schematically illustrates an embodiment of an auto-
mated dialysis system of the present disclosure having a
mechanically actuated fluid pump.

FIG. 2 schematically illustrates another embodiment of an
automated dialysis system of the present disclosure having a
fluidly actuated fluid pump.
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FIGS. 3A and 3B illustrate perspective views of the hard-
ware unit and disposable unit of the present disclosure.

FIG. 4A is a plan view of one embodiment of the hardware
and disposable units of the present disclosure.

FIG. 4B is a cross-sectional view taken along line 4B-4B in
FIG. 4A, which shows one possible configuration of the sys-
tem components within the hardware unit.

FIGS. 5 and 6 illustrate additional embodiments of the
disposable unit of the present disclosure.

FIG. 7 is a perspective view of one embodiment of a valve
manifold that includes a reduced thickness interface for seal-
ing to membranes of a disposable dialysis unit.

FIG. 8 is a perspective view of one embodiment of a mul-
tiple tip protector organizer of the present disclosure.

FIG. 9 is an elevation sectional view of the multiple tip
protector organizer illustrated in FIG. 8.

FIG. 10 is an elevation sectional view of one embodiment
of'a vented tip protector of the present disclosure showing the
tip protector housing a patient fluid line connector.

FIG. 11 is an elevation sectional view of one embodiment
of'the patient fluid line connector that couples to the vented tip
protector of the present disclosure.

FIG. 12 is an elevation sectional view of one embodiment
of'the vented tip protector of the present disclosure.

FIG. 13 is a sectional view of one embodiment of a single
layer film structure for the disposable unit membranes of the
present disclosure.

FIG. 14 is a sectional view of one embodiment of a multiple
layer film structure for the disposable unit membranes of the
present disclosure.

FIG. 15 is a perspective view of one embodiment of a valve
actuator in combination with the fluid manifold of the present
disclosure.

FIGS. 16A and 16B illustrate features of the camshaft and
cam arrangement of the present disclosure.

FIGS. 17A and 17B illustrate an embodiment of a
mechanically operated fluid pump and capacitance type fluid
volume sensor of the present disclosure.

FIG. 18 illustrates an alternate embodiment of a fluidly
operated fluid pump and capacitance sensor of the present
disclosure.

FIG. 19 is a graphical illustration of one embodiment of the
present disclosure for the control of the pressure inside a fluid
pump through precise velocity control of a pump piston.

FIG. 20 is a schematic illustration of one embodiment of an
algorithm of the present disclosure for performing propor-
tional, integral and derivative type adaptive pressure control.

FIG. 21 is a graphical illustration of one embodiment of the
present disclosure for the control of the pressure inside a fluid
pump during repeated patient fill and pull from supply bag
strokes.

FIG. 22 is a graphical illustration of one embodiment of the
present disclosure for the control of the pressure inside a fluid
pump during repeated patient drain and pump to drain
strokes.

FIG. 23 is a schematic illustration of one embodiment of an
algorithm of the present disclosure for adapting pressure error
correction parameters over time to optimize pressure control
efficiency.

FIG. 24 is a table illustrating one set of the correction
parameters illustrated in connection with FIG. 23.

FIG. 25 is a schematic representation of one embodiment
of a heater control method of the present disclosure.

FIG. 26 is a flow diagram of a knowledge based algorithm
of the method discussed in connection with FIG. 25.

FIG. 27 is a flow diagram of a fuzzy logic based algorithm
of the method discussed in connection with FIG. 25.
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FIG. 28 is an electrical insulation diagram illustrating one
embodiment for providing double electrical insulation in the
medical fluid unit of the present disclosure.

FIG. 29 is a schematic representation of one embodiment
of the web based graphical user interface of the present dis-
closure.

FIGS. 30A to 30M are screen shots from a display device
employing the graphical user interface of the present inven-
tion.

DETAILED DESCRIPTION

The present disclosure relates to dialysis systems and
methods of performing dialysis. In particular, the present
disclosure relates to a system and method for automatically
providing peritoneal dialysis therapy to patients. The present
disclosure provides automatic multiple exchanges of dialysis
fluid to and from the patient’s peritoneal cavity. The auto-
matic exchanges of dialysate include drain, fill, and dwell
periods, which usually occur while the patient sleeps. A typi-
cal therapy can include three to five exchanges of dialysis
fluid. The present disclosure, in an embodiment, provides a
single pass system, wherein the dialysate passes through the
peritoneal cavity only once before being disposed. While the
present disclosure performs peritoneal dialysis, it is also suit-
able for other types of dialysis and other medical fluid transfer
operations.

1. The System Generally

Referring now to the drawings and in particular to FIG. 1,
a typical therapy performed by the system 10 of the present
disclosure begins by draining dialysis solution that is already
in the patient’s peritoneal cavity 12. The system 10 pumps
fresh dialysate from one of a plurality of supply bags 14,
through an in-line heater 16 to the patient or peritoneal cavity
12. After a dwell period in the peritoneal cavity 12, the spent
dialysate in the cavity is pumped out of the patient or cavity 12
to a drain 18 or other disposal means. The system 10 then
pumps fresh dialysate from the supply bags 14 to the patient
or peritoneal cavity 12 and the procedure is repeated as
defined in the therapy protocol. The system 10 in an embodi-
ment pumps a last bag of dialysate (usually, a dialysate having
a different formulation than the dialysate in the other supply
bags) to the peritoneal cavity 12 for an extended dwell, such
as a daytime dwell.

In an embodiment, the system 10 includes a mechanically
operated diaphragm pump 20. The mechanically operated
diaphragm pump 20 employs a pump motor 22 and a linear
pump actuator 24. A vacuum may also be used with the
mechanical actuator for the diaphragm pump 20, as described
in further detail below. In another embodiment illustrated in
FIG. 2, the pump is completely fluidly activated.

In FIG. 1 the system 10 also includes a valve actuator 26,
which mechanically actuates valves V1 to V5. A controller 30
controls the valve actuator 26 to open valves V1 to V5 as
necessary to achieve the desired direction of dialysate fluid
flow. In an embodiment, the valve actuator 26 includes a valve
motor 28 and a camshaft (illustrated below), which opens one
ormore of the valves V1 to V5 to achieve the desired dialysate
flow.

The controller 30 includes a plurality of processors and a
memory device for each processor. The processors include a
main microprocessor and a number of delegate processors.
The main microprocessor runs certain higher level tasks such
as the graphical user interface (“GUI”) described below. The
delegate processors perform lower level tasks, such as mov-
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ing valves, reading sensors, controlling heater duty cycle, etc.
An additional processor is provided solely for the purpose of
tracking safety parameters, such as heater plate and medical
fluid temperature. For purposes of the present disclosure,
except where otherwise specified, the term “processor 34”
refers collectively to all of the processors and the term
“memory device 32” refers collectively to all of the corre-
sponding memory devices.

The controller 30 also includes an input/output (“I/O”)
module 36. The memory device 32 stores a computer program
that contains a step by step sequence for the system 10 and
configures certain outputs to occur upon specified inputs. The
processor 34 runs the program in the memory device 32. The
1/0 module 36 accepts signal lines from various sensors. The
1/0 module 36 also connects to power lines including input
power lines (including if battery powered) and power lines
outputted to the various electrical components.

The controller 30, in an embodiment, includes a video
controller 38, which may be a video card. The controller 30
also includes a display device or video monitor 40 that dis-
plays medical treatment or dialysis information to a patient or
operator. In an embodiment, the controller 30 further includes
a touch screen 42 that interfaces with the video monitor 40
and electrically communicates with the /O module 36. The
touch screen 42 enables the patient or operator to input medi-
cal treatment or dialysis information into the controller 30.

The controller 30 controls the heater 16, the pump 20 and
the valve actuator 26 in a number of different phases that
make up a single medical or dialysis treatment. In a first pump
fill phase, controller 30 activates the pump 20 to pump medi-
cal fluid or dialysate from one of the supply bags 14. In FIG.
1, the controller 30 commands a vacuum source 44, including
an air pump motor 46, to pull a vacuum on both sides of the
pump 20 through a first vacuum line 48 and a second vacuum
line 50. The vacuum lines 48 and 50 pull respective vacuums
through first and second pump chamber walls to suction one
of a pair of opposing membranes inside the pump chamber
against the interior of the pump chamber. The other mem-
brane is held against a piston head in the pump 20. The other
membrane alternatively temporarily or permanently
mechanically attaches to the piston head, rendering the
vacuum on the piston side of the pump 20 unnecessary.

With the membranes maintained against the interior of the
pump chamber and the piston head, the controller 30 com-
mands the linear actuator 24 to withdraw within the pump 20.
The withdrawal causes the membranes inside the pump
chamber to pull further apart. At this time, the controller 30
controls the valve actuator 26 so that only valve V1 is open.
The pulling apart of the membranes causes a negative pres-
sure to occur in fill line 52, wherein the negative pressure pulls
medical fluid or dialysate from the supply bag 14, through the
fill line 52, into a receptacle created by the opened mem-
branes inside the pump chamber of pump 20.

In a patient fill phase, with the negative pressure still main-
tained by the vacuum source 44, through the pump chamber
walls, on the interior membranes, the controller 30 causes the
linear pump actuator 24 to move upwards within the pump 20.
The upward movement of the actuator 24 and an attached
piston head provides a positive mechanical pressure that
closes the membrane receptacle and thereby pumps the medi-
cal fluid out of the pump 20. At this time, the controller 30
controls the valve actuator 26 so that only valves V2 and V3
are open. Consequently, all of the fluid exiting pump 20 is
pumped through a heater line 54, past the in-line heater 16,
through a catheter line 56, and into the patient, for example,
the patient’s peritoneal cavity 12. The catheter line 56 in an
embodiment connects to a single lumen catheter, which is
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implanted into the patient 12. Although, in other embodi-
ments, the system 10 can employ a multi-lumen catheter.

The heater 16 in an, embodiment includes one or more
electrical heating plates, which heat the medical fluid to
roughly body temperature. The controller 30 energizes and
de-energizes the heater 16 as necessary to obtain the proper
fluid temperature. The controller 30 can close valves V2 and
V3, located on opposing sides of the heater 16 in the heater
line 54, if the medical fluid is too hot or too cold. The improp-
erly heated dialysate does not enter the peritoneal cavity 12.

The controller 20 repeats the pump fill phase and the heater
fill phase until the patient’s the peritoneal cavity 12 becomes
full of fluid according to the therapy protocol. In an embodi-
ment, the volume inside the pump is about thirty to fifty
milliliters, and an adult patient typically uses about two liters
of dialysis fluid. Accordingly, the pump fill phase and the
heater fill phase can be repeated on the order of fifty times. In
an embodiment, the pump actuator 24 maintains a fluid pres-
sure at the pump 20 of about three pounds per square inch
(“psi”).

The system 10 provides a fluid volume sensor 60, which
measures the actual volume of medical fluid that has been
forced through the pump 20. By summing multiple individual
pump volumes, the controller accurately knows how much
medical fluid or dialysate has been delivered to the patient 12.
The system 10 in an embodiment repeats the pump fill phase
and the heater fill phase until the pump 20 has delivered a
predetermined volume of medical fluid. The predetermined
volume can be inputted into the controller 30 by a patient or
operator via the touch screen 42.

In a dwell phase, the controller 30 lets the medical fluid or
dialysate remain within the patient 12 for an amount of time,
which can be controlled by the controller 30, the patient 12 or
an operator. In an embodiment, the controller 30 determines
the dwell time, but the patient 30 12 or operator can override
the system 10 and command that the system 10 remove the
medical fluid from the patient 12.

In a second pump fill phase, the medical fluid is removed
from the patient 12. The controller 30 and the actuator 26
open valve V4, while shutting the remaining valves. With the
vacuum source still maintaining a negative pressure on the
membranes inside the pump 20, the linear actuator 24 with-
draws the pump piston within the chamber of pump 20 and
reopens the receptacle between the membranes. The negative
pressure created by the opening receptacle pulls the medical
fluid from the patient 12, through the catheter line 56 and into
the membrane receptacle formed inside the pump 20.

In a drain phase, with the negative pressure still maintained
by the vacuum source 44, through the pump chamber walls,
on the interior membranes, the controller 30 causes the linear
pump actuator 24 to move upwardly within the pump 20. The
upward movement of the actuator 24 causes a positive
mechanical pressure to close the membrane receptacle and
thereby pump the medical fluid out of the pump 20. At this
time, the controller 30 controls the valve actuator 26 so that
only valve V5 is open. Consequently, all of the fluid exiting
pump 20 is pumped through a drain line 58 and into the drain
18. Drain 18 can be a drain bag or a drain pipe inside a home,
a hospital or elsewhere.

One embodiment of the fluid volume sensor 60 is described
in more detail below in connection with the description of the
diaphragm pump 20. Besides the fluid volume sensor 60, the
system 10 includes various other desired types of sensors.

The system 10 includes temperature sensors 62, such as the
sensors T1 to T4, which measure the temperature at relevant
places within the system 10. In an embodiment, the sensors 62
are non-invasive, however, any other types of temperature
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sensors may be employed. As illustrated in FIG. 1, sensors T1
and T2 provide redundant post heater feedback of the fluid
temperature to the controller 30. Sensor T3 provides a tem-
perature of the medical fluid prior to heating. Sensor T4
provides the ambient temperature.

The system 10 also provides temperature sensors 62 that
monitor the temperature of the heater 16. In an embodiment,
the heater 16 is an in-line plate heater. The in-line plate heater
16 can have one or more heater plates, for example, two heater
plates having a disposable unit placed between same. Sepa-
rate temperature sensors PT1 and PT2 are provided to moni-
tor the temperature of each of the plates of the plate heater.
The system 10 can thereby control each plate heater individu-
ally.

The system 10 includes one or more air sensors 64, such as
the sensor AS1, placed directly at the throat of the inlet and
outlet of the pump 20. Another air sensor AS2 monitors air in
the medical fluid after it leaves the heater 16 and just before
the final shut-off valve V3 leading to the catheter line 56. The
controller 30 monitors the air content sensed by the air sen-
sors 64 and thereby controls the system 10 to perform any
necessary air purge. The system 10 can separate and dis-
charge the air from the fluid or simply convey the air to the
drain 18. The system 10 also includes an air vent solenoid 66,
which is operated by the controller 30. The air vent solenoid
66 enables the system 10 to relieve the vacuum applied to one
or both of the membranes in the pump 20.

The system 10 can accumulate air for various reasons. For
example, the valves V1 to V5 and fluid lines, such as lines 52,
54,56 and 58 may contain air prior to priming the system 10.
The supply bags 14 may also introduce air into the pump 20.
The patient 12 can also produce certain gasses, which become
entrained in the dialysate and enter the pump 20. Further, if
minor leaks exist in the fluid disposable or the connections to
the supply bag 14, the catheter at the patient 12, or the drain
bag, the pump 20 can draw air in through the leaks.

The system 10 provides various fluid pressure sensors 68.
Fluid pressure sensors FP1 and FP2 provide a redundant
pressure reading of the fluid in the fill line 52 leading to the
pump 60. The fluid pressure sensors 68 provide a signal to the
controller 30 that indicates the respective fluid pressure at that
location. Based on the signals from the pressure sensors FP1
and FP2, the controller 30 operates the fluid pumps and valves
to obtain and maintain a desired fluid pressure. As stated
above, the system 10 maintains the pump pressure, for
example, at about three psi.

The system 10 also provides various valve pressure sensors
70. Valve pressure sensors VP1 to VP5 detect the fluid pres-
sure at the valves V1 to V5. The system 10 further provides
one or more vacuum pressure sensors 72, for example, at the
vacuum source 44, to ensure that a proper vacuum is main-
tained on the membrane receptacle within the pump 20.

In an embodiment, the fluid pressure, valve pressure and
vacuum sensors 68, 70 and 72, respectively, are non-invasive
sensors. That is, the sensors do not physically contact (and
possibly contaminate) the medical fluid or dialysate. Of
course, the system 10 can include other flow and pressure
devices, such as flow rate sensors, pressure gauges, flowme-
ters, or pressure regulators in any suitable quantity and at any
desired location.

The system 10 also includes various positioning sensors. In
an embodiment, the positioning sensors include a linear
encoder 74 that monitors the position of the linear pump
actuator 24 and a rotary encoder 76 that monitors the angular
position of the valve actuator 26 or camshaft. An encoder is
one type of positioning feedback device that can be
employed. Other types of positioning feedback systems
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include proximity sensors and magnetic pick-ups that sense a
pulse, e.g., a gear tooth of a gear attached to the camshaft, and
output the pulse to a counter or microprocessor.

The encoders 74 and 76 also typically provide a pulsed
output, which is sent to the controller 30. The pulsed output
tells the controller 30 how many steps or how far the linear
pump actuator 24 or the valve actuator 26 is from a home
position or home index 78. For example, the home position 78
can be the pump fully open or pump fully closed position for
the linear encoder 74 and the zero degree position for the
rotary encoder 76.

In an embodiment, the encoders 74 and 76 are absolute
type encoders that know the location of the home position 78
even after a power loss. In another embodiment, the encoders
74 and 76 are incremental encoders and a battery back-up is
provided to the controller so that the system 10 can maintain
the location of the home position 78 even when no external
power is applied. Further alternatively, system 10 can be
programmed to automatically move the pump actuator 24 and
the valve actuator 26 upon power-up until a home position is
sensed, wherein the system 10 can begin to run the main
sequence.

Referring now to FIG. 2, an alternative system 100 is
illustrated. The system 100 includes many of the same com-
ponents having the same functionality (and the same refer-
ence numbers) as previously described. These components
therefore do not need to be described again except to the
extent that their functioning with the new components of
system 100 differs. The primary difference between the sys-
tem 100 and the system 10 is that the pump 120 of the system
100 is completely fluidly actuated and does not use the linear
pump actuator 24 of the system 10.

In the pump fill phases, described above, the controller 30
activates the pump 120 to pump medical fluid or dialysate
from one of the supply bags 14. To do so, the controller 30
commands vacuum source 44 (shown separately from motor
46 in FIG. 2), including a vacuum pump motor 46, to pull a
vacuum on both sides of the pump 120, i.e., on both pump
membranes, through vacuum lines 148 and 149. The vacuum
pump motor 46 in this embodiment includes a rotary encoder
76 and a home position or home index 78. The rotary encoder
76 provides positional feedback of a member 150 within the
vacuum source 44. The system 100 therefore knows if the
vacuum source 44 can provide any additional suction or if the
member 150 has bottomed out within the vacuum source 44.

To draw in medical fluid, the vacuum line 148 pulls a
vacuum through first and second pump chamber walls to the
pair of opposing membranes inside the pump chamber. The
vacuum pulls the membranes against the interior of the pump
chamber. At this time, the controller 30 controls the valve
actuator 26 so that only valve V1 is open. The pulling apart of
the membranes causes a negative pressure to occur in fill line
52, wherein the negative pressure pulls medical fluid or dialy-
sate from the supply bag 14, through the fill line 52, into a
receptacle created by the volume between the membranes
inside the pump chamber of pump 120.

In an alternative embodiment, the pump 120 maintains a
constant vacuum on one of the membranes, wherein the
opposing membrane does the pumping work. To pump fluid
out, the vacuum on one or both membranes is released. The
membranes, which have been stretched apart, spring back to
a closed position. This operation is described in detail below.

The system 100 also includes a slightly different valve
manifold than the system 10. The system 100 includes one
less valve than the system 10, wherein the system 100 does
not provide an extra valve (V3 in system 10) directly after the
fluid heater 16. Obviously, those of skill in the art can find
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many ways to configure the valves and fluid flow lines of the
systems 10 and 100. Consequently, the configuration of the
valves and fluid flow lines of the systems 10 and 100 as
illustrated merely represent practical examples, and the
present disclosure is not limited to same.

II. Hardware Unit and Disposable Unit

Referring now to FIGS. 3A, 3B, 4A and 4B, both systems
10 and 100 include a hardware unit 110 and a disposable unit
160. The hardware unit 110 in an embodiment is portable and
can be transported to and from a person’s home. The hard-
ware unit 110 includes a housing 112 that includes a base 114
and a 1id 116. In an embodiment, the lid 116 is hinged to the
base 114. Alternatively, the lid 116 is completely removable
from the base. The lid 116 in either case opens to provide
access to the interior of the housing 112, so as to allow the
patient or operator to place and remove the disposable unit
160 into and from the hardware unit 110. The hardware unit
110 can be made of any protective, hard, resilient and/or
flexible material, for example, plastic or metal sheet, and can
have a decorative and/or finished surface.

Once the disposable unit 160 is placed inside the hardware
unit 110, the operator closes the lid 116 and uses one or more
locking or latching mechanism 118 (FIG. 3B) to safely house
the disposable unit 160 within the hardware unit 110. FIG.4A
illustrates members 119 of the housing 112 to which the
latching mechanism 118 of'the 1id 116 attaches. The hardware
unit 110 displays the video monitor 40, which can have an
associated touch screen 42 to input commands as described
above. Alternatively, or in addition to the touch screen 42, the
hardware unit 110 can provide one or more electromechanical
switches or pushbuttons 43, 124, 125 and 127, analog con-
trols 122 and/or lighted displays. The pushbuttons or switches
43, 124, 125 and 127 and knob 122 enable the patient or
operator to input commands and information into the systems
10 and 100. The video monitor 40 provides medical treatment
information 126 to the patient or operator.

FIG. 3B illustrates one set of dimensions for the hardware
unit 110 of the present disclosure. The size and weight of the
present disclosure are less than previous automated dialysis
system. This feature belies the portability and ease of use of
the system 10, 100 of the present disclosure. The size and
weight enable the hardware unit 110 to be shipped economi-
cally by standard overnight courier services. In the event that
the system 10, 100 of the present disclosure breaks down, a
replacement unit can be economically shipped to the patient
in time for the next therapy.

The hardware unit 110 in an embodiment is approximately
23 t0 30 cm high and deep and in one preferred embodiment,
as illustrated, about 25 cm high and deep. The hardware unit
110 in an embodiment is approximately 32 to 40 cm wide and
in one preferred embodiment, as illustrated, about 34 cm
wide. The internal volume of the unit 110 is therefore about
17,000 cm3 to about 36,000 cm3, and in one preferred
embodiment, approximately 21,250 cm3 (1310 in3). Section
view 4B aptly illustrates the many components maintained
within this compact space and the efficient use of same. All
these components and the hardware unit 110 have a total mass
of about six to nine kilograms (kg) and in one preferred
embodiment about seven kilograms.

FIGS. 3A to 4B also illustrate that the architecture, con-
figuration and layout of the hardware unit 110 provides an
automated system that is also convenient to use. The compo-
nents of the system 10,100 with which the patient must inter-
act are placed on the top, front and sides of the unit 110. The
flow control components are placed below the heater 116,
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which is placed below the disposable unit loading station. The
monitor 40 and controls 43, 122, 124, 125 and 127 are placed
in the front of the unit 110.

The hardware unit 110 contains the pump 20 or 120 and the
linear pump actuator 24 if system 10 is employed. The hard-
ware unit 110 also contains the valve actuator 26 including the
valve motor 28, the in-line heater 16, the various sensors, the
vacuum source 44 including the air pump motor 46 and the
controller 30 as well as the other hardware described above.
FIG. 4B illustrates that one of the pump chamber walls of the
pump 20 or 120 is disposed in the lid 116 of the housing. In
FIG. 4B, the heater 16 is disposed in the base 114 of the
housing 112. Alternatively or additionally, the heater may be
placed in the lid 116. The base 114 also contains the opposing
pump chamber wall.

Referring now to FIGS. 3A, 4A, 4B, 5 and 6, various
embodiments of the disposable unit 160 are illustrated. In
each of the embodiments, the disposable unit 160 includes a
pair of flexible membranes, including an upper flexible mem-
brane 162 and a lower flexible membrane 164. The disposable
unit 160 of FIG. 6 includes two pairs of flexible membranes,
namely, membrane pair 166 and membrane pair 168. Each of
the membrane pairs 166 and 168 also includes the upper
flexible membrane 162 and the lower flexible membrane 164.

The flexible membranes 162 and 164 can be made of any
suitable sterile and inert material, such as a sterile and inert
plastic or rubber. For example, the membranes 162 and 164
can be buna-N, butyl, hypalon, kel-F, kynar, neoprene, nylon,
polyethylene, polystyrene, polypropylene, polyvinyl chlo-
ride, silicone, vinyl, viton or any combination of these. One
suitable material for the flexible membrane is described
below in connection with FIGS. 13 and 14.

The membranes 162 and 164 are sealed together in various
places to create fluid flow paths and receptacles between the
membranes 162 and 164. The seals are heat seals, adhesive
seals or a combination of both. FIGS. 3A, 4A, 5 and 6 illus-
trate that a generally circular seal 170 creates a substantially
circular fluid pump receptacle 172 between the membranes
162 and 164. The pump receptacle 172 operates with the fluid
pumps. Instead of the seal 170, one alternative embodiment is
for the base 114 and lid 116 to press the membranes together
to form the seal. FIGS. 4A and 5 illustrate that in an embodi-
ment, the disposable unit 160 provides a secondary seal 174
to protect the systems 10 and 100 in case the primary seal 170
leaks or degrades during use.

FIGS. 3A, 4A and 4B illustrate that the fluid pump recep-
tacle 172 fits between the clamshell shapes of the pumps 20
and 120 in the lid 116. The clamshell shapes defined by the
base 114 and lid 116 of the hardware unit 110 together with
the fluid pump receptacle 172 form the pump chamber of the
pumps 20 and 120 of the present disclosure. The clamshell
shapes in the base 114 and lid 116 include one or more ports
with which to draw a vacuum on the membranes 162 and 164.
In this manner, the membranes 162 and 164 are pulled
towards and conform to the clamshell shapes in the base 114
and lid 116 and thereby create a negative pressure inside the
receptacle 172 that pulls medical fluid from a supply bag 14
located outside the hardware unit 110, into the receptacle 172.

FIGS. 3A, 4A, 5 and 6 illustrate that a generally rectangu-
lar, spiral seal 178 creates a spiral heating path 180 between
the membranes 162 and 164. The fluid heating path 180 runs
from a valve manifold 190, through the spiral section, and
back to the valve manifold 190. FIG. 4A illustrates that the
fluid heating path 180 fits between the heating plates of the
heater 16, which reside in the base 114 and lid 116 of the
hardware unit 110. Providing a heat source on either side of
the fluid heating path 180 enables the medical fluid to be
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quickly and efficiently heated. In alternative embodiments,
however, the heater 16 can include only a single heater on one
side of the fluid heating path 180 defined by the disposable
unit 160 or multiple heaters on each side of the disposable unit
160.

The upper and lower membranes 162, 164 are attached to
the disposable unit 160 utilizing heat sealing techniques as
described herein. The membranes 162 and 164 are expand-
able so that when the disposable unit 160 is placed between a
predefined gap between the upper and lower plates of the
heater 16, the membranes 162 and 164 expand and contact the
heater plates. This causes conductive heating to take place
between the plates of the heater 16 and the membranes 162,
164 and between the membranes and the medical fluid. The
predefined gap is slightly larger than the thickness of the
disposable unit 160. Specifically, when dialysate moves
through the fluid heating path 180 of the disposable unit 160,
the membranes 162, 164 of the spiral wound fluid heating
pathway 180 expand between the spiral seal 178 and touch the
plates of the heater 16.

A. Separate Sets of Membranes

The disposable unit 160 of FIG. 6 is similar to the dispos-
able units 160 of FIGS. 3A through 5. The in-line fluid heat-
ing path 180, however, is placed in a separate membrane pair
166 from the fluid pump receptacle 172 and the valve mani-
fold 190, which are placed in a separate membrane pair 168.
A pair of flexible tubes 182 and 184, which can be any
suitable medical grade tubing, fluidly connect the valve mani-
fold 190 to the fluid heating path 180. The tubes 182 and 184
can be connected to the membrane pairs 166, 168 by any
desired means, such as, heat sealing, bonding, press-fitting or
by any other permanent or removable fluid connection. When
placed in the hardware unit 110, the heater 16 heats each side
of the heater membrane pair 166, as in the other embodi-
ments.

Separating the fluid heating path 180 from the fluid pump
receptacle 172 and the valve manifold 190 enables the mem-
branes of the respective pairs to be made of different materi-
als. It is desirable that the membranes 162 and 164 of the
heating pair 166 conduct or radiate heat efficiently. On the
other hand, it is desirable that the membranes 162 and 164 of
the fluid flow pair 166 withstand the forces of suction and
mechanical actuation. It may therefore be desirable to use
dissimilar materials for the membrane pair 166 and the mem-
brane pair 168.

The membrane pair 166, defining the heater fluid flow path
180, additionally defines alignment holes 176 that align with
pegs protruding from the base 114 or the lid 116 of the
hardware unit 110. Each of the embodiments of the dispos-
able unit 160 disclosed herein may be adapted to include
alignment holes 176, which aid the patient or operator in
properly placing the disposable unit 160 within the housing
112 of the hardware unit 110.

B. Rigid Frame and Bowed Sides

As shown in FIGS. 3A, 4A and 5, each of the embodiments
of the disposable unit 160 disclosed herein may also be
adapted to provide a rigid or semi-rigid member or frame 186,
which in an embodiment, surrounds or substantially circum-
scribes the membranes 162 and 164 of the disposable unit
160. In an embodiment, the rigid member or frame 186 is
made of a sterile, inert, rigid or semi-rigid plastic, for
example, from one of or a combination of the plastics listed
above for the membranes 162 and 164. The frame 186 aids the
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patient or operator in properly placing the disposable unit 160
within the housing 112 of the hardware unit 110.

In an embodiment, the housing 112 defines a pin or guide
into which the frame 186 of the disposable unit 160 snugly
fits. FIG. 5 illustrates that the frame 186 defines an aperture
161 that fits onto the pin or guide of the housing 112. The
frame 186 can provide a plurality of apertures, such as the
aperture 161, which fit onto a like number of pins or guides
provided by the housing 112. FIG. 5 also illustrates that the
frame 186 includes an asymmetrical member or chamfer 163.
The chamfer 163 forms an angle, such as forty-five degrees,
with respect to the other sides of the frame 186. The housing
112 defines or provides an area into which to place the dis-
posable unit 160. The area has the asymmetrical shape of the
frame 186 or otherwise provides guides that only allow the
unit 160 to be placed in the housing 112 from a single direc-
tion. The chamfer 163 and the cooperating housing 112
ensure that when the patient places the disposable unit 160 in
the housing 112, the bottom of the disposable unit 160 is
placed in the housing 112 and the fluid inlets/outlets 196 face
in the proper direction.

As discussed above, the disposable unit 160 includes a
valve manifold 190. In an embodiment, the valve manifold
190 is made of a rigid or semi-rigid plastic, such as, from one
of or a combination of the plastics listed above for the mem-
branes 162 and 164. The valve manifold 190 is covered on
either side by the upper and lower membranes 162 and 164 to
thereby create a sealed and inert logic flow path for the sys-
tems 10 and 100.

InFIG. 5, the manifold 190 defines holes 192 and slots 194.
The holes 192 define the location of the valves, for example,
valves V1 to V5 of the system 10. The slots 194 define the
fluid flow paths from the valves to the fluid pump receptacle
172, the fluid heating path 180 or to fluid inlets/outlets 196.
The fluid inlets/outlets 196 individually lead to the supply bag
14, the catheter line 56, the patient 12 and the drain 18. The
fluid inlets/outlets 196 may have various configurations and
orientations, as contrasted by FIG. 3A. The drain 196 may
also be adapted to connect to an external flexible tube via a
method known to those of skill in the art.

In an embodiment, the rigid or semi-rigid frame 186
includes bowed sides 187 and 189, as illustrated in FIG. 5.
The bowed sides 187 and 189 are formed with the frame 186
before the membranes 162 and 164 heat seal or adhesively
seal to the frame 186 and manifold 190. The frame 186 and
bowed sides 187 and 189 can be extruded plastic or plastic
injection molded. The frame 186 can include as little as one
bowed side, any number less than all, or have all sides be
bowed.

In the illustrated embodiment, the sides 187 and 189 bow
outward although they can alternatively bow inward. In an
embodiment, the sides are bowed in a direction of the plane of
the frame 186 of the disposable unit 160. The bowed sides 187
and 189 increase the rigidity of the frame 186 and the dispos-
able unit 160. The disposable unit is accordingly more easily
placed in the housing 112 of the hardware unit 110. The
bowed sides 187 and 189 reduce the amount of flexing or
distortion of the frame 186 due to heat sealing or mechani-
cally pressing membranes 162 and 164 onto the frame 186
and manifold 190.

C. Heat Seal Interface

Referring now to FIG. 7, an embodiment for heat sealing
the membranes 162 and 164 to the manifold 190 is illustrated.
In an embodiment, the manifold 190 is made of a rigid or
semi-rigid plastic material as described above. Heat sealing
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the membranes 162 and 164 to the semi-rigid manifold 190,
which in an embodiment is an injection molded component,
requires different processing parameters than heat sealing the
individual membranes 162 and 164 together, for example, at
seal 170 of the fluid pump receptacle 172. In particular, heat
sealing the membranes 162 and 164 to the manifold 190 can
require more heat, more pressure and more heating time. The
semi-rigid or rigid manifold 190 is appreciably thicker than
the individual membranes 162 and 164. Consequently, rela-
tive to the thin membranes, the thicker manifold 190 acts as a
heat sink. The bond between the thin membrane and thicker
manifold 190 therefore requires more heat or energy than the
heat seal bond between the thin membranes 162 and 164.

As illustrated in FIGS. 3A,4A, 5 and 6, the disposable unit
160 requires both membrane to manifold and membrane to
membrane seals. It is desirable to heat seal the entire dispos-
able unit 160 in one step or process for obvious reasons. It
should also be obvious that the heat sealing process should be
performed so as avoid burning or melting one of the thin
membranes 162 or 164.

FIG. 7 illustrates one embodiment for solving the heat
sinking disparity between varying materials. FIG. 7 illus-
trates a portion of the manifold 190, which is shown in its
entirety in FIG. 5. In FIG. 5, the manifold 190 illustrates a port
that connects to the fluid pump receptacle 172. This port is
illustrated as port 205 in FIG. 7. FIG. 5 also illustrates two
ports extending from the manifold 190 that fluidly connect to
the fluid heating path 180. These ports are illustrated as ports
201 and 203 in FIG. 7. Both FIG. 5 and FIG. 7 illustrate that
the injection molded manifold 190 defines a plurality ofholes
192 and slots 194. The holes 192 operate with the valve
actuator and the slots 194 to form fluid pathways when
enclosed by the membranes 162 and 164.

To reduce the amount of heat necessary to seal the mem-
branes 162 and 164 to the manifold 190, the manifold 190
includes a side 193 having a lesser thickness than the remain-
ing portion of the manifold 190. The thinner side 193 has less
mass and therefore absorbs less localized heat than would a
manifold of constant thickness. The side 193 also defines or
includes a tapered portion 195. The tapered portion 195 pro-
vides flat surfaces on which to seal the membranes 162 and
164 and also positions the membranes 162 and 164 together
so that in an embodiment a membrane to membrane seal may
also be made in addition to the membrane to manifold 190
seal.

Thetapered edges 195 form an interface for the membranes
162 and 164 to seal to the manifold 190, which occurs along
continuous stretches of the sides 193 of the manifold 190 that
require sealing or that would otherwise come into contact
with the medical fluid. Therefore, as illustrated in FIG. 5, the
side of the manifold 190 defining the input/output ports 196
does not need to be tapered as illustrated in FIG. 7. Also, as
illustrated in FIG. 7, the tapered edges 195 of the thin sides
193 discontinue where the ports 201, 203, and 205 extend
from the manifold 190.

The ports 201, 203 and 205 also form tapered edges 207.
Tapered edges 207 form an interface for heat sealing the parts
to the membranes 162 and 164. As described above, the
tapered edges 207 of the ports 201, 203 and 205 also enable a
membrane to membrane seal to take place directly next to the
membrane to tapered edge 207 seal. The tapered edges 195
and 207 in an embodiment taper gradually towards the knife-
like edge. In other embodiments, the tapered edges 195 and
207 may take on different forms or shapes, such as a rounded
edge, a blunter edge or may simply be further reduced in
thickness from side 193 of the manifold 190. As illustrated,
the ports 201, 203 and 205 in an embodiment form ovular
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openings. The tapered ovular openings provide a smoother
transition angle than would a circular outer diameter. The
ovular openings perform as well as round openings from a
fluid flow standpoint as long as open area of the inner oval is
not less than the open area of a suitable circular port.

The ports 201, 203 and 205 also form raised portions 209.
The raised portions 209 form a bead of polymeric material
along the tops of the ports 201, 203 and 205 and the tapered
edges 207. The beads can be additionally or alternatively
placed along the tapered edges 195 and or the sides 193. The
raised portions or beads 209 provide an extra thin area of
plastic that melts or deforms to provide a flux-like sealant that
enables the membranes 162 and 164 to seal to the manifold
190. The beads create a concentrated strip of higher tempera-
ture plastic than the surrounding plastic of the manifold 190.
The membranes 162 and 164 seal to the manifold 190 without
having to heat a larger area of the manifold 190. The raised
portions or beads 209 help to seal curved portions and corners
created by the manifold 190.

D. One-Piece Tip Protector Organizer and Vented
Tip Protector

Referring now to FIG. 8, one embodiment of a one-piece
tip protector organizer 270 is illustrated. In the
HOMECHOICE® peritoneal dialysis system provided by the
assignee of the present invention, a disposable set is prepack-
aged and provided to the patient. The patient opens up the
package, wherein each of the components is sterilized and
maintained within the disposable set. The disposable set
includes a disposable unit and a number of tubes emanating
from the disposable unit. Like the present invention, the
HOMECHOICE® disposable unit includes a drain line tube
that connects to one or more fill bag tubes, and a tube that
connects to a patient transfer set. Each of these tubes requires
a separate tip protector. That is, after sterilizing the inside of
the disposable unit and the tubes, for example, using ethylene
oxide, the ends of the tubes have to be capped off so that the
sterilization of the inside of the system is maintained. The
HOMECHOICE® system provides a separate tip protector
for each tube.

The one-piece tip protector organizer 270 of the present
disclosure provides a single body 272 (which may actually be
made of a plurality of pieces) that defines or provides a
plurality of tip protectors 274, 276, 278 and 280. The vented
tip protector 270 not only houses and protects the connectors
at the ends of the tubes emanating from the disposable unit
160, the one-piece tip protector 270 also organizes and orders
the tubes according to the steps of the dialysis therapy. In the
illustrated embodiment, the tip protector 274 is a tip protector
for a drain line connector 284 connected to a drain line 285
that leads to the appropriate port of the disposable unit 160.
The tip protectors 276 and 278 are supply bag protectors that
protect the connectors 286 and 288 that connect to the ends of
the tubes 287 and 289 that run to a “Y” connection 287/289,
wherein the leg of the “Y” connection 287/289 runs to the
appropriate port of the disposable unit 160. The tip protector
280 is a patient fluid line protector. The tip protector 280
houses and protects a connector 290 that connects to patient
tube 292, which runs to the appropriate port of the disposable
unit 160.

Each ofthe tubes 285, the “Y” connection 287 and 289 and
the patient fluid tube 292 in an embodiment are made of
polyvinylchloride (“PVC”) having an inner diameter of 4 mm
and an outer diameter of 5 mm. As illustrated, the one-piece
tip protector organizer 270 is adaptable to receive and protect
various types of fluid connectors. The fluid connector 284 that
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runs via tube 285 to the drain line port of the disposable unit
160 is in an embodiment largely the same as the port that
emanates from the supply bags 14. The ports that emanate
from the supply bags 14 also include a membrane that is
pierced by the sharp stem of the supply bag connectors 286
and 288. The drain line connector 284 does not include the
membrane of the supply bag 14 as it is not needed. The tip
protector 290 that connects to the end of the patient fluid tube
292 is discussed in detail below.

In one embodiment, the system 10, 100 of the present
disclosure provides two, six liter supply bags 14. The two, six
liter bags provide an economic amount of peritoneal dialysis
fluid, which is enough fluid to provide a number of fill, dwell
and drain cycles during the evening while the patient sleeps.
The one-piece organizer 270 therefore provides two tip pro-
tectors 276 and 278, which house and protect the supply
connectors 286 and 288. In alternative embodiments, the
one-piece organizer 270 can define or provide any number of
supply bag tip protectors. Any number of supply bags can be
additionally linked via “Y” or “T” type tubing links.

The one-piece organizer 270 can provide additional tip
protectors such as a last bag protector, which protects a line
that runs to a bag that holds enough peritoneal fluid, e.g., two
liters, for a final fill for the patient during the daytime. In this
case, an additional last bag tube, not illustrated, would con-
nect to a connector, which would be a bag piercing connector,
the same as or similar to the fill bag connectors 286 and 288.

The body 272 of the tip protector organizer 270 is in an
embodiment also made of PVC. The tip protectors 274, 276,
278 and 280 are injection molded or blow molded. Alterna-
tively, the tip protectors can be separately applied to the body
272. As seen in FIG. 8, one or more of the tip protectors can
include flutes, threads or other protrusions that aid in grasping
and holding the respective tube connector. Further, while the
organizer 270 is generally referred to herein as a “one-piece”
organizer, the organizer 270 may itself be comprised of any
number or pieces. “One-piece” refers to the feature that a
single unit houses a multitude or tip protectors.

The one-piece organizer 270 also includes a rim 294 that
extends outwardly from the main portion of the body 272, and
which circumvents the main portion of the body 272. Refer-
ring now to FIG. 9, a cross section of the one-piece organizer
270 illustrates that the rim 294 tapers downwardly from the
drain line tip protector 274 towards the patient fluid tip pro-
tector 280. That is, the rim 294 is higher or thicker at the drain
line end than it is at the patient fluid line end. This enables the
one-piece tip protector organizer 270 to be mounted to the
hardware unit 110 in only one orientation.

FIG. 3A illustrates that the one-piece tip protector orga-
nizer 270 in an embodiment slides into the hardware unit 110
vertically. The hardware unit 110 includes or provides a pair
of members 296 that extend outwardly from a side wall of the
hardware unit 110. FIGS. 3B and 4A illustrate another
embodiment, wherein the rim 294 of the organizer 270 slides
vertically into anotch 297 defined or provided by the base 114
of the housing 112 of the hardware unit 110. The rim 294 of
the organizer 270 slides between the members 296 and the
side wall of the hardware unit 110. The members 296 extend
further outwardly as they extend running towards the top of
the hardware unit 110. The taper of the members 296 corre-
sponds to the taper of the rim 294 of the organizer 270 so that
the organizer 270 can only slide into the hardware unit 110
vertically from one direction.

FIG. 9 also illustrates that the tip protectors 274, 276, 278
and 280 can have various cross-sectional shapes. Each of the
tip protectors includes a solid bottom and sides that seal
around the respective connectors 284, 286, 288 and 290, so
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that the one-piece organizer 270 maintains the sterility of the
system even after the patient removes the disposable set from
a sealed sterilized container. The one-piece organizer 270
illustrated in FIGS. 8 and 9 mounts in a sturdy fashion to the
side of the hardware unit 110. Via this solid connection, the
patient is able to remove the tubes 285, 287, 289 and 292
using only one hand in many cases. The interface between the
hardware unit 110 and the organizer 270 simplifies the pro-
cedure for the patient and provides a solid, sterile environ-
ment for the tubes and associated connectors until used.

FIG. 3A also illustrates another possible embodiment
wherein an alternative one-piece organizer 298 is integral to
orprovided by the frame 186 of the disposable unit 160. Here,
the tubes 196, indicated generally, are horizontally organized
as opposed to the vertical arrangement of the tip protector 270
in the housing 112. The horizontal one-piece organizer 298
illustrates that the concept of protecting and organizing the
tubes before use can be provided in a variety of places and
orientations in the system 10.

In one embodiment, the tip protector and organizer 270
structures the tubes 285, 287, 289 and 292 in a downwardly
vertical order, such that the first tube that the patient is sup-
posed to pull when starting the dialysis therapy is provided on
top, the next tubes that the patient is supposed to pull are
provided inthe middle and the final tube is provided lowest on
the vertically oriented one-piece organizer 270. According to
one protocol, the patient first removes the drain connector 284
from the tip protector 274 and runs the drain line 285 to a
toilet, drain bag or other drain. The patient then removes the
supply connectors 286 and 288 and punctures the supply bags
14 (FIGS. 1 and 2). At this point, dialysate can be pumped to
the disposable unit 160 and throughout the system 10. The
controller 30 of the system 10, 100 begins a priming cycle,
which is discussed in more detail below.

Once priming is complete, system 10, 100 prompts the
patient to remove the primed patient line 292 and connect
same to the transfer set implanted into the patient. The trans-
fer set (not illustrated) includes a catheter positioned into the
patient’s peritoneal cavity and a tube running to the catheter.
The tube also includes a connector that couples to the con-
nector 290. At this point, system 10, 100 can begin to either
drain spent peritoneal fluid from the patient 12 to the drain 18
or pull new fluid from one or both of the supply bags 14 and
fill the patient’s peritoneal cavity 12.

Referring now to FIGS. 10 to 12, one embodiment for the
patient line tip protector 280 of the present disclosure is
illustrated. The HOMECHOICE® system produced by the
assignee of the present disclosure primes the patient fluid line
by allowing the patient connector to be held vertically
approximately at the same level as the supply bag. In this
manner, when the HOMECHOICE® system primes the dis-
posable unit, gravity feeds peritoneal fluid into the patient
fluid line up to the end of the patient fluid connector. The
patient fluid connector is open so that air can freely escape
when the peritoneal fluid is fed by gravity through the patient
line. HOMECHOICE® system enables the patient fluid line
to be primed without counting pump strokes or having to
meter out a known volume of dialysate, techniques which are
complicated and prone to failure.

The system 10, 100 of the present disclosure provides a
different apparatus and method of priming without having to
calculate the amount of fluid that is needed to just reach but
not surpass the patient connector of the patient fluid line. FI1G.
10 shows a cross-section of the patient fluid connector 290
that has been inserted into the vented tip protector 280. FIG.
11 illustrates a cross section of the patient fluid connector 290
only. FIG. 12 illustrates a cross section of the tip protector 280
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only. A hydrophobic membrane 300 is placed on the outer
edge of the tip protector 280. The tip protector 280 defines a
fluid lumen 302 that runs through the entire length of the tip
protector 280. The hydrophobic membrane 300 covers the
fluid lumen 302. The hydrophobic membrane 300 allows air
to purge from inside the patient’s fluid line but does not allow
water or peritoneal fluid to flow through same.

It should be appreciated that the vented tip protector 280
including the hydrophobic membrane 300 is not limited to
being placed in the one-piece tip protector organizer 270.
FIG. 9 illustrates that the one-piece organizer 270 does
include the patient tip protector 280 having the hydrophobic
membrane 300 and the fluid lumen 302. The vented tip pro-
tector 280 in an alternative embodiment, however, can be
provided as a separate or stand alone tip protector, similar to
the one used on the HOMECHOICE® system provided by
the assignee of the present disclosure.

Hydrophobic membranes, such as the hydrophobic mem-
brane 300 employed herein, are commercially available. One
suitable hydrophobic membrane is produced by Millipore, 80
Ashby Road, Bedford, Mass. 01730. FIG. 12 best illustrates
that the hydrophobic membrane heat seals or sonically seals
to the tip protector 280. The fluid lumen 302 in an embodi-
ment is relatively small in diameter, such as approximately
fifty to seventy thousandths of an inch (1.25 to 1.75 mm).

The vented tip protector 280 and the patient fluid connector
290 also cooperate so that when the system 10, 100 is com-
pletely primed, the tip protector 280 and connector 290 mini-
mize the amount of fluid that spills when the patient removes
the patient fluid connector 290 from the tip protector 280. The
connector 290 includes or provides a male lure 304 that mates
with a female lure 306 best seen in FIG. 10. The mating lures
304 and 306 prevent peritoneal fluid from filling the cavity of
the tip protector 280, which must be wide enough to house the
flange 308 of the patient fluid connector 290. FIG. 12 illus-
trates that the seal interface between the male lure 304 of the
connector 290 and the female lure 306 of the vented tip
protector 280 reduces the volume significantly from an inte-
rior volume 310 existing around the male lure 304 to the fifty
to seventy thousandths diameter of the lumen 302.

To prime the system 10, 100 the patient removes the drain
line 285 from the tip protector 274 and places it into a tub,
toilet or drain bag 18. The patient removes the two or more
supply bag connectors 286 and 288 and punctures seal mem-
branes (not illustrated) of the supply bags 14. System 10, 100
may then automatically begin pump priming or may begin
pump priming upon a patient input. In either case, system 10,
100 pumps fluid from one or both of the supply bags 14
through the connectors 286 and 288 and tubes 287 and 289,
into the disposal disposable unit 160, out the patient fluid line
292 and into the patient fluid connector 290, which is still
housed in the vented tip protector 280 of the one-piece orga-
nizer 270. The organizer 270 is vertically housed in the hard-
ware unit 110 as seen in FIGS. 3A and 3B.

When the peritoneal fluid reaches the patient fluid connec-
tor 290, most all the air within the system 10 has been pushed
through the hydrophobic membrane 300 attached at the end
of'the tip protector 280 housed in the one-piece tip protector
270. The nature of the hydrophobic membrane 300 is that it
allows air to pass through but filters or does not allow water or
peritoneal fluid to pass through same. Thus, when the fluid
finally reaches the hydrophobic membrane 300, the lack of
any additional space in which to flow fluid causes the pressure
to increase within the system 10, 100. The system 10, 100
provides one or more pressure sensors, for example pressure
sensors 68 (marked as FP1, FP2 and FPT in FIGS. 1 and 2).
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One or more of the pressure sensors 68 sense the increase
in pressure due to the peritoneal fluid backing up against the
hydrophobic filter 300. The pressure sensor(s) sends a signal
to the I/O module 36 of the controller 30. The controller 30
receives the signal and is programmed in memory device 32
to shut down the diaphragm pump 20, 120. In this manner, the
system 10 self-primes each of the fill lines 287 and 289, the
disposable unit 160 and the patient fluid line 292 automati-
cally and without need for controlled volume calculations or
gravity feeding.

System 10, 100 also includes one or more safety features
that may be based upon a volume calculation. That is, under
normal operations, the system 10, 100 does not control the
priming using a volume calculation. However, in the case
where for example the patient removes the patient fluid con-
nector 290 from the vented tip protector 280 of the one-piece
tip organizer 270 before the system 10, 100 senses a pressure
increase and stops the pumps 10, 100, the system 10, 100 can
employ an alarm calculation, wherein the system 10, 100
knows that it has pumped too much peritoneal fluid (e.g., a
predetermined amount more than the internal volume of the
system) and shuts down pump 20, 120 accordingly.

III. Membrane Material for the Disposable unit

Referring now to FIGS. 13 and 14, upper and lower mem-
branes 162, 164 can be fabricated from a monolayer film
structure 312 (FIG. 13) or a multiple layer film structure 312
(FIG. 14). The film 312 is constructed from a non-PVC con-
taining polymeric material and must satisfy numerous physi-
cal property requirements. The film 312 must have a low
modulus of elasticity so that it can be deformed under low
pressure to function as a pumping element. What is meant by
low modulus is the film 312 has a modulus of elasticity when
measured in accordance with ASTM D882, of less than about
10,000 psi, more preferably less than about 8,000 psi and even
more preferably less than about 5,000 psi and finally, less than
about 3,000 psi, or any range or combination of ranges
defined by these numbers. The film 312 must have adequate
thermal conductivity to allow for in-line heating. The film has
a thermal conductivity of greater than 0.13 W/meters-° K
when measured using a Hot Disk™ sold by Mathis Instru-
ments Ltd. The film 312 must be capable of being heat sealed
to cassette 160. The film 312 must be capable of being ster-
ilized by exposure to gamma rays, by exposure to steam for a
period of time (typically 1 hour), and exposure to ethylene
oxide without significant degradation of the film or having an
adverse effect on the dialysis solution. Finally, the film 312
must be capable of being extruded at high rates of speed of
greater than 50 ft/min.

The monolayer structure 312 is formed from a blend of
from about 90% to about 99% by weight of a first component
containing a styrene and hydrocarbon copolymer and from
about 10% to about 1% of a melt strength enhancing polymer
and more preferably a high melt strength polypropylene.

The term “styrene” includes styrene and the various sub-
stituted styrenes including alkyl substituted styrene and halo-
gen substituted styrene. The alkyl group can contain from 1 to
about 6 carbon atoms. Specific examples of substituted sty-
renes include alpha-methylstyrene, beta-methylstyrene,
vinyltoluene, 3-methylstyrene, 4-methylstyrene, 4-isopro-
pylstyrene, 2.,4-dimethylstyrene, o-chlorostyrene, p-chlo-
rostyrene, o-bromostyrene, 2-chloro-4-methylstyrene, etc.
Styrene is the most preferred.

The hydrocarbon portion of the styrene and hydrocarbon
copolymer includes conjugated dienes. Conjugated dienes
which may be utilized are those containing from 4 to about 10
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carbon atoms and more specifically, from 4 to 6 carbon atoms.
Examples include 1,3-butadiene, 2-methyl-1,3-butadiene
(isoprene), 2,3-dimethyl-1,3-butadiene, chloroprene, 1,3-
pentadiene, 1,3-hexadiene, etc. Mixtures of these conjugated
dienes also may be used such as mixtures of butadiene and
isoprene. The preferred conjugated dienes are isoprene and
1,3-butadiene.

The styrene and hydrocarbon copolymers can be block
copolymers including di-block, tri-block, multiblock, and
star block. Specific examples of diblock copolymers include
styrene-butadiene, styrene-isoprene, and selectively hydro-
genated derivatives thereof. Examples of tri-block polymers
include styrene-butadiene-styrene, styrene-isoprene-styrene,
alpha-methylstyrene-butadiene-alpha-methylstyrene, and
alpha-methylstyrene-isoprene-alpha-methylstyrene and
selectively hydrogenated derivatives thereof.

The selective hydrogenation of the above block copoly-
mers may be carried out by a variety of well known processes
including hydrogenation in the presence of such catalysts as
Raney nickel, noble metals such as platinum, palladium, etc.,
and soluble transition metal catalysts. Suitable hydrogenation
processes which can be used are those wherein the diene-
containing polymer or copolymer is dissolved in an inert
hydrocarbon diluent such as cyclohexane and hydrogenated
by reaction with hydrogen in the presence of a soluble hydro-
genation catalyst. Such procedures are described in U.S. Pat.
Nos. 3,113,986 and 4,226,952, the disclosures of which are
incorporated herein by reference and made a part hereof.

Particularly useful hydrogenated block copolymers are the
hydrogenated block copolymers of styrene-isoprene-styrene,
such as a polystyrene-(ethylene/propylene)-polystyrene
block polymer. When a polystyrene-polybutadiene-polysty-
rene block copolymer is hydrogenated, the resulting product
resembles a regular copolymer block of ethylene and
1-butene (EB). This hydrogenated block copolymer is often
referred to as SEBS. When the conjugated diene employed is
isoprene, the resulting hydrogenated product resembles a
regular copolymer block of ethylene and propylene (EP).
This hydrogenated block copolymer is often referred to as
SEPS. When the conjugated diene is a mixture of isoprene
and butadiene the selectively hydrogenated product is
referred to as SEEPS. Suitable SEBS, SEPS and SEEPS
copolymers are sold by Shell Oil under the tradename KRA-
TON, by Kurary under the tradename SEPTON® and
HYBRAR®.

The block copolymers of the conjugated diene and the
vinyl aromatic compound can be grafted with an alpha,beta-
unsaturated monocarboxylic or dicarboxylic acid reagent.
The carboxylic acid reagents include carboxylic acids per se
and their functional derivatives such as anhydrides, imides,
metal salts, esters, etc., which are capable of being grafted
onto the selectively hydrogenated block copolymer. The
grafted polymer will usually contain from about 0.1 to about
20%, and preferably from about 0.1 to about 10% by weight
based on the total weight of the block copolymer and the
carboxylic acid reagent of the grafted carboxylic acid. Spe-
cific examples of useful monobasic carboxylic acids include
acrylic acid, methacrylic acid, cinnamic acid, crotonic acid,
acrylic anhydride, sodium acrylate, calcium acrylate and
magnesium acrylate, etc. Examples of dicarboxylic acids and
useful derivatives thereof include maleic acid, maleic anhy-
dride, fumaric acid, mesaconic acid, itaconic acid, citraconic
acid, itaconic anhydride, citraconic anhydride, monomethyl
maleate, monosodium maleate, etc.

The first component containing a styrene and hydrocarbon
block copolymer can be modified by adding an oil, such as a
mineral oil, paraffinic oil, polybutene oil or the like. The
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amount of oil added to the styrene and hydrocarbon block
copolymer is from about 5% to about 40%. The first compo-
nent can also contain a polypropylene up to about 20% by
weight of the first component. One particularly suitable first
component is an oil modified SEBS sold by the Shell Chemi-
cal Company under the product designation KRATON
G2705.

The melt strength enhancing polymer preferably is a high
melt strength polypropylene. Suitable high melt strength
polypropylenes can be a homopolymer or a copolymer of
polypropylene and can have free end long chain branching or
not. In one preferred form of the invention, the high melt
strength polypropylene will have a melt flow index within the
range of 10 grams/10 min. to 800 grams/10 min., more pref-
erably 10 grams/10 min. to 200 grams/10 min, or any range or
combination of ranges therein. High melt strength polypro-
pylenes are known to have free-end long chain branches of
propylene units. Methods of preparing polypropylenes which
exhibit a high melt strength characteristic have been
described in U.S. Pat. Nos. 4,916,198; 5,047,485; and 5,605,
936, which are incorporated herein by reference and made a
part hereof. One such method includes irradiating a linear
propylene polymer in an environment in which the active
oxygen concentration is about 15% by volume with high
energy ionization radiation at a dose of 1x104 megarads per
minute for a period of time sufficient for a substantial amount
of chain scission of the linear propylene polymer to occur but
insufficient to cause the material to become gelatinous. The
irradiation results in chain scission. The subsequent recom-
bination of chain fragments results in the formation of new
chains, as well as joining chain fragments to chains to form
branches. This further results in the desired free-end long
chain branched, high molecular weight, non-linear, propy-
lene polymer material. Radiation is maintained until a signifi-
cantamount of long chain branches form. The material is then
treated to deactivate substantially all the free radicals present
in the irradiated material.

High melt strength polypropylenes can also be obtained as
describedin U.S. Pat. No. 5,416,169, which is incorporated in
its entirety herein by reference and made a part hereof, when
a specified organic peroxide (di-2-ethylhexyl peroxydicar-
bonate) is reacted with a polypropylene under specified con-
ditions, followed by melt-kneading. Such polypropylenes are
linear, crystalline polypropylenes having a branching coeffi-
cient of substantially 1, and, therefore, has no free end long-
chain branching and will have a intrinsic viscosity of from
about 2.5 dl/g to 10 dl/g.

Suitable copolymers of propylene are obtained by poly-
merizing a propylene monomer with an a-olefin having from
2 to0 20 carbons. In a more preferred form of the disclosure the
propylene is copolymerized with ethylene in an amount by
weight from about 1% to about 20%, more preferably from
about 1% to about 10% and most preferably from 2% to about
5% by weight of the copolymer. The propylene and ethylene
copolymers may be random or block copolymers. In a pre-
ferred form of the disclosure, the propylene copolymer is
obtained using a single-site catalyst.

The components of the blend can be blended and extruded
using standard techniques well known in the art. The film 312
will have a thickness of from about 3 mils to about 12 mils,
more preferably from 5 mils to about 9 mils.

FIG. 14 shows a multiple layer film having a first layer 314
and a second layer 316. FIG. 14 shows the use of two layers
but the present disclosure contemplates using more than two
layers provided the above-mentioned material property
requirements are met. The first layer 314 can be of the same
polymer blend used to fabricate the monolayer structure and
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in a more preferred form of the disclosure will define a seal
layer for joining the film the cassette 160. The second layer
316 can be made from non-PVC containing materials and
preferably is selected from polyolefins, polybutadienes, poly-
esters, polyester ethers, polyester elastomers, polyamides and
the like and blends of the same. A tie layer or tie layers (not
shown) may be required to adhere additional layers to the first
layer 314.

Suitable polyolefins include homopolymers and copoly-
mers obtained by polymerizing alpha-olefins containing from
2 to 20 carbon atoms, and more preferably from 2 to 10
carbons. Therefore, suitable polyolefins include polymers
and copolymers of propylene, ethylene, butene-1, pentene-1,
4-methyl-1-pentene, hexene-1, heptene-1, octene-1, non-
ene-1 and decene-1. Most preferably the polyolefin is a
homopolymer or copolymer of propylene or a homopolymer
or copolymer of polyethylene.

Suitable homopolymers of polypropylene can have a ste-
reochemistry of amorphous, isotactic, syndiotactic, atactic,
hemiisotactic or stereoblock. In one preferred form of the
disclosure the homopolymer of polypropylene is obtained
using a single site catalyst.

It is also possible to use a blend of polypropylene and
a-olefin copolymers wherein the propylene copolymers can
vary by the number of carbons in the a-olefin. For example,
the present disclosure contemplates blends of propylene and
a-olefin copolymers wherein one copolymer has a 2 carbon
a-olefin and another copolymer has a 4 carbon a-olefin. It is
also possible to use any combination of a-olefins from 2 to 20
carbons and more preferably from 2 to 8 carbons. Accord-
ingly, the present disclosure contemplates blends of propy-
lene and a-olefin copolymers wherein a first and second
a-olefins have the following combination of carbon numbers:
2 and 6,2 and 8, 4 and 6, 4 and 8. It is also contemplated using
more than 2 polypropylene and a-olefin copolymers in the
blend. Suitable polymers can be obtained using a catalloy
procedure.

Itmay also be desirable to use a high melt strength polypro-
pylene as defined above.

Suitable homopolymers of ethylene include those having a
density of greater than 0.915 g/cc and includes low density
polyethylene (LDPE), medium density polyethylene
(MDPE) and high density polyethylene (HDPE).

Suitable copolymers of ethylene are obtained by polymer-
izing ethylene monomers with an ct-olefin having from 3 to 20
carbons, more preferably 3-10 carbons and most preferably
from 4 to 8 carbons. It is also desirable for the copolymers of
ethylene to have a density as measured by ASTM D-792 of
less thanabout 0.915 g/cc and more preferably less than about
0.910 g/cc and even more preferably less than about 0.900
g/cc. Such polymers are oftentimes referred to as VLDPE
(very low density polyethylene) or ULDPE (ultra low density
polyethylene). Preferably the ethylene ci-olefin copolymers
are produced using a single site catalyst and even more pref-
erably a metallocene catalyst systems. Single site catalysts
are believed to have a single, sterically and electronically
equivalent catalyst position as opposed to the Ziegler-Natta
type catalysts which are known to have a mixture of catalysts
sites. Such single-site catalyzed ethylene c-olefins are sold
by Dow under the trade name AFFINITY, DuPont Dow under
the trademark ENGAGE® and by Exxon under the trade
name EXACT. These copolymers shall sometimes be referred
to herein as m-ULDPE.

Suitable copolymers of ethylene also include ethylene and
lower alkyl acrylate copolymers, ethylene and lower alkyl
substituted alkyl acrylate copolymers and ethylene vinyl
acetate copolymers having a vinyl acetate content of from
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about 5% to about 40% by weight of the copolymer. The term
“lower alkyl acrylates” refers to comonomers having the for-
mula set forth in Diagram 1:

Diagram 1

The R group refers to alkyls having from 1 to 17 carbons.
Thus, the term “lower alkyl acrylates” includes but is not
limited to methyl acrylate, ethyl acrylate, butyl acrylate and
the like.

The term “alkyl substituted alkyl acrylates™ refers to
comonomers having the formula set forth in Diagram 2:

Diagram 2

R, and R, are alkyls having 1-17 carbons and can have the
same number of carbons or have a different number of car-
bons. Thus, the term “alkyl substituted alkyl acrylates”
includes but is not limited to methyl methacrylate, ethyl
methacrylate, methyl ethacrylate, ethyl ethacrylate, butyl
methacrylate, butyl ethacrylate and the like.

Suitable polybutadienes include the 1,2- and 1,4-addition
products of 1,3-butadiene (these shall collectively be referred
to as polybutadienes). In a more preferred form of the disclo-
sure the polymer is a 1,2-addition product of 1,3 butadiene
(these shall be referred to as 1,2 polybutadienes). In an even
more preferred form of the disclosure the polymer of interest
is a syndiotactic 1,2-polybutadiene and even more preferably
a low crystallinity, syndiotactic 1,2 polybutadiene. In a pre-
ferred form of the disclosure the low crystallinity, syndiotac-
tic 1,2 polybutadiene will have a crystallinity less than 50%,
more preferably less than about 45%, even more preferably
less than about 40%, even more preferably the crystallinity
will be from about 13% to about 40%, and most preferably
from about 15% to about 30%. In a preferred form of the
disclosure the low crystallinity, syndiotactic 1,2 polybutadi-
ene will have a melting point temperature measured in accor-
dance with ASTM D 3418 from about 70° C. to about 120° C.
Suitable resins include those sold by JSR (Japan Synthetic
Rubber) under the grade designations: JSR RB 810, JSR RB
820, and JSR RB 830.

Suitable polyesters include polycondensation products of
di- or polycarboxylic acids and di or poly hydroxy alcohols or
alkylene oxides. In a preferred form of the disclosure the
polyester is a polyester ether. Suitable polyester ethers are
obtained from reacting 1,4 cyclohexane dimethanol, 1,4
cyclohexane dicarboxylic acid and polytetramethylene gly-
col ether and shall be referred to generally as PCCE. Suitable
PCCE’s are sold by Eastman under the trade name ECDEL.
Suitable polyesters further include polyester elastomers
which are block copolymers of a hard crystalline segment of
polybutylene terephthalate and a second segment of a soft
(amorphous) polyether glycols. Such polyester elastomers
are sold by Du Pont Chemical Company under the trade name
HYTREL®.
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Suitable polyamides include those that result from a ring-
opening reaction of lactams having from 4-12 carbons. This
group of polyamides therefore includes nylon 6, nylon 10 and
nylon 12. Acceptable polyamides also include aliphatic
polyamides resulting from the condensation reaction of di-
amines having a carbon number within a range of 2-13, ali-
phatic polyamides resulting from a condensation reaction of
di-acids having a carbon number within a range of 2-13,
polyamides resulting from the condensation reaction of dimer
fatty acids, and amide containing copolymers. Thus, suitable
aliphatic polyamides include, for example, nylon 66, nylon
6,10 and dimer fatty acid polyamides.

In a preferred from of the disclosure, the cassette 160 is
fabricated from a material that is adhesively compatible with
the upper and lower membrane 162, 164. What is meant by
adhesive compatibility is the membrane can be attached to the
cassette using standard heat sealing techniques. One particu-
larly suitable material is a polymer blend of a polyolefin and
a styrene and hydrocarbon copolymer. More particularly, the
polyolefin of the polymer blend is a polypropylene and even
more preferably a polypropylene copolymer with ethylene
with an ethylene content of from about 1% to about 6% by
weight of the copolymer. The styrene and hydrocarbon
copolymer is more preferably an SEBS tri-block copolymer
as defined above. The polypropylene copolymer should con-
stitute from about 70% to about 95% and more preferably
from about 80% to about 90% of the blend, and the SEBS will
constitute from about 5% to about 30% and more preferably
from about 10% to about 20% SEBS. In a preferred form of
the disclosure, the polypropylene used to fabricate the cas-
sette will have a lower melting point temperature than the
high melt strength polypropylene used to fabricate the mem-
brane. In a preferred form of the disclosure the polypropylene
of the cassette 160 will have a melting point temperature of
from about 120° C.-140° C. and for the film from about 145°
C.-160° C. The cassette 160 can be injection molded from
these polymer blends.

The upper and lower membranes 162, 164 are attached to
the cassette 160 utilizing heat sealing techniques. The film
has a peel strength of greater than 5.0 Ibf/inch when tested
with a tensile instrument until film failure or bond failure.
Also, when the film is attached to the cassette it can be
deformed under a pressure of 5 psi. The film maintains its low
modulus and deformability properties even after sterilization
to continue to meet the pumping requirement. The film has an
extended shelflife. The film retains its pumping abilities even
after two years shelf storage.

IV. Valve Actuator

Referring now to FIG. 15, one embodiment of an interface
between the valve actuator 26 and the valve manifold 190 is
illustrated. The valve motor 28 (not illustrated) of the valve
actuator 26 drives a camshaft 200 through a mechanical link-
age determinable to those of skill in the art. In an embodi-
ment, a single camshaft 200 attaches to a series of cams 202,
for example, one of each of the valves in the system 10 or 100.
The cams 202 are fixed to the camshaft 200 and rotate in a one
to one relationship with same.

The cams 202 drive pistons 204, which engage in a friction
reduced way with the cams, for example, via rollers 206. The
cams 202 drive pistons 204 up and down (only two of five
cams shown having associated pistons to show other features
of the actuator 26). When a cam 202 drives its associated
piston 204 upward, the piston 204 engages one of the mem-
branes 162 or 164 (typically the lower membrane 164, which
is not shown in FIG. 15 for clarity) and pushes the membrane
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up into the respective hole 192 defined by the rigid manifold
190. This action stops the flow of medical fluid or dialysate
through the respective valve.

The pistons 204 are also spring-loaded inside a respective
housing 208. When the camshaft 200 turns so that a lower
cam profile appears below one of the pistons 204, the spring
inside the housing 208 pushes the piston 204 so that the roller
206 maintains contact with the respective cam 202. The pis-
ton 204 consequently moves away from the respective hole
192 defined by the rigid manifold 190, wherein the membrane
162 or 164, which has been stretched upward by the piston
204, springs back to its normal shape. This action starts the
flow of medical fluid or dialysate through the respective
valve.

The motor 28 is of a type, for example a stepper or servo
motor, that can rotate a fraction of a rotation and stop and
dwell for any predetermined period of time. Thus, the motor
28 can hold a valve open or closed for as long as necessary.
The cams 202 are shaped to provide a unique combination of
bumps and valleys for every flow situation. In certain situa-
tions, such as with valves V2 and V3 of the system 10, the
valves always open and close together, so that both valves use
the same cam 202 oriented in the same way on camshatt 200.

Referring now to FIGS. 16A and 16B, the camshaft 200
and cams 202 are illustrated figuratively. FIG. 16 A illustrates
acomposite cam profile 370, i.e., acombination of each of the
cams 202a to 202/ illustrated in FIG. 16B. FIG. 16B illus-
trates that the cams 202a to 202f' mount to the camshaft 200
via hubs 384. The hubs 384 may employ set screens as is well
known camshaft 200 can also have indentations, etc., for
aligning the hubs 384. In an alternative embodiment, one or
more of the cams 2024 to 202/ may be integrally formed with
the otherwise camshaft 200. In an embodiment, the camshaft
200 is a single molded piece, which prevents the cams 2024 to
202f from rotating with respect to one another. The single
molded camshaft 200 supports or attaches to a plurality of or
to all of the cams 202a to 202f

As illustrated above in FIG. 15, each of the cams 2024 to
202f'of FIG. 16B drives a single piston 204 and roller 206 to
operate a single valve head 192 of the rigid manifold 190. The
cams 202a to 202f open or occlude the valve heads 192
according to the shape of the respective cam. FIG. 16B illus-
trates that the camshaft 200 supports six cams 202a to 202f.
FIG. 15 illustrates five cams 200. The cam provided in the
embodiment of FIG. 16 B may be to open a last bag, illustrated
by the “last bag valve open” position 382. Either of the sys-
tems 10 or 100 may include a last bag. The last bag is a final
dialysate fill of about two liters into the patient before the
patient disconnects from the system and resumes normal
daily activities.

The valve motor 28 and the valve actuator 26 (FIGS. 1 and
2) rotate the camshaft 200 to open or close the valve heads 192
to create a desired solution flow path. The arrangement of the
cams 202a to 202/ on the camshaft 200 is made such that, at
any time during the therapy, there is no more than one fluid
path open at any given time. Further, when the valve actuator
26 rotates the camshatft 200 from one flow path open position
to the next, the series of cams 2024 to 202fclose all the valves
for a moment of time. The closing of each of the valves
prevents dialysate from back-flowing or moving in the wrong
direction. Still further, the cams 2024 to 202f are arranged
such that only one valve head 192 of the valve manifold 190
of the disposable unit 160 may be open at any given time.
Therefore, there is no open fluid path in the event of a system
failure or inadvertent power down. This safety feature pre-
vents dialysate from free-flowing into the patient 12 or over-
filling the patient 12.
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The 1lid 116 for the housing 112 of the hardware unit 110
may be freely opened by an operator or patient to load the
disposable unit 160 into the hardware unit. When this occurs,
the controller 30 automatically commands the camshaft to
rotate so that an “all valves open” position 372, illustrated by
the composite profile 370, resides beneath the rollers 206 and
pistons 204. In the “all valves open” position 372, the cam-
shaft 200 is rotated such that a depression exists under each of
the pistons 204 and associated rollers 206. Accordingly, the
pistons 204 sit in a relatively low position, i.e., out of the way,
when the operator or patient loads the disposable unit 160 and
valve manifold 190 into the hardware unit 110. This enables
the patient or operator to place a disposable unit 160 into the
unit 110 without encountering an obstruction or opposing
force by one or more of the pistons 206.

After the patient or operator loads the disposable unit into
the hardware unit 110 and closes the 1id 116, the controller 30
automatically rotates the camshaft 200 so that an “all valves
closed” position 386a resides beneath the pistons 204 and
rollers 206. As illustrated, the “all valves closed” position
386a resides adjacent to the “all valves open” position 372.
When the camshaft 200 is rotated to the “all valves closed
position” 3864, no fluid can flow through the system 10, 100.
As the camshaft 200 rotates from the “all valves open” posi-
tion 372 to the first “all valves closed” position 386a, a
mechanical interlock (not illustrated) is moved into the cam-
shaft 200, which prevents the rotation of the camshaft 200
back to the “all valves open” position 372. This prevents
uncontrolled flow of the dialysate, which could occur when
each of the valve heads 192 is open, in the event that the
operator tries to open the 1lid 116 during therapy.

In an alternative embodiment, an interlock can be provided
through software. An encoder provides positional and veloc-
ity feedback to the controller 30. The controller 30 therefore
knows the position of the cam shaft 200. Thus, the controller
30 is able to prevent the rotation of the camshaft 200 back to
the “all valves open” position 372.

When the patient closes lid 116, a second mechanical inter-
lock (not illustrated) locks the lid in place, so that the patient
cannot open the lid 116 during therapy. The system 10, 100
senses when the patient has removed the patient fluid line 292
and connector 290 from the transfer set, which is implanted in
the patient 12. Only then will the system 10, 100 allow the
patient to open the lid 116. The mechanical interlocks prevent
free-filling, overfilling and the patient from tampering with
the system while it is running. The valve configuration pro-
vides a fail safe system that prevents fluid flow in the event of
a failure or power down.

In many instances, when the patient begins dialysis
therapy, the patient is already full of dialysate. In the illus-
trated embodiment of FIG. 16A, therefore, the composite
profile 370 provides the “all valve open” position 372 next to
the “from patient value open” position 374. The “from patient
valve open” position resides next to the “drain valve open”
position 376. In this manner, upon therapy startup, camshaft
200 is readily positioned to be able to cooperate with the
pump 20, 120 to drain spent dialysate from the patient. It
should be appreciated that any of the cams 202a to 202/ may
be the cam that provides the “from patient valve open” posi-
tion 374, the “drain valve open” position 376, etc.

Between the “from patient valve open” position 374 and
the “drain valve open” position 376 resides a second “all
valves closed” position 3865. Between each opening of a new
valve and closing of a previously opened valve, each valve is
momentarily closed. The controller 30 causes the motor (e.g.,
a stepper, servo or DC motor) and actuator 26 to toggle the
camshaft 200 back and forth between the “from patent valve
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open” position 374, past the “all valves closed” position 3865,
to the “drain valve open” position 376. In this manner, the
pump 20, 120 is able to sequentially pull apart fluid from the
patient 12 and dump it to drain 18.

When the system 10, 100 completes the initial patient drain
cycle, the controller 30 causes the actuator 26 of motor 28 to
rotate camshaft 200 past the “all valves closed” position 386¢
to the “supply valve open position™ 378. To fill the patient full
offresh dialysate, the controller 30 causes the camshaft 200 to
toggle back and forth between the “supply valve open” posi-
tion 378 and the “to patient valve open” position 380, each
time passing over the “all valves closed” position 386d.
Again, for the drain and fill cycles, only one valve head 192 is
open at any given period of time. The toggling always
includes an “all valves closed” position between the dosing of
one valve head 192 and the opening of another. The single
pump sequentially pulls fluid into the disposable unit 160 and
pushes fluid from same.

After the initial fill, camshaft 200 is positioned so that the
camshaft 200 can once again toggle back and forth between
the “from patient valve open” position 374, past the interme-
diate “all valves closed” position 38654, to the “drain valve
open” position 376. When the patient is once again empty, the
camshaft 200 is positioned so that the camshaft may be
toggled back and forth between the “supply valve open”
position 378 and the “to patient valve open” position 380. The
system 10, 100 repeats this series of cycles as many times as
necessary. Typically, the patient receives approximately 2 to
2.5 liters of dialysate in a single fill cycle. The two supply
bags 14 each hold six liters of dialysate in an embodiment.
This provides the system 10, 100 with four to six complete
fill, dwell and drain cycles, which are provided, for example,
through the night while the patient sleeps.

In many instances, the patient will receive a last bag fill at
the end of the therapy, which the patient will carry for the day.
To perform this procedure, the camshaft 200 toggles back and
forth between the “from patient valve open” position 374 to
the “drain valve open” position 376 to dump the preceding fill
ofperitoneal fluid to drain 18. Thereafter, the camshaft 200 is
positioned to toggle back and forth between the “last bag
valve open” position 382 and the “to patient valve open”
position 380. In doing so, the camshaft 200 rotates past one of
the all valves closed positions, namely, the “all valves closed
position” 386e.

To prime the system, the camshaft 200 may be positioned
and toggled in a number of different ways. In one embodi-
ment, the camshaft 200 toggles back and forth between the
“supply valve open” position 378 and the “drain valve open”
position 376, passing over the “all valves closed” position
386c¢. This toggling in cooperation with the pumping of pump
20 or 120 causes the dialysate to flow from the supply bags 14,
through the disposable unit 160, to drain 18. In another
embodiment, using the vented tip protector 280 illustrated in
connection with the FIGS. 8 to 12, the camshaft 200 toggles
back and forth between the “supply valve open” position 378
and the “to patient valve open” position 380. This causes
dialysate to flow from the bags 14, through the disposable unit
160, and into the patient fluid line 292 to the end of the vented
tip protector 280. When dialysate reaches the hydrophobic
membrane 300 of the vented tip protection 28, the pressure in
the system 10, 100 rises, wherein a signal is received by the
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controller 30, which causes the pump 20, 120 to stop pumping
and the camshaft 200 to stop toggling.

V. Medical Fluid Pump

A. Pump Hardware and Operation

Referring now to FIGS. 17A and 17B, one embodiment of
the pump 20 is illustrated. The lid 116 of the hardware unit
110 defines an upper chamber wall 216. Disposed within the
housing 112 of the hardware unit 110 (FIGS. 3A to 4B) is a
lower chamber wall 218. The chamber walls 216 and 218
define an internal chamber 210. The chamber 210 can have
any desired shape, for instance the clamshell shape as illus-
trated in FIGS. 17A and 17B.

The lower chamber wall 218 defines or provides a sealed
aperture 219 that allows a pump piston 212 to translate back
and forth within the chamber 210. The piston 212 is attached
to or integrally formed with a piston head 214. The piston
head 214 in an embodiment has an outer shape that is similar
to or the same as an internal shape of the upper chamber wall
216.

The pump piston 212 connects to or is integrally formed
with the linear actuator 24. The linear actuator 24 in an
embodiment is a device, such as a ball screw, that converts the
rotary motion of a motor 22 into the translational motion of
the piston 212. In one preferred embodiment, the motor 22 is
a linear stepper motor that outputs a translationally moving
shaft. Here, the actuator 24 may simply couple the motor shaft
to the piston 212. The linear or rotary stepper motor provides
quiet linear motion and a very high positional resolution,
accuracy and repeatability. Stepper motors are commercially
available, for example, from Hayden Switch and Instrument
Inc., Waterbury, Conn.

As described above, the flexible fluid receptacle 172 (seen
in FIG. 17A but not in FIG. 17B) is defined by the expandable
upper and lower membranes 162 and 164, respectively, of the
disposable unit 160. In FIG. 17A, when the pump 20 is full of
medical fluid, the pump chamber 210 and the membrane
receptacle 172 have substantially the same shape. In FIG.
17B, when the pump 20 has displaced all or most all of the
medical fluid, the pump chamber 210 maintains the same
volume but the membranes 162 and 164 of the fluid receptacle
172 have collapsed to virtually a zero volume along the inte-
rior surface of the upper chamber wall 216.

Vacuum source 44 for the pump 20 is described above in
connection with FIG. 1. The vacuum source 44 exerts a
vacuum on the upper membrane 162, through the aperture or
port 222. The aperture or port 222 extends through the upper
chamber wall 216. The vacuum source 44 exerts a vacuum on
the lower membrane 164, through an aperture 221 defined or
provided by housing 223, and through the port or aperture
220. The port or aperture 220 extends through the piston 212,
including the piston head 214. When a vacuum is applied, the
lower membrane 164 seals against the piston head 214. The
upper membrane 162 seals against the upper chamber wall
216.

The port 222 fluidly connects to channels (not illustrated)
defined by the interior wall of the upper chamber wall 216.
The channels extend radially outwardly from port 222 in
various directions. The channels help to distribute the nega-
tive pressure applied through the port 222 to further enable
the upper membrane 162 to substantially conform to the
interior shape of the upper chamber wall 216. In a similar
manner, the outer surface of the piston head 214 can include
radially extending channels to further enable the lower mem-
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brane 164 to substantially conform, upon application of the
vacuum, to the outer surface of the piston head 214.

The pump 20 also includes a diaphragm 232 tensioned
between the upper and lower chamber walls 216 and 218,
respectively. The diaphragm 232 defines, together with the
upper chamber wall 218, a known, predictable and repeatable
maximum volume of dialysate, which can be drawn from one
or more of the supply bags 14 and transported to the patient
12. The diaphragm 232 also enables the volume of a partial
stroke to be characterized, which also enables accurate and
repeatable volume measurements.

The diaphragm 232 is disposed beneath the piston head
214 and around the piston 212. When the vacuum is applied to
the port or aperture 220, the diaphragm 232, as well as the
lower membrane 164, are pulled against the piston head 214.
When the piston head 214 is actuated upwardly away from the
lower chamber wall 218, with the vacuum applied through
aperture 220, the membrane 164 and the diaphragm 232
remain drawn to the piston head 214. An inner portion of the
membrane 164 conforms to the shape of the outer surface of
the piston head 214. The remaining outer portion of the mem-
brane 164 conforms to the shape of the exposed surface of the
diaphragm 232.

The diaphragm 232 in an embodiment includes a flexible,
molded cup-shaped elastomer and a fabric reinforcement,
such as fabric reinforced ethylene propylene diene methylene
(“EPDM”). The fabric can be integrally molded with the
elastomer. The fabric prevents unwanted deformation of the
diaphragm while under pressure. The diaphragm 232 can
stretch when the piston 212 and head 214 move downwardly
towards the lower chamber wall 218, pulling the diaphragm
232 along the crimped edges of the upper and lower chamber
walls 216 and 218. The diaphragm 232 also moves and
remains sealed to the piston head 214 when the piston 212 and
head 214 move upwardly towards the upper chamber wall
216.

In operating the pump 20, negative pressure is constantly
applied through the port 222 to hold the upper membrane 162
against the upper chamber wall 216. The manifold 190 of the
disposable unit 160 (see FIGS. 3A and 5) define a fluid port
opening 230 to the membrane receptacle 172. The fluid port
opening 230 allows medical fluid or dialysate to enter and exit
the membrane receptacle 172. The membrane receptacle 172
seats in place with the crimped edges of the upper and lower
chamber walls 216 and 218. The seal 170 of the receptacle
172 may actually reside slightly inside the crimped edges of
the upper and lower chamber walls 216 and 218 (see FIG.
4A).

During a pump fill stroke, with the upper membrane 162
vacuum-pressed against the upper chamber wall 216, and the
lower membrane 164 and the diaphragm 232 vacuum-pressed
against the piston head 214, the motor 22/actuator 24 cause
the piston head 214 to move downwardly towards the lower
chamber wall 218, increasing the volume within the flexible
receptacle 172, and producing a negative pressure within
same. The negative pressure pulls dialysate from the supply
bags 14 or the patient 12 as dictated by the current valve
arrangement. The opened receptacle 172 fills with fluid. This
process occurs when the pump moves from the position of
FIG. 17B to the position of FIG. 17A. FIG. 17A shows the
pump 20 at the end of the stroke, with the receptacle 172 fully
opened (i.e., full of fluid).

During a patient fill or drain stroke, again with the upper
membrane 162 vacuum-pressed against the upper chamber
wall 216, and the lower membrane 164 and the diaphragm
232 vacuum-pressed against the piston head 214, the motor
22/actuator 24 cause the piston head 214 to move upwardly
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towards the upper chamber wall 216, decreasing the volume
within the flexible receptacle 172 and producing a positive
pressure within same. The positive pressure pushes dialysate
from the receptacle 172 to the patient 12 or the drain 18 as
dictated by the current valve arrangement. The receptacle 172
closes as the lower membrane 164 moves upward towards the
upper membrane 162. This process occurs when the pump
moves from the position of FIG. 17A to the position of FIG.
17B. FIG. 17B shows the pump 20 at the end of the stroke,
with the receptacle 172 empty or virtually empty.

In the event that air (“air” for purposes of this disclosure
includes air as well as other gases which may be present,
particularly those that have escaped from the patient’s peri-
toneal cavity) enters the fluid receptacle 172, it must be
purged to maintain accuracy. It should be appreciated that if
air enters between the membranes 162 and 164, system 10,
100 does not have the ability to pull a vacuum between the
membranes 162 and 164. The elasticity of the membranes 162
and 164, however, naturally tend to purge air therefrom. In an
alternative embodiment the system 10, 100 can be adapted to
provide a vacuum source that pulls a vacuum between the
membranes 162 and 164 to purge air therefrom.

To purge air from between the membranes, the system 10,
100 also provides a positive pressure source. In systems 10,
100, for example, the pump motor 46 can be used in reverse of
normal operation and, instead of producing vacuum source 44
(FIGS. 1 and 2), produce a positive pressure. The system 10
applies a positive pressure through the aperture or port 222 in
the upper chamber wall 216 when air is detected between the
membranes 162 and 164 or elsewhere in the disposable unit
160 or tubing. In one purge procedure, the controller 30
causes the motor 22/actuator 24 to move the piston head 214
to approximately a halfway point in either the positive or
negative strokes. With the upper membrane 162 vacuum-
pressed against the upper chamber wall 216, and the lower
membrane 164 and the diaphragm 232 vacuum-pressed
against the piston head 214 maintained at the halfway point,
the controller causes the negative pressure source in through
the aperture 222 to change to a positive pressure source,
which pushes the upper membrane 162 conformingly against
the lower membrane 164, which is supported by the piston
head 214 and the diaphragm 232. Any air or fluid residing in
the receptacle 172 is purged to drain as is any air between the
receptacle 172 and drain 18.

B. Capacitance Volume Sensor

FIGS. 17A and 17B also illustrate that the pump 20 coop-
erates with an embodiment of the capacitance fluid volume
sensor 60 of the system 10. One embodiment of a capacitance
sensor 60 is disclosed in greater detail in the patent applica-
tion entitled, “Capacitance Fluid Volume Measurement,” Ser.
No. 10/054,487, filed on Jan. 22, 2002, incorporated herein
by reference. The capacitance sensor 60 uses capacitance
measurement techniques to determine the volume of a fluid
inside of a chamber. As the volume of the fluid changes, a
sensed voltage that is proportional to the change in capaci-
tance changes. Therefore, the sensor 60 can determine
whether the chamber is, for example, empty, an eighth full,
quarter full, half full, full, or any other percent full. Each of
these measurements can be made accurately, for example, at
least on the order of the accuracy achieved by known gravi-
metric scales or pressure/volume measurements. The present
disclosure, however, is simpler, non-invasive, inexpensive
and does not require the medical operation to be a batch
operation.



Case: 1:12-cv-06890 Document #: 1-1 Filed: 08/27/12 Page 61 of 72 PagelD #:69

US 7,815,595 B2

35

Generally, the capacitance C between two capacitor plates
changes according to the function C=kx(S/d), wherein k is the
dielectric constant, S is the surface area of the individual
plates and d is the distance between the plates. The capaci-
tance between the plates changes proportionally according to
the function 1/(RxV), wherein R is a known resistance and V
is the voltage measured across the capacitor plates.

The dielectric constant k of medical fluid or dialysate is
much higher than that of air, which typically fills the pump
chamber 210 when the piston head 214 is bottomed out
against the upper chamber wall 216, as illustrated in FIG.
17B. Therefore, the varying distance, Ad, of the low dielectric
displacement fluid between the expanding and contracting
receptacle 172 and the lower chamber wall 218 may have
some effect on the capacitance between ground capacitance
plate 224 and the active capacitance plate 226. Likewise the
surface area, S, of the capacitance plates and the moving
membrane 164 may have some effect on the capacitance.
Certainly, the changing overall dielectric from the high
dielectric dialysate replacing the low dielectric air (or vice
versa) affects the overall capacitance between the plates 224
and 226.

As the membranes 162 and 164 expand and fill with medi-
cal fluid, the overall capacitance changes, i.e., increases. The
sensor 60 generates a high impedance potential across the
grounded and active capacitor plates 224 and 226. The high
impedance potential is indicative of an amount of fluid in the
receptacle 172. If the potential does not change over time
when it is expected to change, the sensor 60 can also indicate
an amount or portion of air within the receptacle 172.

A capacitance sensing circuit amplifies the high impedance
signal to produce a low impedance potential. The low imped-
ance potential is also fed back to the guard plate 228, which
protects the sensitive signal from being effected by outside
electrical influences. The amplified potential is converted to a
digital signal and fed to the processor 34, where it is filtered
and/or summed. The video monitor 40 can then be used to
visually provide a volume and/or a flowrate indication to a
patient or operator. Additionally, the processor 34 can use the
summed outputs to control the pump 20 of the system 10, for
example, to terminate dialysate flow upon reaching predeter-
mined overall volume.

Referring now to FIG. 18, the pump 120 of the system 100
is illustrated in operation with the capacitance sensor 60 of the
present disclosure. The pump 120 forms a clamshell with first
and second portions 246 and 248, which together form the
pump chamber 250. The portions 246 and 248 are rigid, fixed
volume, disked shaped indentations in the base 114 and lid
116 of the hardware unit 110. The clamshell first and second
portions 246 and 248 are closed and sealed on the pump
receptacle portion 172 of the disposable unit 110, which
includes the expandable membranes 162 and 164.

An opening or aperture 252 is defined between the first and
second clamshell portions 246 and 248 and the flexible mem-
branes 162 and 164. The opening 252 enables medical fluid,
for example, dialysate, to enter and exit the chamber 250
between the membranes 162 and 164 in the receptacle portion
172. The receptacle portion 172 fluidly communicates with
the valve manifold 190.

FIG. 18 shows the pump chamber 250 in an empty state
with both membranes 162 and 164 in relaxed positions, so
that the flexible receptacle portion 172 is closed. The empty
volume state is achieved when the membranes 162 and 164
have collapsed so that substantially all the fluid is removed
from the sterile receptacle 172 and likewise the pump cham-
ber 250.
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The empty volume state can be achieved, for example, by
allowing the elastic membranes 162, 164 to return to their
relaxed, unstressed state as shown in FIG. 18. Also, both
membranes 162 and 164 can be forced together against each
other or against either one of the inside portions 246 and 248
of'the pump chamber 250. When the pump chamber 250 is in
the full state, the medical fluid resides between the mem-
branes 162 and 164, wherein the membranes have been suc-
tioned against the inner walls of portions 246 and 248.

It should be appreciated that either one or both of the
membranes 162 and 164 can be moved towards and away
from the clamshell portions 246 and 248 by any suitable fluid
activation device. In various embodiments, the diaphragm
pump is pneumatically or hydraulically actuated.

The diaphragm pump 120 of the system 120 100 does not
require a separate piston or mechanical actuator as does the
pump 20 of the system 10. The clamshell portions 246 and
248 define ports 254 and 256, respectively, to allow for move-
ment of a displacement fluid (for example, pneumatic or
hydraulic fluid) into and out of the chamber areas outside of
the receptacle 172 to operate the diaphragm pump.

In an embodiment, the medical fluid, for example, dialy-
sate, is suctioned into the receptacle 172 in the chamber 250.
The receptacle 172, defined by membranes 162 and 164, may
be filled with medical fluid by applying negative pressures to
one or both of the chamber ports 254 and 256. The medical
fluid can be emptied from the receptacle 172 by applying a
positive pressure to at least one of the ports 254 and 256, or by
allowing the membranes 162 and 164 to spring back into
shape. In an alternative embodiment, the medical fluid, for
example, dialysate, is pressurized from an external source to
move in and out of the pump chamber 250 between the
membranes 162 and 164.

The clamshell portions 246 and 248 form and hold the
capacitor plates of the capacitance sensor 60. In an embodi-
ment, upper clamshell portion 246 includes an active metal or
otherwise conductive capacitance plate 258 between electri-
cally insulative or plastic layers. A metal guard plate 260 is
provided on the outer plastic layer of the upper clamshell
portion 246. The guard plate 260 provides noise protection
for the high impedance signal that transmits from the active
capacitor plate 258.

As with the pump 20 of system 10, the active capacitor
plate 258 of upper clamshell portion 246 of the pump 120 of
the system 100 electrically couples to a capacitance sensing
circuit. The guard plate 260 likewise electrically couples to
the feedback loop of the capacitance sensing circuit as
described above.

In an embodiment, lower clamshell portion 248 is also
made of an inert plastic, wherein a metal capacitor plate 262
attaches to the outer surface of the lower clamshell portion
248. The metal capacitor plate 262 disposed on the outside of
the clamshell portion 248 electrically couples to ground.

In one implementation, a negative pressure is constantly
maintained at the lower port 256, so that the lower membrane
164 is pulled to conform to the inner surface of the grounded
clamshell portion 248 during a multitude of fill and empty
cycles. In this implementation, the upper membrane 162 does
the pumping work. That is, when a negative pressure is
applied to upper port 254 of upper clamshell 246, upper
membrane 162 is suctioned up against and conforms with the
inner surface of upper clamshell 246. This action draws fluid
from the supply bag 14, through the manifold 190, and into
the receptacle 172. To expel fluid, the negative pressure is
released from upper port 254, wherein upper membrane 162
collapses to push the fluid from the receptacle 172. Alterna-
tively, a positive pressure is applied through one or both ports.
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In operation, the capacitance sensor 60 operates substan-
tially as described in FIGS. 17A and 17B. The receptacle 172
expands between the portions 246 and 248. A varying dis-
tance, Ad, of the low dielectric displacement fluid between the
expanding and contracting receptacle 172 and the portions
246 and 248 may have some effect on the capacitance
between the ground plate 262 and the active plate 258. Like-
wise the surface area, S, defined by the ground and active
capacitance plates and the expanding membranes may have
some effect on the overall capacitance. Certainly, the chang-
ing overall dielectric from the high dielectric dialysate replac-
ing the low dielectric air (or vice versa) affects the overall
capacitance between the plates 258 and 262.

As the membranes 162 and 164 expand and fill with medi-
cal fluid, the capacitance changes, i.e., increases. Each differ-
ent amount of medical fluid within the chamber 250 has a
unique overall capacitance. A unique capacitance value can
therefore be associated with each specific fluid volume in the
chamber, for example, substantially empty, partially full, or
substantially full.

As an alternative to the capacitance volume sensor 60
described above, the volume of dialysate fluid flowing
through the automated systems 10 and 100 can be determined
using other methods, such as through an electronic balance.
In such a case, the electronic balance keeps track of the
amount of dialysate that is supplied to the system during a
priming of the system. The electronic balance also monitors
any additional dialysate added to the system during dialysis
treatment.

In other alternative embodiments, any of the systems
described herein can be sensed using other types of flowme-
ters or devices employing Boyle’s Law, which are known to
those of skill in the art. Further, various other types of fluid
volume measurement or flowrate devices can be used with the
automated systems 10 and 100, such as orifice plates, mass
flow meters or other flow measuring devices known to those
of skill in the art.

VI. Precision Pressure Control

As discussed above, the system 10 employs a valve actua-
tor 24 and a pump motor 22. In one embodiment the pump
motor 22 is a stepper motor. In another embodiment, the
motor 22 may be a DC motor or other type of repeatable and
accurately positionable motor. Each of these types of motors
enable system 10 to position the piston 212 and piston head
214 very accurately within the pump chamber 210. In the case
of a high precision rotary motor 22, the actuator 24 converts
the rotary motion into a translation motion precisely and
moves the piston 212 back and forth within the chamber 210
within the accuracy and repeatability requirement of the sys-
tem. The resolution of the linear stepper motor in an embodi-
ment is about 0.00012 inches per step to about 0.00192 inches
per step.

The pump motor 22 is also programmable. The program-
mable nature of the pump motor 22 enables acceleration,
velocity and positional data to be entered into the controller
30, wherein the controller 30 uses the information to position
the piston 212 and piston head 214 within the pump chamber
210, within an appropriate amount of time, to produce a
desired amount of force or fluid pressure. The ability to preset
the acceleration, velocity and position of the piston head 214
provides an advantage over purely pneumatic systems that
respond relatively sluggishly to pneumatic signals.

The flexible nature of the PVC medical tubing described,
e.g., in connection with FIG. 8 and the membrane material,
described above in connection with FIGS. 13 and 14, causes
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the system 10 to have what is known as “compliance”. Com-
pliance is caused when the system 10 attempts to create fluid
pressure, e.g., by moving the pump piston 212 and head 214,
but instead causes the flexible tubing and membranes to
expand. With the flexible tubing and membranes, compliance
is inevitable. Eventually, when the tubing and membranes
have expanded to their elastic limit, the pressure in the pump
chamber 210 (i.e., in the receptacle 172) and throughout the
tubing rises sharply. It is desirable to overcome the compli-
ance of the tubing and membranes 162 and 164 as quickly as
possible so that pressure may be built to drive the fluid.

The present invention uses a hybrid pressure control sys-
tem that combines the ability to preset the pump piston accel-
eration and velocity with an adaptive pressure control
scheme, which causes the pressure to achieve a desired pres-
sure set point for any given stroke and causes the pressure to
be fine tuned over time, i.e., over repeated strokes. That is, the
present invention employs a method of controlling pressure
within the system that seeks first to overcome system com-
pliance and then seeks to achieve a desired pressure set point.
The output of the present method of controlling pressure
within the pump chamber 210 is illustrated by the velocity
and pressure curves of FIG. 19.

In general, the system 10 controls the pressure within the
receptacle 172 in the pump chamber 210 by controlling the
velocity of the piston 212 and piston head 214. The velocity
profile 390 of FIG. 19 illustrates a single pump stroke that
occurs over a time “t” beginning at the start of stroke position
392. In the beginning of the stroke, the velocity ramps up at a
preset acceleration 394. The preset acceleration 394 is pro-
grammed into the controller 30. When the velocity due to the
preset acceleration 394 reaches a max velocity 396, the accel-
eration 394 changes to a zero acceleration, and the piston 212
moves at the constant max velocity 396.

During the time period of the acceleration 394 and the max
velocity 396, which is designated by the dashed vertical line
398, the corresponding pressure as illustrated by a pressure
curve 401 of pressure profile 400, ramps up beginning very
slowly and exponentially increasing as the time reaches that
of the dashed line 398. In the initial portion of the pressure
curve, i.e., just after the start of stroke position, the pressure
builds slowly as the compliance in the system is taken up. As
the compliance is taken up, the pressure builds at faster and
faster rates.

When the pressure reaches a pressure proximity threshold
402, set in software, the software within the controller 30
converts from the previous motion (acceleration, velocity,
position) control to an adaptive control. It should therefore be
appreciated that the method of controlling pressure within the
fluid pump of the present disclosure is a hybrid type of control
method, employing a combination of techniques.

The motion control portion, accented by the acceleration
394 and max velocity 396, represents a period in time when
the method of control is forcing the system to overcome the
pressure compliance. Upon reaching the pressure proximity
threshold 402, the controller 30 causes the velocity to sharply
decelerate at deceleration 404. Deceleration 404 reduces the
velocity of the piston 212 and piston head 214 to a velocity
406, which is a velocity that aids in the ability of the adaptive
control portion of the pressure control system to achieve a
pressure set point 408. That is, without the programmed
deceleration 404, the adaptive control portion would have a
more difficult (i.e., longer) time controlling the velocity to
make the pressure reach or substantially reach the pressure set
point 408.

As explained in more detail below, the acceleration 394 is
adaptively controlled in an embodiment, so as to reduce the
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amount of initial overshoot. The adaptive control over the
acceleration 394 is fine tuned over time to further reduce the
amount of initial overshoot. Each of these measures affects
the amount of controlled deceleration 404 needed.

After the controlled deceleration 404 reaches the velocity
406 and until the time of the second dashed line 410, the
system 10 operates in an adaptive mode. The second vertical
line 410 occurs near the end of the stroke. As illustrated, the
adaptive portion of the stroke is broken down into a number of
areas, namely area 412 and area 414. Area 412 is character-
ized by the overshoot or undershoot caused by the pro-
grammed acceleration 394. In applying adaptive techniques,
the adjustments or parameters that overcome area 414 error
are tailored in software to combat overshoot or undershoot.
The area 414 focuses on attempting to minimize the error
between the actual pressure curve 401 and the pressure set
point 408. During the area 414, the parameters and adaptive
measures are tailored in software reduce the oscillation of the
pressure curve 401 to achieve a pressure set point 408 as much
as possible and as quickly as possible.

Upon reaching the time denoted by the dashed line 410, the
pressure control method once again resumes motion control
and decelerates the velocity at a controlled and predetermined
deceleration 416 down to a final travel velocity 418, which is
also the initial velocity at the start of the stroke 392. In an
alternative embodiment, the method can simply let the adap-
tive control continue past the time line 410 and attempt to
achieve the final travel velocity 418. After the time line 410,
the pressure along pressure curve 401 falls off towards zero
pressure as illustrated by the pressure profile 400. Comparing
the pressure profile 400 to the velocity profile 390, it should
be appreciated that pressure remains in the receptacle 172 of
the pump chamber 210 even after the stroke ends at time “t”.
In some cases, the pressure overshoots as the piston 212
suddenly stops, wherein the momentum of the liquid pro-
duces a pressure spike after time “t”.

Referring now to FIG. 20, an algorithm 420 for employing
the adaptive pressure control during the areas 412 and 414 of
the pressure profile 400 is illustrated. In an embodiment, the
adaptive control portion of the pressure control method
employs a proportional, integral and derivative (“PIED”)
adaptive parameters. In the method, a pressure reading is
taken from a pressure sensor which senses the pressure inside
the receptacle 172 of the pump chamber 210, and which
provides a pressure sensor input 422 to the controller 30, as
illustrated by the algorithm 420. Pressure sensor input 422 is
sent through a digital filter 424, producing a measured vari-
able 426. The measured variable 426 is compared with a
desired variable, i.e., the pressure set point 408 illustrated in
FIG. 19, wherein an error 428 is produced between the mea-
sured variable 426 and the desired pressure set point 408.

Next, the error 428 is entered into a PID calculation 430,
which uses a proportional coefficient 432, an integral coeffi-
cient 434 and a differential coefficient 436. The output of the
PID calculation 430 is an adaptive pressure change 438. The
controller 30 then changes the velocity up or down to produce
the pressure change 438.

In the pressure profile 400 of FIG. 19, the algorithm 420 of
FIG. 20 is constantly being performed during the adaptive
areas 412 and 414. As discussed below, the corrective param-
eters, e.g., the coefficients 432, 434 and 436, are used difter-
ently during the areas 412 and 414 because correction in the
area 412 is focused on minimizing overshoot and undershoot,
while correction in the area 414 however is focused on reduc-
ing error to zero about the pressure set point 408.

As described above, a single pump 20 is used in the system
10. The single pump 20 provides positive pressure during the
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patient fill stroke and the pump to drain stroke. The pump 20
also provides negative pressure during the pull from supply
bag 14 stroke and the pull from patient 12 stroke. Of the four
strokes, it is most important to accurately control the pressure
during the patient fill and patient drain stoke. It is not as
critical to control the pressure when pumping fluid from the
supply bags 14 or when pumping fluid from the receptacle
172 of the pump chamber 210 to drain 18. In the two positive
pressure strokes, one stroke, namely the patient fill stroke, it
is critical to properly control pressure. In the two negative
pressure strokes, one of the strokes, namely the pull from
patient stroke, it is critical to properly control pressure. In the
other two strokes, pressure is controlled without taxing the
controller, motor 22 and disposable unit 160 needlessly.

Referring now to FIG. 21, pressure and velocity curves are
shown for a number of strokes during the patient fill cycle.
The upper profile 440 shows the actual pressure 444 versus
the desired pressure 442 in milli-pounds per square inch
(“nPSI”). The lower profile 450 shows corresponding veloc-
ity curves. In the pressure profile 440, the darkened line 442
corresponds to the desired pressure in mPSI. The curve 444
illustrates the actual pressure in mPSI. The curves 452a, 4525
and 452¢ in the velocity profile 450 illustrate the piston
velocities that produce the pressure fluctuations along the
pressure curve 444 of the pressure profile 440. The velocity is
measured in some increment of steps per second, such as
milli-steps per second or micro steps per second when the
motor 22 employed is a stepper motor. Different stepper
motors for use in the present disclosure may be programmed
in different increments of a step. The actual velocity is there-
fore a function of the resolution of the stepper motor.

At time zero, the desired pressure 442 changes virtually
instantaneously to 2000 mPSI. The desired pressure curve
442 maintains this constant 2000 mPSI until reaching
approximately 1.6 seconds, at which point the desired pres-
sure 442 returns virtually instantaneously to zero. This step
by the desired pressure curve 442 represents one complete
patient fill stroke, wherein one full positive up-stroke of the
piston 212 and piston head 214 within the pump chamber 220
occurs. In this step it is critical to control pressure because
dialysate is being pumped into the patient’s peritoneal cavity
12. The actual pressure curve 444 ramps up exponentially and
oscillates about the 2000 mPSI set point in the manner
described in connection with FIG. 19. It should also be noted
that the velocity curve 452a follows a similar pattern to that
shown in FIG. 19.

At about 1.6 seconds, i.e., when the piston head has
reached the upper chamber 216 of the valve chamber 210,
controller 30 stops the piston 212 from moving. The velocity
of the piston head remains at zero until approximately 3.4
seconds. In this period, the valves have all been closed via one
of the “all valves closed” positions illustrated in connection
with FIG. 16A. As illustrated by pressure curve 444, residual
fluid pressure resides within the pump chamber 210 even
though the piston head 214 is not moving.

At about time 3.4 seconds, the desired pressure curve 442
switches virtuously instantaneously to —2000 MPSI. The
pump 20 is now being asked to expand and form a negative
pressure that pulls fluid from the supply bags 14. During this
stroke, it is not as critical to control pressure as accurately in
the patient fill stroke. Accordingly, the method may be pro-
grammed to bypass the motion control portion of the pressure
control method and simply adaptively seek to find the pres-
sure set point along line 442. Dialysate moves through the
fluid heating path 180 of the disposable unit 160 (see FIGS.
3A and 5, etc.) during the patient fill stroke. Much of the
compliance, i.e., stretching of the system occurs when the
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fluid passes through the path 180. Pumping fluid from the
supply bag 14, however, does not require the fluid to pass
through the heating path 180. The system 10 does not there-
fore experience the same level of compliance during this
stroke. It is possible to pump from the bags 14 without using
the motion control portion illustrated in connection with FI1G.
19, since the lessened compliance may not require the “brute
force” supplied by the controlled acceleration.

In FIG. 21, the pump completes the stroke that pulls dialy-
sate from the supply bag at about five seconds. The demand
pressure along curve 442 returns to zero accordingly. Next,
the valve switches to an all closed position, the controller 30
sets the piston speed to zero, and the piston head resides
substantially along the lower chamber wall 218, with the
receptacle 172 full of fluid until approximately 6.8 seconds
has passed, wherein the system 10 repeats the patient fill
stroke as described previously.

Referring now to FIG. 22, a pressure profile 452 and a
velocity profile 460 are illustrated for the patient drain stroke
and the pump to drain stroke of the patient drain cycle. In the
pressure profile 452, the demand pressure curve 454 illus-
trates that the controller calls for a negative 2500 MPSI to pull
dialysate from the patient. The controller 30 calls for a posi-
tive pressure of 2500 mPSI to push fluid from the receptacle
172 of the pump chamber 210 to the drain bag 18. In the
velocity profile 460 shown below the pressure profile 452, the
actual velocity 462 in some increment of steps per second is
illustrated. It should be appreciated that both velocity profiles
450 and 460 of FIGS. 21 and 22 are absolute velocities and do
not illustrate that the pump piston 212 moves in positive and
negative directions.

The actual pressure curve 456 of the profile 452 illustrates
that the pressure is controlled to conform to the demand
pressure line 454 more closely during the pull from patient
portion than during the pump to drain portion of the profile
452. In an embodiment, the controller 30 is programmed to
provide a motion controlled velocity 464 for a portion of the
pull from patient stroke and use an adaptive control during the
time “tadapt”. The method also uses, in an embodiment, a
controlled deceleration 466 at the end of the pull from patient
stroke. Alternatively, the method allows the PID control to
seek to find zero pressure. Similarly, during the pump to drain
stroke, the controller 30 can switch to PID control only.

Referring now to FIG. 23, one embodiment of an algorithm
470 illustrating the “fine tuning” adaptive control of the PID
portion of the pressure control method of the present disclo-
sure is illustrated. FIG. 23, like FIG. 20, includes a measured
pressure variable 426 and a desirable pressure set point 408.
The pressure error 472 represents an error in either the over-
shoot area 412 or the oscillation area 414 illustrated in the
pressure velocity profile 400 of FIG. 19. For each area, the
algorithm 470 looks at two error components, namely, the
error 474 determined in the current stroke and the error 476
stored for previous strokes. The controller 30 compares the
two errors 476 and 478 and makes a decision as illustrated in
decision block 478.

In the block 476, if the current stroke error 474 is less than
the previous stroke error 476, the method uses the previous
coefficient because the previous coefficient is currently hav-
ing a desirable result. If the current stroke error 474 is greater
than the previous strokes error 476, two possibilities exist.
First, the coefficient or corrective measure taken is not large
enough to overcome the error increase. Here, the coefficient
or corrective setting can be increased or another tactic may be
employed. Second, the previous corrective procedure may be
having an adverse impact, in which case the parameter con-
nection can be reversed or another tactic can be employed.
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Obviously, to employ algorithm 470, the method provides
that the controller 30 store the manner of the previous correc-
tive attempts and outcomes of same. Based on what has
happened previously, the controller decides to increment or
decrease one or more of the parameters. The amount of
increase or decrease is then applied to one or more coeffi-
cients stored in an increment table 480. The adjusted or non-
adjusted increment is then summed together with the cur-
rently used one or more coefficients 482 to form an adjusted
one or more coefficients 484.

Referring now to FIG. 24, table 500 illustrates various
different coefficients and adaptive perimeters for the pressure
control method of the present disclosure. Certain of the coef-
ficients and parameters apply more to the motion control
portion of the profiles illustrated above, i.e., the set accelera-
tion, deceleration and velocity portions of the profiles. The
motion control parameters, however, effect the error, which
influences the adaptive parameters in the PID portion of the
pressure control. Other parameters apply to the adaptive con-
trol portions of the profiles. Adjusting the beginning stroke
acceleration parameter 486 (illustrated by the acceleration
394 of the velocity profile 390 of FIG. 19) affects the motion
control portion of the present method. Acceleration as illus-
trated, affects overshoot and the efficient use of stroke time.
That is, it is desirable to have a high acceleration to overcome
compliance quickly, however, the cost may be that overshoot
increases. Onthe other hand, alower acceleration may reduce
overshoot but require more time to overcome the compliance
in the system.

The proximately threshold parameter 488 (illustrated by
pressure line 402 in the pressure profile 400 of FIG. 19) also
affects overshoot and undershoot. Here, setting the pressure
threshold 488 too low may cause undershoot, whereas setting
the parameter 488 too high may cause overshoot. The DP/dt
parameter 490 is the change in pressure for a given period of
time. This parameter seeks to achieve, for example in FIG. 19,
a certain slope of the pressure curve 401.

The maximum travel velocity parameter 492, illustrated as
line 396 in the velocity profile 390 of FIG. 19, also affects
overshoot and subsequent resonance. Another corrective fac-
tor is the conversion to pressure deceleration 494 correspond-
ing to line 410 of FIG. 19. The method includes running the
system without changing back to motion control and instead
leaving the system in the adaptive PID control. The conver-
sion to deceleration can have a large impact on the residual
pressure remaining in the pump chamber 210 after the valves
close.

The PID factors Kp, Kd and Ki, labeled 496, 498 and 502,
respectively, affect the adaptive control portion of the present
method but also affect, to a lesser extent, the controlled dec-
laration at the end of the stroke. Each of the PID factors or
parameters can be changed and adapted in mid-stroke. Also as
illustrated in FIG. 23, the factors can be changed so as to
optimize the system over time.

Each of the above-described factors can be used to insulate
the fluid pressure from changes in the environment outside of
the system 10. For example, the factors can overcome
changes due to physiological and chemical changes in the
patient’s abdomen. Also, the height of the patient supply bags
14 affects the initial loading of the fluid pump 20. The param-
eters illustrated in FIG. 24 automatically overcome the
changes due to bag height. Further, as the patient sleeps
through the night, the supply bags 14 become less and less
full, while the drain bag 18 becomes more full, both of which
affect the pump pressure. The parameters illustrated in FIG.
24 are automatically adjustable to compensate for these
changes and keep the system running smoothly.
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Certain of the above-described factors is changed more and
used more during the overshoot area 412 illustrated in the
pressure profile 400 of FIG. 19. Other factors and parameters
are used and changed more during the oscillation portion 414
of the profile 400.

VII. In-Line Heater

In an embodiment, the inline heater 16 includes two elec-
trical plate heaters, which are well known to those of skill in
the art. The plate heaters of the heater 16 have a smooth and
flat surface, which faces the disposable unit 160. In an alter-
native embodiment, the automated systems 10 and 100 pro-
vide an in-line heater 16 having a plate heater in combination
with an infrared heater or other convective heater.

In the alternative dual mode type heater, both the plate
heater and, for example, the infrared heater are in-line heaters
that heat the medical fluid that flows through the fluid heating
path 180 of the disposable unit 160. The radiant energy of the
infrared heater is directed to and absorbed by the fluid in the
fluid heating path 180. The radiant energy or infrared heater in
an embodiment is a primary or high capacity heater, which
can heat a relatively large volume of cold fluid to a desired
temperature in a short period of time.

The plate heater and the infrared heater of the dual mode
heater embodiment of the heater 16 can be arranged in various
configurations relative to each other. The dual mode heaters in
an embodiment are arranged so that the fluid passes by the
heaters sequentially (e.g., first the plate heater and then the
radiant or infrared heater). In another embodiment, the fluid
passes by the heaters simultaneously (both heaters at the same
time). The fluid flow path past the heaters can be a common
flow path for both heaters, such as in the fluid heating path
180, or include independent flow paths for each heater.

The dual mode heater is particularly useful for quickly
heating cool dialysate (high heat energy demand) supplied
from one of the supply bags 14 to the automated system 10 or
100. Initial system fills can be cooler than later fills, and the
system can lose heat during the dwell phase. The temperature
of'the dialysate at initial system fill can therefore be quite low,
such as 5° C. to 10° C. if the supply bags 14 are stored in cold
ambient temperature.

The plate heater and the infrared heater of the dual mode
heater embodiment of the heater 16 can be arranged in various
configurations relative to each other. The dual mode heaters in
an embodiment are arranged so that the fluid passes by the
heaters sequentially (e.g., first the plate heater and then the
radiant or infrared heater). In another embodiment, the fluid
passes by the heaters simultaneously (both heaters at the same
time). The fluid flow path past the heaters can be a common
flow path for both heaters, such as in the fluid heating path 180
or include independent flow paths for each heater.

VIII. Fuzzy Logic for Heater Control

Similar to the controlling of the fluid pressure, the control
of the plate heater 16 is also subject to a number of environ-
mental variables. For example, the ambient temperature
inside the patient’s home affects the amount of heat that is
needed to raise the temperature of the medical fluid to a
desired temperature. Obviously, the temperature of the dialy-
sate in the supply bags 14 affects the amount of heat that is
needed to raise the fluid temperature to a desired temperature.
Plate heater efficiency also affects the amount of heating
needed. Further, the voltage provided by the patient’s home is
another factor. Typically, a doctor or caregiver prescribes the
temperature of the dialysate for the patient to be controlled to
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around a temperature of 37° C. It is, therefore, desirable to
have a method of controlling the heater 16 to correct for
outside temperature gradients so as to maintain the proper
patient fluid temperature.

Referring now to FIG. 25, one embodiment of a heating
control method 510 is illustrated. The method 510 includes
two separately performed algorithms 520 and 530 that oper-
ate in parallel to form an overall output 544. The algorithm
520 is termed a “knowledge-based” control algorithm. The
knowledge-based control algorithm is based on knowledge,
such as empirical data, flow mechanics, laws of physics and
lab data, etc.

The knowledge-based algorithm 520 requires a number of
inputs as well as a number of constant settings. For example,
the control algorithm 520 requires an input pulsatile flowrate.
As illustrated below, the pulsatile flowrate is actually calcu-
lated from a number of input variables. The system 10, 100 of
the present disclosure provides fluid to the patient 12 in
pulses, rather than on a continuous basis. It should be readily
apparent from the discussion based on FIGS. 16A and 16B,
that when all valve heads in the disposable are closed, no fluid
can flow through the fluid heating pathway to the patient. The
flowrate of fluid to the patient is therefore a pulsatile flowrate,
wherein the patient receives the dialysate in spurts or pulses.
It is difficult to control fluid temperature with this type of
flowrate. To this end, the method 510 provides the dual algo-
rithms 520 and 530.

Besides the pulsatile flowrate, the knowledge-based con-
trol algorithm 520 also receives a measured, i.e., actual, fluid
inlet temperature signal. Further, the algorithm 520 stores the
plate heater efficiency, which is based on empirical data. In
one embodiment, the upper and lower plates of the plate
heater 16 are around 95% efficient. Algorithm 520 also inputs
the total heater power, which is derived from the voltage input
into the system 10, 100. Residential voltage may vary in a
given day or over a period of days or from place to place.

The algorithm 520 also inputs the desired outlet fluid tem-
perature, which is a constant setting but which may be modi-
fied by the patient’s doctor or caregiver. As illustrated in FIG.
25, the desired outlet fluid temperature is inputted into both
the knowledge-based control algorithm 520 and the fuzzy
logic based control algorithm 530. As discussed in more
detail below, the knowledge-based control algorithm 520 out-
puts a knowledge-based duty cycle into a summation point
544.

With respect to the fuzzy logic-based control algorithm
530, the desired fluid temperature is inputted into a compari-
son point 514. The comparison point 514 outputs the differ-
ence between the desired fluid temperature and the actual
measured fluid temperature exiting the heating system 548.
The fuzzy logic-based control algorithm 530 therefore
receives a change in temperature AT as an input. As described
below, the fuzzy logic-based control algorithm 530 employs
the concepts and strategies of fuzzy logic control to output a
fuzzy logic duty cycle.

The method 510 uses multiple temperature sensors, such as
the sensors 62 illustrated in FIGS. 1 and 2, which sense the
temperature at different times within the method 510 and
places within system 10,100. One sensor senses the fluid
outlet temperature, which feeds back from the heating system
548 to the comparison point 514. Another two temperature
sensors sense the temperature of the top plate and the bottom
plate and feed back to the temperature limit controller 546,
located in software.

Itshould be appreciated that the weighting block 542 could
alternatively be placed in the knowledge-based duty cycle
output. As discussed below, however, the update rate of the
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fuzzy logic control loop is substantially higher than the
update rate of the input signals entered into the knowledge-
based control algorithm 520. It is therefore advantageous to
weight the fuzzy logic-based duty cycle, as opposed to the
knowledge-based duty cycle.

The weighted fuzzy logic-based duty cycle and the knowl-
edge-based duty cycle are summed together at summing point
544 to produce an overall heater duty cycle. Duty cycle is one
way to control the power input and, thus, the plate tempera-
ture of the heater. Controlling the duty cycle means control-
ling the percentage of a time period that full power is applied
to the heater, for example, plate heater 16. In an alternative
embodiment, the output of the parallel control algorithms 520
and 530 could be a percentage of full power applied at all
times. Still further, the output of the parallel control algo-
rithms 520 and 530 could be a percentage of full power
applied for a percentage of a time period. For purposes of
illustration, the method 510 is described using a duty cycle
output which, as explained, is the percent of a time period that
full power is applied to the heater.

As described herein, the heating system 548 (i.e., heater
16) in one embodiment is a plate heater, wherein upper and
lower plates are disposed about a fluid heating path of the
disposable unit 160. It should be appreciated, however, that
the method 510 is equally applicable to the infrared heater
previously described. Further, the method 510 is equally
applicable to the combination of different types of heaters,
such as, the combination of a plate heater and an infrared
heater.

The method 510 uses multiple temperature sensors, such as
the sensors 62 illustrated in FIGS. 1 and 2, which sense the
temperature from different areas of the method 510. One
sensor senses the fluid outlet temperature, which feeds back
from the heating system 548 to the comparison point 514.
Another two temperature sensors sense the temperature of the
top plate and the bottom plate and feed back to the tempera-
ture limit controller 546, located in software.

As illustrated, before the summed heater duty cycle is
inputted into the heating system 548, the system determines
whether the top and bottom heating plates are already at a
maximum allowable temperature. There exists a temperature
above which it is not safe to maintain the plates of the plate
heater. In a situation where one or both of the plates is cur-
rently at the temperature limit, the method 510 outputs a zero
duty cycle, regardless of the calculations of the knowledge-
based control system 520 and the fuzzy logic-based algorithm
530. To this end, the temperature of the top and bottom plates
is fed back into the block 546, wherein the software only
allows a heater duty cycle to be applied to the heating system
548 if the current temperature of the top and bottom plates is
less than the temperature limit.

In an embodiment, if one of the plates is at the limit tem-
perature, the method 510 provides a zero duty cycle to both
plate heaters, even though one of the plate heaters may be
below the temperature limit. Further, the software may be
adapted so that if the actual temperature of the plate heater is
very close to the limit temperature, the method 510 only
allows the duty cycle be at or below a predetermined set point.
In this manner, when the actual temperature is very near the
limit temperature, the method 510 goes into a fault-type con-
dition and uses a safe duty cycle

Assuming the actual plate temperatures are below the safe
temperature limit, the method 510 applies the combined
heater duty cycle from the parallel control algorithms at sum-
mation point 544. The heater duty cycle applies full power for
a certain percentage of a given amount of time. The given
amount of time is the update speed of the fuzzy logic control
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loop. The fuzzy logic control loop, including the fuzzy logic
control algorithm 530, updates about nine times per second in
one embodiment. It should be appreciated that the update rate
of'the fuzzy logic control loop is an important parameter and
that simply increasing the update rate to a certain value may
deteriorate the accuracy of the system. One range of update
rates that provide good results is from about 8.5 times per
second to about 9.5 times per second.

The update rate should not be evenly divisible into the
frequency of the input power. For example, an update rate of
nine times per second works when the AC frequency is held
steady at 50 or 60 hertz. However, as is the case in some
countries, the frequency may be 63 hertz. In such a case, an
update rate of nine hertz will cause inaccuracy. Therefore, in
one embodiment, an update rate of a fraction of 1 hertz is
used, such as 9.1 hertz. Assuming the update rate to be nine
times per second, the time per update is approximately 110
milliseconds. Therefore, if the duty cycle is 0.5, i.e., half on,
half off, the time at which full power is applied is 55 milli-
seconds. During the other 55 milliseconds, no power is
applied. Ifthe duty cycleis 90%, then full power is applied for
90% of 110 milliseconds.

The update speed of the knowledge-based control algo-
rithm 520 is not as critical as the update speed of the fuzzy
logic control loop. For one reason, the signal inputs to the
algorithm 520 change gradually over time so that they do not
need to be checked as often as the comparison between the
desired fluid temperature and the actual fluid temperature. An
update rate of about two seconds is sufficient for the signal
inputs. The inputs of the control algorithm 520 can be updated
from about once every half second to about once every four
seconds. The knowledge-based control algorithm 520 can run
on the main processor of the system 10, 100, for example, an
Intel Strong ARM™ Processor. To facilitate the update rate of
the fuzzy logic control loop, a high speed processor, such as
a Motorola Digital Signal Processor is used. The fuzzy logic-
based control algorithm 530 runs, in one embodiment, on a
delegate processor, e.g., a Motorola Digital Processor.

Referring now to FIG. 26, the knowledge-based control
algorithm 520 is illustrated in more detail. As discussed
above, in a first step, the knowledge-based control algorithm
receives a number of signal inputs, as indicated by block 522.
Some of these inputs are updated at the main processor level
of about once every two seconds. Other inputs are set in
software as constants. One of the input signals that varies over
time, is the number of stroke intervals (“N”) per millisecond.
The pump piston moves over a certain period of time, stops
and dwells, and then moves again for a certain period of time.
The pump makes N number of strokes per millisecond, which
is inputted into the knowledge-based control algorithm.

Another input signal that varies over time is the input
voltage (“Vac”). The input voltage Vac changes over time in a
single house or in different locations. Another input signal
that changes over time is the measured fluid inlet temperature
(“Tin”). Fluid temperature Tin is measured by one of the
numerous sensors of the method 510 described above. An
input which will like not change over time is the plate heater
efficiency (“E”). The heater efficiency E is determined
empirically. The heater efficiency E could change depending
upon the pressure inside the disposable unit during heating,
the material of the disposable unit and the gap tolerance
between the top and bottom plate. The heater efficiency E for
a particular dialysis device therefore remains substantially
constant. As described above, the desired fluid temperature
(“Tdesired”) may vary, depending on doctor’s orders. How-
ever, for any given therapy session, Tdesired is a constant.



Case: 1:12-cv-06890 Document #: 1-1 Filed: 08/27/12 Page 67 of 72 PagelD #:75

US 7,815,595 B2

47

The knowledge-based control algorithm 520 also calcu-
lates the total heater power in Watts, as indicated by block
526. In the illustrated embodiment, the method 510 calculates
the heater power by dividing Vac2 by a plate heater resistance.
The knowledge-based control algorithm 520 then uses the
above calculations to calculate the knowledge-based duty
cycle, as indicated by block 528. The knowledge-based duty
cycle equals, in one embodiment, a factor, e.g., 0o 0.07, mul-
tiplied by the temperature difference, AT, which equals
Tdesired minus the Tin. This product is then multiplied by the
pulsatile flowrate Q. The latter product is then divided by the
product of the total heater power W times the heater efficiency
E. The knowledge-based duty cycle is then fed into summa-
tion point 544 in combination with the fuzzy logic-based duty
cycle output as illustrated by FIG. 26.

The knowledge-based control algorithm 520 also calcu-
lates the total heater power in Watts, as indicated by block
526. In the illustrated embodiment, the method 510 calculates
the heater power by dividing Vac2 by a plate heater resistance.
The knowledge-based control algorithm 520 then uses the
above calculations to calculate the knowledge-based duty
cycle, as indicated by block 528. The knowledge-based duty
cycle equals, in one embodiment, a factor, e.g., 0o 0.07, mul-
tiplied AT, which equals Tdesired minus the Tin. This product
is then multiplied by the pulsatile flowrate Q. The latter prod-
uct is then divided by the product of the total heater power W
times the heater efficiency E. The knowledge-based duty
cycle is then fed into summation point 544 in combination
with the fuzzy logic-based duty cycle output as illustrated by
FIG. 26.

Referring now to FIG. 27, one embodiment for the fuzzy
logic control algorithm 530 is illustrated. It should be appre-
ciated that fuzzy logic is known generally to systems engi-
neers and in the field of system and process control. The fuzzy
logic algorithm described herein is merely one method of
implementing fuzzy logic to perform the task of accepting an
error input, which is the difference between the desired fluid
temperature and the actual fluid temperature, and attempting
to minimize this number to zero. Regardless of the method in
which fuzzy logic is employed, the method inputs a tempera-
ture, sums a AT and outputs a power limiter, such as the duty
cycle. The first step in the fuzzy logic control logic algorithm
530 is to therefore calculate the difference between Tdesired
and Tin, as indicated by block 532.

Next, a number of membership functions are implemented,
as indicated by block 534. In this embodiment, the algorithm
530 implements five measurement functions. Two of the mea-
surement functions, namely, nlarge and plarge, are trapezoi-
dal membership functions. As is known in the art of fuzzy
logic, the trapezoidal membership function consists of four
nodes. Three other membership functions, namely nsmall,
neutral and psmall, are set up as triangle membership func-
tions, which consists of three nodes. After setting up the
membership functions as indicated by block 534, the fuzzy
logic control algorithm 530 performs a fuzzification interface
as indicated by block 536. In the fuzzification interface, the
control algorithm 530 converts the temperature difference
AT, between Tdesired and Tin to a number of fuzzy sets based
on the membership functions set up as indicated in block 534.

Next, the control algorithm 530 applies a number of fuzzy
logic heating rules as indicated by block 538. In an embodi-
ment, the control algorithm 530 employs five fuzzy logic
rules. One rules says that, if AT is nlarge, the output should
decrease at a large pace. Another rules says that, if AT is
nsmall, the output should decrease at a small pace. The third
rule states that if AT is neutral, the output should be zero. A
further rules states that if AT is psmall, the output should
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increase at a small pace. The final rule states that if AT is
plarge, the output should increase at a large pace.

The next step in the fuzzy logic control algorithm 530 is to
perform a defuzzification interface, as indicated by block
540. In the defuzzification interface, the output of the rules is
converted to an actual or “crisp” output, which can then be
translated into a duty cycle. In the defuzzification step indi-
cated by block 590, the output of the fuzzy logic rules is
converted to a “crisp” or exact number. This number is then
converted to the proper output for the heater which, in this
embodiment, is the fuzzy heater duty cycle.

As indicated by block 542, the next step is to determine
how much weight to place on the fuzzy logic duty cycle with
respect to the knowledge-based duty cycle. The weighting
factor is decided by the fuzzy logic rules and the update rates
of both the knowledge based and fuzzy logic based control
algorithms. The weighted fuzzy logic duty cycle is then
summed in summation point 544 with the knowledge-based
duty cycle yielded by the knowledge-based control algorithm
520.

IX. Electrical Insulation for the System

Medical equipment and in particular equipment in intimate
contact with a patient needs to be properly electrically insu-
lated against leakage currents. Class 1 type of equipment
provides basic insulation and a means of connecting to a
protective earthing conductor in the building in which the
equipment resides, which dissipates hazardous voltages if the
equipment insulation fails. One primary use for the system
10, 100 of the present disclosure however is in a patient’s
home. This presents two problems for Class I devices and in
particular for dialysis machines. First, in many countries and
older homes, the earthing ground is faulty, unreliable or com-
pletely absent. Second, many people bypass grounding sys-
tems that do exist. The present disclosure overcomes this
problem by providing an automated dialysis system 10, 100
that requires no earth ground. The system 10, 100 does not
simply rely on the basic insulation provided by Class I
devices but provides either double insulation or reinforced
insulation.

Double insulation includes two layers of insulation. One
layer of insulation can be the basic insulation. At 240 VAC,
basic insulation typically requires four millimeters of “creep-
age” or 2.5 millimeters of “air clearance”. Creepage is the
shortest distance between two conductive parts when both are
disposed along a surface of insulation. Creepage is also the
shortest distance between a conductive part and a bounding
surface of a piece of equipment, wherein the conductive part
and the equipment contact a piece of insulation. Air clearance
is the shortest distance between two conductive parts or
between a conductive part and a piece of equipment, mea-
sured through air.

The additional layer of insulation is called supplemental
insulation. Supplemental insulation is independent insulation
applied in addition to the basic insulation to ensure protection
against electric shock if the basic insulation fails. The supple-
mental insulation can also be in the form of creepage and
clearance.

Reinforced insulation, on the other hand, is a single layer of
insulation offering the same degree of protection as double
insulation. Reinforced insulation provides the electrical pro-
tection equivalent to double insulation for the rated voltage of
the double insulation. For 240 VAC, used as the mains voltage
of'the system 10, 100, the basic insulation can withstand 1500
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VAC and the supplemental insulation can withstand 2500
VAC. The single layer of reinforced insulation must therefore
withstand at least 4000 VAC.

Referring now to FIG. 28, one embodiment of an electri-
cally insulated system 550 of the present disclosure is illus-
trated. The system 550 is illustrated schematically, however,
certain components of the system 550 are identifiable as
components illustrated in the hardware drawings discussed
above. For example, the system 550 includes the housing or
enclosure 112, illustrated above in FIGS. 3A to 4B, which
includes the base 114 and the1id 116 of the hardware unit 110.
The system 550 also includes the heater 16, which in an
embodiment includes upper and lower heating plates illus-
trated in FIG. 3 A and discussed in connection with FIGS. 25
to 27. Further, the system 550 includes the display device 40
and temperature sensors 62 illustrated and discussed in con-
nection with FIGS. 1 and 2.

In FIG. 28, the numbers in parenthesis indicate the working
or operating voltage of the respective component. As illus-
trated, the line 552 and neutral 554 supply a mains voltage of
240 VAC, single phase, in an embodiment, which is the stan-
dard voltage used residentially in many countries throughout
the world. The line 552 and neutral 554 could otherwise
supply the United States residential standard of 120 VAC,
single phase, and indeed could provide a voltage anywhere in
the range 0f 90 to 260 VAC. The line 552 and neutral 554 feed
the 240 VAC into a mains part 556. It is worth noting that the
system 550 does not include or provide a protective earth
conductor.

The mains part 556 feeds 240 VAC to a power supply
printed circuit board (“PCB”) 558. Power supply PCB 558
includes a mains part 562 and a live part 564. For purposes of
the present disclosure, a “mains part” is the entirety of all
parts of a piece of equipment intended to have a conductive
connection with the supply mains voltage. A “live part”is any
part that if a connection is made to the part, the part can cause
a current exceeding the allowable leakage current for the part
concerned to flow from that part to earth or from that part to
an accessible part of the same equipment.

As illustrated, the live parts 560 and 564 step down in
voltage from the mains parts 556 and 562, respectively, to 24
VDC. Obviously, the voltage may be stepped down to other
desired levels. Live part 560 feeds live part 566. Live part 566
is an inverter having a step-up transformer that outputs a
voltage of 1200 Vpeak. The inverter 566 powers a number of
cathode fluorescent lights, which provide backlighting for the
display device 40.

Live part 560 is also electrically isolated from applied part
568, which is maintained at a zero potential. An “applied part”
for purposes of the present disclosure is any part of the system
550 that: (i) comes into physical contact with the patient or
operator performing the dialysis treatment; (i) can be
brought into contact with the patient or operator; or (iii) needs
to be touched by the patient. For instance, it is possible for the
patient to touch the upper or lower plates of the plate heater
16, the temperature sensors 62 and the enclosure or housing
112. The applied part 568 represents schematically the casing
or insulation around the temperature sensors 62.

In an embodiment, which only includes a display device 40
and not a touch screen 42 (discussed in FIGS. 1 and 2), the
housing 112 includes a window 570, such as a glass or clear
plastic window. The glass or plastic window provides the
same level of insulation as the rest of the, e.g., plastic housing
or enclosure 112. In an embodiment which does include a
touch screen 42, the touch screen is properly electrically
insulated, e.g., by the manufacturer of same. Alternatively,

20

25

30

35

40

50

55

60

65

50

one or more layers of insulation discussed below could be
added to system 550 to properly insulate the touch screen 42.

The system 550 makes available an input/output port 572,
which can be a serial port or an Ethernet port to connect the
system 550 to an external computer, a local area network, a
wide area network, an internet and the like. To electrically
insulate input/output port 572, the system provides a protec-
tive covering or casing 574.

The mains part 556 powers the heater element 576, which
is positioned and arranged to heat both the upper and lower
plates of the plate heater 16. In an alternative embodiment
(notillustrated), the mains part 556 powers the infrared heater
discussed above. As illustrated, double insulation is main-
tained between the heater element 576 and the heater plate 16.
The double insulation includes basic insulation B(240), rated
for 240 VAC, and supplemental insulation S(240), rated for
240 VAC.

For the heater plate 16 and element 576, at least, the basic
and supplemental insulation needs to be electrically insula-
tive but thermally conductive. Polyimides, such as a Kap-
ton®, work very well. In an embodiment, therefore, the
B(240) and S(240) layers each include Kapton® tape or sheet
of about 0.3 millimeters thickness. As further illustrated,
another layer of basic insulation B(240), rated for 240 VAC,
and another layer of supplemental insulation S(240), rated for
240 VAC, are disposed between the temperature sensor 62
and the heater plate 16. Thus the heater plate 16 is completely
and doubly insulated from the remainder of the system 550.
Alternatively, either of the double layers of insulation can be
replaced by a single layer of reinforced insulation.

The line 552 and the neutral 554 are insulated by basic
operation insulation BOP (240), rated for 240 VAC, which is
the electrical insulation wrapped or extruded around the
respective wires. Basic insulation B(240), rated for 240 VAC,
is provided between the mains part 556 and the enclosure 112
and between the power supply PCB 558 and the enclosure.
The basic insulation B(240) can be in the form of a properly
separated air gap. The enclosure 112 itself provides supple-
mental insulation S(240) for 240 VAC. The mains part 556 is
therefore doubly insulated from the outside of the enclosure
112.

Since applied part 568 is maintained at a zero operating
voltage, there needs to be no additional insulation placed
between the applied part 568 and the housing 112. Accord-
ingly, there is simply an operational separation displayed
figuratively as OP between the applied part 568 and the hous-
ing 112. Double insulation or reinforced insulation D/R (24)
for 24 VDC is however provided between live part 560 and the
applied part 568, so that applied part 568 maintains its zero
potential. Basic insulation B(24), rated for 24 VDC, is pro-
vided between live part 560 and the enclosure 112. The basic
insulation B(24) can be in the form of a properly separated air
gap. As stated above, the enclosure 112 itself provides supple-
mental insulation S(240) for 240 VAC. Live part 560 is there-
fore doubly insulated from the outside of the enclosure 112.

No additional insulation is needed and only an operational
separation OP is provided between live part 560 and the live
part 566. Since live part 566 is stepped up to 1200 Vpeak, the
supplemental insulation S(240) rated for only 240 VAC of the
enclosure 112 should not be relied upon. Accordingly, double
insulation or reinforced insulation D/R (1200) for 1200
Vpeak is provided between the live part 566 and the housing
112.

Double insulation or reinforced insulation D/R (240) for
240 VAC is provided between the mains part 556 and the live
part 560. Double insulation or reinforced insulation D/R
(240) for 240 VAC is also provided between the line and
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neutral line 554 and the upper and lower plates of plate heater
16. Still further, double insulation or reinforced insulation
D/R (240) for 240 VAC is provided between the mains part
562 and the live part 564 of the power supply PCB 558. Here,
in the case of double insulation, either the basic or supple-
mentary insulation can be a properly separated creepage dis-
tance on the PCB 558.

Double insulation or reinforced insulation D/R (24) for 24
VDC is provided between the housing 112 and the display
device 40. The separation between the display device 40,
maintained at 24 VDC and the inverter, maintained at 1200
Vpeak is only required to be operational. Live part 566 must
be separated from the outside of the housing 112 by D/R
(1200) but not from the LP(24). The reason is that the
LP(1200) is on the secondary side of the live part 566 and if
it is shorted to the LP(24) due to a failure of the operational
insulation, LP(1200) will become at most 24 VDC, providing
no safety hazard.

X. Graphical User Interface

Referring now to FIG. 29, one embodiment of a graphical
user interface (“GUI”) system 600 is illustrated. The GUI
system 600 in an embodiment employs web-based software
as well as other types of software. As discussed previously in
connection with FIG. 28, the system 10, 100 of the present
disclosure is provided with an input/output (e.g., serial or
Ethernet) port 572, which is normally insulated from the
patient by a cover 574. The port 572 allows the controller 30
of the system 10, 100 to access an internet and a variety of
other networks. The GUI system 600 of the present disclosure
takes advantage of this capability by enabling the controller
30 to interact with software on an internet or other network.

It should be appreciated that the GUI system 600 does not
require the patient to have internet or network access in their
home. Rather, the port 572 is for a maintenance person or
installer to gain access to the controller 30 within the hard-
ware unit 110. In this manner, the patient may bring their unit
to a place having internet or network access, wherein the
patient’s software may be upgraded. The patient may then
bring the unit home and operate it without having to gain
internet or network access.

Using web-based software is advantageous because it is
based on well established standards, so that the interface
screens may be constructed using existing software compo-
nents as opposed to being hand crafted. Web-based software
allows for external communication and multiple access
points. The software is portable. For each of these reasons,
software constructed using existing software components
reduces development time and cost.

The present disclosure includes the construction of a GUI
using an embedded web browser 602. In an embodiment, the
embedded web browser 602 is third party software. The
embedded web browser 602 can include any third party
browser that runs on a target platform and includes support
for advanced features such as HTML 4.0, ECMAScript, and
animated GIFs. The web browser 602 renders and supplies
the various GUI screens to the video monitor 40. The web
browser 602 also handles inputs made by the patient. When
the operator interacts with the system (e.g., presses buttons
43, 124, 125 and 127 or turns knob 122, illustrated in FIG.
3B), the web browser 602 forwards information about the
interaction to the embedded web server 604.

The web server 604 in turn uses a web server extension
software 606 to process the interaction. The embedded web
server 604 can also be any third party web server that runs on
a target platform and includes support for the web server
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extension software 606 and that allows a dynamic definition
of the information to be sent to the embedded web browser
602.

The web server extensions are developed internally using
the web server extension software 606 and conform to the
specification of a mechanism, such as a Servlet, which works
in conjunction with the chosen embedded web server 604.
The web server extension software 606 enables the web
server 604 to retrieve back end and real time information from
the instrument access and control software 608. There are a
number of different existing web server extension technolo-
gies that may be used for the embedded web browser 602, the
embedded web server 604 and the web server extension soft-
ware 606, such as CGI, ASP, Servlets or Java Server Pages
(“ISP”).

The web server extension software 606 interacts with the
instrument access and control software 608. The instrument
access and control software 608 is an internally developed
operating environment for controlling the various lower level
components of the system 10, 100, such as the valve motor/
actuator, pump motor/actuator and heater.

Depending on the operator input and the state of the auto-
mated dialysis system 10, 100, the web server extension
software 606 can interact with the instrument access and
control software 608 to obtain information from same and to
cause one of the devices of the system 10, 100 to take action.
The web server extension software 606 then sends informa-
tion to the embedded web browser 602, which may then be
displayed on the display device 40. The web server extension
software 606 communicates with the instrument access and
control software 608 using, in an embodiment, the CORBA
standard. This communication, however, may take place
using various different protocols known to those of skill in the
art.

During the operation of the system 10, 100, an event may
occur that requires high priority information to be displayed
to the operator, for example, an alarm and corresponding
message either on the display device 40 or on a separate
dedicated alarm display. When a high priority event occurs,
the instrument access and control software 608 generates an
event that is handled by an event-handling software 610,
which can be developed internally. The event-handing soft-
ware 610 in turn notifies the embedded web browser 602,
through the use of a plug-in or a refresh request simulation
from the web server 604, to refresh whatever display the web
browser is currently causing to be displayed on display device
40.

The event-handing software 610 enables information to
flow from the instrument access and control software 608 to
the embedded web browser 602 without a request by the
embedded web browser 602, wherein the web browser there-
after requests a refresh. The web server 604 then forwards the
request to the web server extension software 606. The web
server extension software 606 determines what information
should be displayed on the display device 40 based on the
state of the system 10, 110. The web server extension soft-
ware 606 then relays that information back to the embedded
web browser 602, which updates the display device, e.g., to
show an alarm condition.

In one embodiment of the GUI system 600, the web client
is internal to the hardware unit 110 of the system 10, 100. As
described above in connection with FIG. 1, the controller 10
includes a plurality of processors (referred to collectively
herein as processor 34). A main microprocessor is provided
that resides over a number of delegate processors. Each of the
embedded web browser 602, web server 604, web server
extension software 606 and event handling software 610 run
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on the main microprocessor. The instrument access and con-
trol software 608 runs on the main microprocessor and one or
more of the delegate processors.

It is alternatively possible that a number of different exter-
nal web clients may need to access information contained
within the system 10, 100. It is therefore preferred that the
HTTP commands to the embedded web server 604 not require
predetermined passwords, but instead use a stronger and
more flexible security system.

Referring now to FIGS. 30A-30M, a number of screen
shots of the GUI 600 are illustrated that show the overall look
and feel of the system 10, 100 as seen by the operator or
patient. Further, these drawings illustrate various features
provided by the GUI system 600. The goal of the automated
dialysis system of the present disclosure is to make a simple
and well operating system. The device only requires two
supply bags 14, weighs less than 10 kg and can be powered
virtually anywhere in the world without the risk of electrical
shock to the patient. Similarly, the GUI system 600 is
designed to be simple, intuitive, effective, repeatable and
reliable.

As illustrated in FIG. 3B, the system 10, 100 includes a
display device 40, a knob 122 that enables the user to interact
with the GUI system 600 and a number of dedicated push-
buttons 43 that enable the patient to navigate between three
different screens namely a parameter change screen, a log
screen and a therapy screen. In an embodiment, a display
device 40 is provided, wherein the input devices 43, 122,124,
125 and 127 are each electromechanical. In an alternative
embodiment, one or more of the input devices are provided by
atouch screen 42 that operates with the display device 40 and
a video controller 38.

A simulated or electromechanical “stop” input 124, an
“OK” button 125 and a “back” button 127 are also provided.
The OK button 125 enables the operator to indicate that a
particular part of the set-up procedure has been completed
and to prompt the GUI 600 to move on to a next step of the
set-up stage or to the therapy stage. The stop button 124
enables the operator or patient to stop the set-up or therapy
procedures. The system 600 may include a handshake type of
response, such as “are you sure you want to stop the set-up”.
Other parts of the entire procedure, such as the patient fill or
drain cycles immediately stop without further input from the
operator. At certain points in the procedure, the system
enables the operator to move back one or more screens using
the back button 127.

Referring now to FIG. 30A, the display device 40 and the
video controller 38 are adaptable to display animations,
which provide the patient with information and instructions
612 in a comfortable format. As illustrated throughout the
screen shots, the GUI system 600 waits for the patient to read
and understand whatever is being displayed on the display
device 40 before moving on to the next step or stage. FIG.
30A illustrates that the GUI system 600 is waiting until the
patient is ready before beginning the therapy. The system 600
prompts the user to press an “OK” input to begin the therapy.
FIG. 30A also illustrates that the therapy screen is being
presently displayed by highlighting the word “therapy” at
614.

In FIG. 30B, the display device 40 of the GUI system 600
prompts the patient to gather the necessary supplies for the
therapy, such as the supply bags 14. FIGS. 30B and 30C
illustrate that the system 600 uses static images, such as static
image 616 and animations, such as animation 618, which
resemble the actual corresponding supplies or parts to aid the
patient in easily, effectively and safely connecting to the
system 10, 100. For example, the animation 618 of FIG. 30C
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looks like the actual hose clamp of the system 10, 100, which
aids the patient in finding the proper piece of equipment to
proceed with the therapy. The arrow of the animation 618 also
illustrates the action that the patient is supposed to perform,
reducing the risk that the patient will improperly maneuver
the clamp or perhaps break the clamp.

FIGS. 30D and 30E illustrate that the GUI system 600
promotes hygienic operation of the system 10, 100 by
prompting the patient to: (i) take the steps of covering the
patient’s mouth and nose at the proper time; and (ii) wash the
patient’s hands before coming into contact with critical fluid
connectors, such as the patient fluid connector and the supply
bag connectors. The GUI system 600 waits for the patient to
finish and press an OK input at each step before proceeding to
the next step. As illustrated in FIGS. 30D and 30E, software
LEDs 620 located at the top of the display device 40 indicate
where the user is in the setup procedure.

Screen shots of FIGS. 30A to 30E and 30H to 30M each
present procedural set-up steps of the therapy. Accordingly,
the colors of the screen shots of FIGS. 30 A to 30E and 30H to
30M are chosen so that they are more visible when viewed
during the day or with lights on. In one embodiment, the
screens are different shades of blue, wherein the static images
and animations and inner lettering are white and the outer
lettering and borders are black. As illustrated by FIGS. 30F
and 30G however, the screen shots that illustrate the active
stages of the therapy are chosen so that they are more visible
when viewed at night or with lights off. In one embodiment,
the screen shots of FIGS. 30A to 30F are black with ruby red
lettering, diagrams and illustrations, etc. The red letting is
configured so as not to be intrusive to a sleeping patient but
still visible at distances of about 10to 25 feet (3 to 7.6 meters).

FIGS. 30F and 30G illustrate that during active stages of
the therapy, the therapy status information is displayed on the
screen shots in the form of both graphics 622 and numerical
data 624. Therapy status information is displayed in real time
or in substantially real time with a slight time delay. FIG. 30F
illustrates a screen shot during a fill portion of the therapy. In
particular, FIG. 30F illustrates the first fill of three total fills.
The graphical clock 622 illustrates that the fill cycle time is
approximately Y4th elapsed. The arrow graphic 622 indicates
that the therapy is in a fill cycle. Also the graphical represen-
tation of the body 622 has a very low percentage of dialysate.
The numerical data 624 illustrates that the system 10, 100 has
pumped 150 ml of dialysate into the patient.

FIG. 3G illustrates that the patient is currently undergoing
the first drain cycle of three drain cycles that will take place
overnight. The graphical representation of the clock illus-
trates that the drain cycle time is approximately Ysth elapsed.
The graphical arrow is pointing downward indicating a drain
cycle. The body is shown as being substantially full of dialy-
sate. The numerical data 624 illustrates that 50 ml of dialysate
has been removed from the patient.

FIGS. 30H and 301 illustrate that in the morning when the
therapy is complete, the screen reverts back to the daytime
colors, or colors which are more easily seen in a lighted room.
FIG. 30H includes information and instructions 612 that
prompt the patient to disconnect from the system 10, 100. The
system waits for the patient to select the OK button 125 (FIG.
3B) before proceeding. FIG. 301 includes an animation 618,
which illustrates an action and equipment that the patient
while disconnecting from the system. For each action in the
disconnection sequence, system 600 waits for the patient to
select the OK button 125 (FIG. 3B) before proceeding.

FIGS. 30]J to 30M illustrate that in an embodiment, the user
navigates between the therapy, parameter changes and log
information by selecting one of the dedicated inputs 43 illus-
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trated in FIG. 3B. FIG. 30J illustrates that the patient has
selected the input 43 associated with the parameter changes
information. The screen 40 in FIG. 30J now highlights the
word “changes” instead of the word “therapy.”

The parameter screen presents parameter information to
the patient in a hierarchy format. First, as in FIG. 30J, the
system 600 presents categories 625 of parameters, such as
patient preferences, daily patient data, therapy parameters,
nurse parameters and service parameters. The patient can
scroll through the various categories 625 using the adjustment
knob 122 of FIG. 3B, so that a desired category 625 is dis-
played in a highlighted display area 626. F1G. 30H illustrates
that the patient preferences category 625 is currently dis-
played in the highlighted display area 626.

Once the user selects a highlighted category 625 by press-
ing the OK button 125 (FIG. 3B), a first door 628 slides open
and presents the user with a list of the parameters 627 for the
selected category 625 (e.g., the patient preferences category),
as illustrated by the screen 40 of FIG. 30K. FIG. 30K illus-
trates that the patient preferences category 625 is displayed
above the door 628, so that the patient knows which category
625 of parameters 627 is being displayed. At the same time,
the highlighted display area 626 now displays one of a select
group of the parameters 627 belonging to the patient prefer-
ences category 625.

The parameters 627 illustrated in FIG. 30K as belonging to
the patient preferences category 625 include a display bright-
ness percent, a speaker volume percent and a dialysate tem-
perature in degree Celsius. Obviously, the patient preferences
category 625 may include other parameters 627. The other
categories 625 illustrated in FI1G. 30J include different param-
eters 627 than those illustrated in FIG. 30K.

The patient can scroll through and select one of the param-
eters 627 for the patient preferences category 625 by rotating
knob 122. In this manner, it should be appreciated that the
signal knob 122 is used over and over again. This feature is in
accordance with the goal of providing a simple system,
wherein the patient only has to turn one knob instead of
remembering which knob from a plurality of' knobs applies to
aparticular feature. The knob 122 also enables the lettering to
be bigger because the patient can scroll through to see addi-
tional parameter selections that are not displayed when the
door 628 is initially displayed. That is, the functionality of the
knob 122 provides freedom to the GUI 600 to not have to
display all the possible parameters at once. It should be appre-
ciated that this benefit also applies to the category selection
screen of FIG. 30J, wherein each of the categories 625 does
not have to be displayed simultaneously.

Once the patient selects one of the parameters of the patient
preferences category, e.g., by pressing the OK button 125, a
second door 630 slides open, wherein the display device 40
illustrates that the patient has selected the display brightness
parameter 627 of the patient preferences category 625, which
is still displayed by the first door 628 in FIG. 30L. The
highlighted area 626 now displays one of the range of pos-
sible values 632 for the selected parameter 627 of the selected
category.

In FIG. 30L display device 40 illustrates that the high-
lighted display area 626 currently shows a value 632 of eighty
for the display brightness parameter 627 of the patient pref-
erences category. Once again, the patient changes the value
632 of the selected parameter 627 by rotating the knob 122.
When the patient selects a value 632 (by pressing the OK
input 125 illustrated in FIG. 3B while the desired value is
displayed) for the parameter of the chosen category, the GUI
system 600 saves the value as indicated by the display device
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40 in FIG. 30M. FIG. 30M illustrates that the system 600
provides a feedback message to the patient that the selected
value has been saved.

The system 600 in an embodiment presents information
and instructions to the operator through the various visual
tools discussed above. In an alternative embodiment, in addi-
tion to the visual information and instructions 612, static
images 616, animations 618, parameter information, etc.,
one, or more or all of the above disclosed methods of com-
munication is presented audibly to the patient or operator
through speakers 129 (FIG. 3B) and a sound card (not illus-
trated) that cooperate with the controller 30 of the system 10,
100.

The various programs that run on the main microprocessor
can also include one or more programs that activate a certain
sound file at a certain time during the therapy or upon a certain
event initiated by the system 600, e.g., an alarm, or upon a
patient or operator input. The sound files can contain the
sound of a human voice or any other type of sound. The sound
files walk the patient through the set-up portion of the therapy
in an embodiment. The sound files can alert a patient who has
made an inappropriate input into the GUI 600, etc. The sys-
tem does not activate a sound during the cycles, e.g., while the
patient sleeps, in an embodiment.

Ifthe operator selects the dedicated input 43 corresponding
to the log information (not illustrated), the GUI 600 displays
a screen or screens that show therapy data. In an embodiment,
the therapy data is presented in a number of operator select-
able logs. One of the logs can be a default log that is displayed
initially, wherein the operator can switch to another log via,
e.g., the knob 122. The logs may pertain to the most recent
therapy and/or can store data over a number of days and a
number of therapies. The logs can store any type of operating
parameter information such as cycle times, number of cycles,
fluid volume delivered, fluid temperature information, fluid
pressure information, concentration of dialysate constituents,
any unusual or alarm type of events, etc.

It should be understood that various changes and modifi-
cations to the presently preferred embodiments described
herein will be apparent to those skilled in the art. Such
changes and modifications can be made without departing
from the spirit and scope of the present invention and without
diminishing its intended advantages. It is therefore intended
that such changes and modifications be covered by the
appended claims.

The invention is claimed as follows:

1. A peritoneal dialysis system comprising:

a hardware unit, the hardware unit including a pump actua-
tor including a contact surface;

a disposable unit received by the hardware unit, the dispos-
able unit having a moveable membrane operable with
the pump actuator, the pump actuator moveable towards
and away from the disposable unit; and

the hardware unit and disposable unit configured to hold a
negative pressure between the pump actuator and the
moveable membrane of the disposable unit, the negative
pressure causing the moveable membrane to contact and
conform to a shape of the contact surfaces, so as to
follow the pump actuator as the actuator is moved away
from the disposable unit, the pump actuator and mem-
brane positioned relative to each other such that the
membrane contacts and moves with the pump actuator
as the actuator is moved into the disposable unit.

2. The peritoneal dialysis system of claim 1, the moveable

membrane operable to draw dialysate into the disposable unit
as the actuator is moved away from the disposable unit.
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3. The peritoneal dialysis system of claim 1, the moveable
membrane operable to push dialysate out of the disposable
unit as the actuator is moved into the disposable unit.

4. The peritoneal dialysis system of claim 1, wherein the
disposable unit includes at least one of: (i) a disposable cas-
sette attached to a plurality of tubes; and (ii) a rigid piece to
which the flexible membrane is attached.

5. The peritoneal dialysis system of claim 1, wherein a
pumping head of the pump actuator forms the contact surface.

6. The peritoneal dialysis system of claim 1, further includ-
ing at least one of: (i) a heater, wherein the disposable unit
includes a heating portion operable with the heater; and (ii) a
valve actuator, wherein the disposable unit includes a valve
portion operable with the valve actuator.

7. The peritoneal dialysis system of claim 1, wherein the
pump actuator includes a stepper motor.

8. The peritoneal dialysis system of claim 7, wherein the
stepper motor is one of: (i) coupled to a ball screw, the ball
screw converting rotational motion of the stepper motor to a
translational motion for the pump actuator; and (ii) a linear
stepper motor.

9. The peritoneal dialysis system of claim 1, wherein the
pump actuator includes at least one of a pump piston and a
piston head.

10. The peritoneal dialysis system of claim 1, which
includes an apparatus positioned and configured to aid in a
seal that maintains the negative pressure between the pump
actuator and the moveable membrane of the disposable unit.

11. A peritoneal dialysis system comprising:

ahardware unit, the hardware unit including a pump actua-

tor;

adisposable unit received by the hardware unit, the dispos-

able unit having a moveable membrane operable with
the pump actuator, the pump actuator moveable towards
and away from the disposable unit; and

a sealing diaphragm positioned so as to at least partially

form a sealed area between the pump actuator and the
moveable membrane of the disposable unit, the sealed
area allowing a negative pressure to be applied between
the pump actuator and the moveable membrane of the
disposable unit, the negative pressure causing the move-
able membrane to follow the pump actuator as the actua-
tor is moved away from the disposable unit.
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12. The peritoneal dialysis system of claim 11, wherein the
sealing diaphragm is moveable with the pump actuator.

13. The peritoneal dialysis system of claim 11, wherein the
sealing diaphragm includes a seal around a translating shaft
of the pump actuator.

14. The peritoneal dialysis system of claim 11, wherein the
negative pressure is supplied by a pneumatic source separate
from the pump actuator.

15. A peritoneal dialysis system comprising:

an enclosure including a hardware unit that houses a pump

actuator and a door having a recessed area capable of
receiving at least a portion of the pump actuator, the
recessed area forming at least a portion of a pump cham-
ber;

a disposable cassette received between the hardware unit

and the door; and

the cassette including a flexible membrane configured to be

drawn into contact with the pump actuator by a negative
pressure, the pump actuator operable to move the flex-
ible membrane within the portion of the pump chamber
formed by the recessed area of the door.

16. The peritoneal dialysis system of claim 15, wherein the
hardware unit and the door of the enclosure hold the negative
pressure between the pump actuator and the portion of the
pump chamber formed by the recessed area of the door, the
negative pressure causing the flexible membrane to follow the
pump actuator as the actuator is moved away from the pump
chamber.

17. The peritoneal dialysis system of claim 16, wherein the
negative pressure is supplied by a pneumatic source separate
from the pump actuator.

18. The peritoneal dialysis system of claim 15, wherein the
door is hinged to the hardware unit.

19. The peritoneal dialysis system of claim 15, wherein the
portion of the pump chamber of the door is a first portion, and
wherein the hardware unit forms a second portion of the pump
chamber.

20. The peritoneal dialysis system of claim 15, wherein the
at least a portion of the pump chamber of the door is dome
shaped.



