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Description 

This  invention  relates  generally  to  packs  for 
testing  the  efficacy  of  a  sterilization  system. 
More  specifically,  the  invention  relates  to  a  5 
disposable  test  pack  which  can  be  used  with 
either  a  biological  indicator  or  a  chemical  indi- 
cator  to  determine  the  efficacy  of  the  sterilization 
system.  The  present  invention  is  particularly, 
though  not  exclusively,  useful  for  the  testing  of  10 
sterilizing  equipment  used  for  the  sterilization  of 
hospital  and  medical  equipment. 

The  sterilization  of  medical  equipment  by 
exposure  to  steam  is  typically  accomplished  by 
using  an  autoclave.  Normally,  the  equipment  to  15 
be  sterilized  is  placed  within  the  autoclave  and  a 
vacuum  may  be  drawn  depending  on  the  par- ticular  procedure  being  followed.  The  sterilization 
medium,  steam,  is  then  introduced  into  the 
autoclave  to  permeate  the  equipment  and  steril-  20 
ize  it. 

According  to  standard  hospital  procedures, 
steam  sterilization  equipment  needs  to  be 
periodically  tested  to  insure  the  sterilization 
process  is  efficacious.  Such  a  test  necessarily  25 
requires  subjecting  spores  of  living  micro- 
organisms  to  the  sterilization  cycle  and  sub- 
sequently  observing  whether  they  have  remained 
viable.  To  insure  that  the  sterilization  process  is 
efficacious  by  sufficiently  challenging  the  steril-  30 
ization  equipment,  these  spores  need  to  be 
protected  as  well  or  better  than  they  would 
ordinarily  be  protected  if  lodged  in  the  most 
inaccessible  recesses  of  the  hospital  equipment 
to  be  sterilized.  35 

Several  procedures  have  been  proposed  to  test 
the  efficacy  of  steam  sterilization  equipment. 
Typical  of  these,  and  perhaps  the  best  known 
and  most  widely  used,  is  the  procedure  recently 
published  by  the  Association  for  the  Ad-  40 
vancement  of  Medical  Instrumentation  (A.A.M.I.). 
According  to  the  A.A.M.I.  recommended  practice, 
freshly  laundered  all-cotton  towels  are  folded  by 
hospital  personnel  and  stacked  to  construct  a 
test  pack  into  which  a  biological  indicator  is  45 
imbedded.  This  pack  is  then  subjected  to  the 
sterilization  cycle. 

Although  apparently  efficacious  for  its  inten- 
ded  purpose,  the  construction  of  a  test  pack 
according  to  the  A.A.M.I.  procedure  is  labour  50 
intensive  and  the  resulting  pack  is  relatively 
bulky.  In  light  of  these  limitations,  the  present 
invention  satisfies  the  need  for  a  pre-assembled 
composite  sterilization  test  pack  which  is  con- 
venient  to  handle  and  which  will  sufficiently  55 
challenge  steam  sterilization  equipment.  This  is 
accomplished  by  surrounding  a  biological  indi- 
cator  with  material  which  will  delay  steam  entry 
to  the  indicator  and  provide  the  indicator  with  a 
degree  of  thermal  insulation.  60 

Accordingly,  it  is  an  object  of  the  present 
invention  to  provide  a  pre-assembled  sterilization 
test  pack  which  tests  the  efficacy  of  steam 
sterilization  equipment  by  challenging  the  ac- 
cessibility  of  steam  to  the  indicator  and  providing  65 

a  requisite  level  of  thermal  insulation  for  the 
indicator.  It  is  yet  another  object  of  the  present invention  to  provide  a  test  pack  which  can  be 
easily  altered  to  change  sterilization  indicators 
according  to  the  needs  and  desires  of  the 
operation.  Still  another  object  of  the  present 
invention  is  to  provide  a  biological  test  pack 
which  is  small,  compact  and  easily  handled  by 
hospital  personnel.  Another  object  of  the  inven- 
tion  is  to  provide  a  test  pack  which  is  convenient 
to  use,  standardized,  cost  effective  and  easily 
manufactured. 

According  to  the  present  invention  there  is 
provided  a  disposable  pack  for  testing  the 
efficacy  of  a  sterilization  process,  which  com- 
prises: 

-  a  plurality  of  gas  permeable  porous  sheets, 
each  of  said  sheets  being  cut  to  form  a  hole 
therethrough  and  stacked  to  form  a  base  pad 
having  a  top  surface,  a  bottom  surface,  an  edge 
therebetween  and  a  cavity  established  by  the 
alignment  of  said  holes  for  receiving  a  steril- 
ization  indicator  therein; 

-  a  porous  bottom  pad  having  an  edge  and 
disposed  against  said  bottom  surface  with  its 
edge  substantially  flush  with  said  edge  of  said 
base  pad;  and 

-  a  gas  impermeable  layer  disposed  against 
said  base  pad  to  substantially  direct  the  passage of  gas  into  and  out  of  said  pack  at  least  through 
said  edge  of  said  base  pad. 

In  a  preferred  embodiment  the  disposable 
pack  further  comprises  a  top  pad  having  an  edge, 
which  is  disposed  between  the  base  pad  and  the 
gas  impermeable  layer,  said  top  pad  being 
disposed  against  said  top  surface  of  said  base 
pad  with  its  edge  substantially  flush  with  the 
edge  of  said  base  pad,  so  that  the  gas  imper- 
meable  layer  is  disposed  against  the  top  pad 
instead  of  the  base  pad,  wherein  the  gas  im- 
permeable  layer  further  serves  to  direct  the 
passage  of  gas  into  and  out  of  said  pad  through 
said  edge  of  said  top  pad.  Preferably  the  gas 
impermeable  layer  is  laminated  to  said  top  pad  to 
prevent  the  passage  of  gas  into  and  out  of  said 
pack  through  said  impermeable  layer. 

Desirably  the  disposable  pack  further  com- 
prises: 

-  a  layer  of  reticulated  foam  having  an  edge, 
said  foam  layer  being  disposed  against  said 
bottom  pad  with  its  edge  flush  with  the  edge  of 
said  bottom  pad  to  position  said  bottom  pad 
between  said  foam  layer  and  said  base  pad;  and 

-  a  cover  pad  having  an  edge  and  a  surface 
covered  with  a  gas  impermeable  non-porous 
plastic  laminate,  which  is  disposed  against  said 
foam  layer  opposite  said  bottom  pad  with  its 
edge  substantially  flush  with  the  edge  of  said 
foam  layer. 

When  subjected  to  a  sterilization  cycle,  the 
sterilization  indicator,  positioned  in  the  cavity  of 
the  test  pack's  base  pad  will  react  according  to 
the  efficacy  of  the  sterilization  cycle.  As  en- 
visioned  by  the  present  invention,  a  biological 
and  a  chemical  indicator  can  be  used  in  the  test 
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on  the  desires  of  the  operator.  However,  as  will 
be  more  clearly  appreciated  in  subsequent 
discussion,  the  top  surface  40  and  the  bottom 
surface  42  are  preferably  flat  in  order  to  engage 
with  top  pad  28  and  bottom  pad  30  in  a  manner  to 
be  subsequently  discussed. 

Still  referring  to  Figure  2,  it  is  seen  that  the 
cavity  22  is  configured  with  holes  18a  to  receive  a 
chemical  indicator  24  and  a  biological  indicator 
26.  Further,  a  chemical  indicator  24  of  the  type 
described  and  claimed  in  U.S.  Patent  No.  2  118 
144  is  appropriate  for  use  in  the  present  inven- 
tion. 

In  addition  to  base  pad  20,  test  pack  10  also 
includes  a  top  pad  28.  Preferably,  top  pad  28 
comprises  a  single  porous  sheet  having  an  edge 
46.  Unlike  base  pad  20,  top  pad  28  is  continuous 
and  is  not  formed  with  a  cavity.  In  the  construc- 
tion  of  test  pack  10,  top  pad  28  is  positioned 
against  top  surface  40  of  base  pad  20  with  its 
edge  46  substantially  flush  with  edge  44  of  base 
pad  20.  Also,  top  pad  28  is  positioned  against 
base  pad  20  in  such  a  way  that  the  biological 
indicator  26  and  the  chemical  indicator  24  can  be 
held  within  the  cavity  22.  Further  to  this  purpose, 
as  also  shown  in  Figure  2,  a  bottom  pad  30,  which 
preferably  comprises  a  plurality  of  porous  sheets 
which  are  stacked  to  form  the  box-shaped  pad  30 
having  an  edge  48,  is  disposed  against  the 
bottom  surface  42  of  base  pad  20  with  its  edge  48 
substantially  flush  with  edge  44  of  base  pad  20. 
Like  the  sheet  16  of  top  pad  28,  the  sheets  16  of 
bottom  pad  30  are  continuous  and  do  not  form  a 
cavity.  For  the  purpose  of  description,  the  box- 
shaped  structures  described  herein  are  es- 
sentially  the  equivalent  of  right  parallelapipeds. 

An  impermeable  layer  32,  which  can  be  of  any 
material  which  is  non-porous  and  gas  imper- 
meable,  is  disposed  against  the  top  pad  28  in  a 
manner  well  known  in  the  pertinent  art.  Place- 
ment  of  layer  32  on  top  pad  28  in  such  a  manner 
prevents  the  passage  of  gas  transverse  to  the 
surface  of  top  pad  28  where  layer  32  is  in  contact 
with  top  pad  28.  Stated  differently,  gas  imper- 
meable  non-porous  layer  32  is  positioned  against 
top  pad  28  to  direct  the  passage  of  gas  into  and 
out  of  the  test  pack  10  transverse  to  the  exposed 
surface  of  bottom  pad  30.  In  the  preferred 
embodiment,  the  impermeable  layer  32  com- 
prises  a  plastic  film  which  is  laminated  to  top  pad 
28.  Although  layer  32  is  shown  laminated  to  top 
pad  28  in  Figure  2,  it  will  be  appreciated  by  the 
skilled  artisan  that  impermeable  layer  32  can  be 
positioned  against  top  pad  28  in  any  manner 
which  will  prevent  flow  of  gas  transverse  to 
impermeable  layer  32.  Also,  it  will  be  appreciated 
by  the  skilled  artisan  that  sheet  16  of  top  pad  28 
essentially  provides  support  for  impermeable 
layer  32  and  could  be  eliminated  if  an  imper- 
meable  layer  32  of  sufficient  stiffness  is  used. 

In  accordance  with  the  above  description,  in 
the  preferred  embodiment  of  the  present  inven- 
tion,  bottom  pad  30  comprises  approximately 
twenty-five  undie  cut  sheets  16;  base  pad  20 
comprises  approximately  forty  die  cut  sheets  16; 

pack  for  increased  versatility  and  compatibility 
with  the  particular  equipment  being  tested.  The 
entire  pack  can  be  covered  with  a  CSR  (central 
supply  room)  overwrap  material  and  held 
together  with  a  tape  having  an  indicator  ink 
imprinted  thereon  to  show  when  a  pack  has  been 
subjected  to  a  sterilization  process. 

Reference  is  now  made  to  the  accompanying 
drawings,  in  which: 

10 
Figure  1  is  aside  cross-sectional  view  of  steril- 

ization  equipment  showing  the  test  pack  of  the 
present  invention  located  therein; 

Figure  2  is  an  exploded  perspective  view  of  the 
present  invention;  15 

Figures  3a,  b  and  c  are  perspective  views  of 
porous  sheets  used  in  the  present  invention 
showing  various  holes  cut  therethrough  that  can 
form  cavity  configurations  in  which  sterilization 
indicators  can  be  placed;  20 

Figure  4  is  a  perspective  view  of  the  steril- 
ization  test  pack  folded  and  ready  for  use  in 
sterilization  equipment; 

Figure  5  is  an  exploded  perspective  view  of  the 
contents  of  an  alternate  embodiment  of  the  25 
sterilization  test  pack;  and 

Figure  6  is  an  exploded  perspective  view  of  the 
contents  of  another  embodiment  of  the  steril- 
ization  test  pack. 

30 
Figure  1  shows  the  test  pack  10  of  the  present 

invention  as  it  would  be  placed  inside  sterilization 
equipment  12  for  testing  the  efficacy  of  the 
equipment  12.  Also  shown  placed  in  equipment 
12  are  various  bundles  14  of  medical  equipment  35 
which  require  sterilization. 

Referring  now  to  Figure  2,  it  can  be  seen  that 
test  pack  10  comprises  a  base  pad  20,  a  top  pad 
28  and  a  bottom  pad  30  generally  oriented  with 
respect  to  each  other  as  shown.  With  specific  40 
regard  to  base  pad  20  and  reference  to  Figure  2, 
it  will  be  appreciated  that  base  pad  20  is 
constructed  by  stacking  together  several  gas 
permeable  porous  sheets  16.  As  seen  in  Figures 
3a,  b  and  c,  these  sheets  16  can  have  several  die  45 
cut  configurations  of  which  the  variety  of  holes 
18a,  b  and  c  shown  respectively  in  Figures  3a,  b 
and  c  are  only  exemplary.  Several  sheets  16,  each 
having  similar  hole  18  configurations,  are  stacked 
together  to  form  pad  20  with  a  cavity  22.  It  will  be  50 
appreciated  by  the  skilled  artisan  that,  depending 
on  the  hole  18  configuration,  cavity  22  can  be 
formed  in  various  shapes  depending  upon  the 
needs  and  desires  of  the  operator  and  according 
to  the  size,  shape  and  configuration  of  the  55 
particular  biological  test  indicator  being  used.  In 
the  preferred  embodiment,  the  sheet  16  com- 
prises  a  non-woven  gas  permeable  porous 
material  such  as  heavy  weight  index  paper  which 
is  well  known  in  the  pertinent  art.  60 

As  seen  in  Figure  2,  base  pad  20  is  generally 
box-shaped  and  has  a  top  surface  40,  a  bottom 
surface  42  and  an  edge  44  defined  therebetween. 
As  was  the  case  with  cavity  22,  the  particular 
shape  of  base  pad  20  can  be  modified  depending  65 
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and  top  pad  28  comprises  a  single  undie  cut 
sheet  16.  Further,  the  plastic  gas  impermeable 
layer  32  is  preferably  laminated  across  the 
entirety  of  the  exposed  outer  surface  of  sheet  16 
of  top  pad  28.  Accordingly  test  pack  10  when  5 
stacked  together  will  comprise  from  top  to 
bottom;  the  plastic  laminate  gas  impermeable 
layer  32,  the  gas  permeable  top  pad  32  com- 
prising  a  single  undie  cut  sheet  16,  the  gas 
permeable  base  pad  20  comprising  ap-  10 
proximately  forty  die  cut  sheets  16  forming  cavity 
22,  and  the  gas  permeable  bottom  pad  30 
comprising  approximately  twenty-five  undie  cut 
sheets  16. 

The  integrity  of  the  entire  test  pack  10  can  be  15 
maintained  by  folding  a  disposable  CSR  wrap  34 
(see  Figure  4)  around  the  test  pack  10  and 
holding  the  CSR  wrap  34  in  place  with  an 
autoclave  tape  36.  As  best  seen  in  Figure  4,  test 
pack  10,  when  constructed  in  the  above  de-  20 
scribed  manner,  comprises  a  self-contained  unit 
which  can  be  easily  handled  by  personnel 
desiring  to  test  the  efficacy  of  sterilization 
equipment. 

In  the  operation  of  the  test  pack  10  of  the  25 
present  invention,  a  biological  indicator  26  and/or 
a  chemical  indicator  24  is  placed  within  the  cavity 
22  that  is  formed  within  the  porous  base  pad  20. 
A  porous  top  pad  28  is  positioned  against  the  top 
surface  40  of  middle  pad  20  and  a  porous  bottom  30 
pad  30  is  positioned  against  the  bottom  surface 
42  of  middle  pad  20  to  confine  the  chemical 
indicator  24  or  the  biological  indicator  26  within 
the  cavity  22.  An  impermeable  layer  32  is  po- sitioned  against  the  top  pad  28  in  a  manner  which  35 
will  confine  the  introduction  of  gas  into  and 
evacuation  of  gas  from  the  test  pack  10  to  the 
edges  44,  46  and  48  and  transverse  to  the 
exposed  surface  of  bottom  pad  30.  The  test  pack 
10  is  then  wrapped  in  disposable  CSR  wrap  and  40 
hold  together  by  autoclave  tape  36  in  a  manner 
which  allows  placement  of  the  test  pack  10  into  a 
sterilization  equipment  12  for  testing  of  the 
equipment  12.  After  completion  of  the  steril- 
ization  cycle,  test  pack  10  is  removed  from  45 
equipment  12  and  the  indicators  24  and  26  are 
examined  to  determine  the  efficacy  of  the  cycle. 

In  an  alternate  embodiment  of  the  present 
invention,  generally  designated  80  in  Figure  5,  the 
preferred  embodiment  is  altered  to  further  com-  50 
prise  a  layer  50  of  reticulated  foam  which  is 
positioned  against  the  exposed  surface  of  bot- 
tom  pad  30  to  position  bottom  pad  30  between 
base  pad  20  and  the  foam  layer  50.  Additionally,  a 
cover  pad  52  is  positioned  to  place  foam  layer  50  55 
between  bottom  pad  30  and  cover  pad  52.  A  gas 
impermeable  non-porous  layer  38  is  laminated 
against  cover  pad  52  in  a  manner  similar  to  the 
description  above  for  top  pad  28  and  imper- 
meable  layer  32.  gg 

In  yet  another  embodiment  of  the  present 
invention,  as  shown  in  Figure  6,  the  top  pad  28  is 
constructed  solely  of  a  gas  impermeable  non- 
porous  layer  32.  For  the  integrity  of  pack  10  and 
ease  of  construction,  the  impermeable  layer  32  in  65 

this  alternate  embodiment  should  be  of  a  plastic 
well  known  in  the  art  which  in  sufficiently  stiff  to 
provide  the  support  for  chemical  indicator  24 
and/or  biological  indicator  26  as  they  nest  in  the 
cavity  22.  In  all  important  respects,  the  em- 
bodiment  of  the  present  invention,  as  shown  in 
Figure  6,  is  constructed  in  a  manner  as  described 
for  the  preferred  embodiment  and  functions 
essentially  in  the  manner  as  described  above  for 
the  preferred  embodiment. 

The  skilled  artisan  will  recognise  that  the 
present  invention  is  capable  of  several  variations 
and  modifications.  For  instance,  instead  of  a 
single  sheet  16  for  top  pad  28,  as  disclosed  for 
the  preferred  embodiment,  top  pad  28  may 
comprise  a  plurality  of  sheets  16  as  shown  in 
Figure  5.  An  increase  in  the  number  of  sheets  16 
for  top  pad  28  will  decrease  the  exposure  of 
indicator  26  to  radiant  heat.  Likewise  the  number 
of  sheets  16  used  for  base  pad  20  and  bottom 
pad  30  can  be  varied  according  to  the  desires  and 
needs  of  the  operator.  Further,  although  the 
preferred  dimension  of  sheets  16  are  4.5"  x  6" 
(11.4  cm  x  15.2  cm)  these  dimensions  can  also  be 
changed  to  vary  the  resistance  of  test  pack  10 
and  meet  the  particular  needs  and  desires  of  the 
operator. 

Claims 

1.  A  disposable  pack  for  testing  the  efficacy  of 
a  sterilization  process  comprises: 

-  a  plurality  of  gas  permeable  porous  sheets, 
each  of  said  sheets  being  cut  to  form  a  hole 
therethrough  and  stacked  to  form  a  base  pad 
having  a  top  surface,  a  bottom  surface,  an  edge 
therebetween  and  a  cavity  established  by  the 
alignment  of  said  holes  for  receiving  a  steril- 
ization  indicator  therein; 

-  a  porous  bottom  pad  having  an  edge  and 
disposed  against  said  bottom  surface  with  its 
edge  substantially  flush  with  said  edge  of  said 
base  pad;  and 

-  a  gas  impermeable  layer  disposed  against 
said  base  pad  to  substantially  direct  the  passage of  gas  into  and  out  of  said  pack  at  least  through 
said  edge  of  said  base  pad. 

2.  A  disposable  pack  according  to  Claim  1, 
further  comprising  a  top  pad  having  an  edge  and 
being  disposed  between  the  base  pad  and  the 
gas  impermeable  layer,  said  top  pad  being 
disposed  against  said  top  surface  of  said  base 
pad  with  its  edge  substantially  flush  with  the 
edge  of  said  base  pad,  so  that  the  gas  imper- 
meable  layer  is  disposed  against  the  top  pad 
instead  of  the  base  pad,  wherein  the  gas  im- 
permeable  layer  further  serves  to  direct  the 
passage  of  gas  into  and  out  of  said  pad  through 
said  edge  of  said  top  pad. 

3.  A  disposable  biological  test  pack  according 
to  Claim  2,  wherein  the  gas  impermeable  layer  is 
laminated  to  said  top  pad  to  prevent  the  passage of  gas  into  and  out  of  said  pack  through  said 
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an  der  Oberseite  der  Grundeinlage  anliegt  und  ihr 
Rand  im  wesentlichen  bundig  mit  dem  Rand  der 
Grundeinlage  abschlie&t,  so  daB  die 
gasundurchlassige  Schicht  nicht  an  der  Grun- 
deinlage,  sondern  an  der  oberen  Einlage  anliegt, 
wobei  die  gasundurchlassige  Schicht  weiterhin 
dazu  dient,  den  Durchgang  von  Gas  in  die  und 
aus  der  Packung  durch  den  Rand  der  oberen 
Einlage  zu  richten. 

3.  Wegwerfbare  biologische  Testpackung  nach 
Anspruch  2,  dadurch  gekennzeichnet,  daS  die 
gasundurchlassige  Schicht  lagenartig  auf  die 
obere  Einlage  aufgebracht  ist,  um  einen  Durch- 
gang  von  Gas  in  die  und  aus  der  Packung  durch 
die  undurchlassige  Schicht  hindurch  zu  ver- 
hindern. 

4.  Wegwerfbare  Packung  nach  einem  der 
vorangehenden  Anspriiche,  gekennzeichnet 
durch: 

-  eine  Schicht  aus  einem  vernetzten  Schau 
m(stoff),  die  einen  Rand  aufweist  und  so  an  der 
Bodeneinlage  anliegt,  dafc  ihr  Rand  bundig  mit 
dem  Rand  der  Bodeneinlage  abschlie&t,  um  die 
Bodeneinlage  zwischen  der  Schaum(stoff)schicht 
und  der  Grundeinlage  zu  positionieren,  und  eine 
Abdeckeinlage,  die  einen  Rand  und  eine  mit 
einem  gasundurchlassigen,  nichtporosen  plasti- 
schen  bzw.  Kunststoff-Laminat  bedeckte 
Oberflache  aufweist  und  die  der  Bodeneinlage 
gegeniiberliegend  an  der  Schaum(stoff)schicht 
anliegt,  wobei  ihr  Rand  im  wesentlichen  bundig 
mit  dem  Rand  der  Schaum(stoff)schicht  ab- 
schlieSt. 

5.  Wegwerfbare  Packung  nach  einem  der 
Anspruche  1  bis  4,  gekennzeichnet  durch  eine 
gasdurchlassige,  porose  Umhullung,  welche  die 
Packung  zur  Aufrechterhaltung  ihres  Zu- 
sammenhalts  umschlie&t. 

6.  Wegwerfbare  Packung  nach  einem  der 
Anspruch  1  bis  5,  dadurch  gekennzeichnet,  daB 
der  Sterilisationsindikator  ein  biologischer  Indi- 
kator  ist. 

7.  Wegwerfbare  Packung  nach  einem  der 
Anspruche  1  bis  5,  dadurch  gekennzeichnet,  da& 
der  Sterilisationsindikator  ein  chemischer  Indi- 
kator  ist. 

8.  Wegwerfbare  Packung  nach  einem  der 
Anspriiche  1  bis  5,  dadurch  gekennzeichnet,  date 
der  Sterilisationsindikator  einen  biologischen 
Indikator  und  einen  chemischen  Indikator  umfaSt. 

9.  Wegwerfbare  Packung  nach  einem  der 
Anspruche  1  bis  8,  dadurch  gekennzeichnet,  daB 
die  obere  Einlage  eine  einzige  gasdurchlassige 
Lage  aufweist  und  die  Bodeneinlage  eine  Anzahl 
gasdurchlassiger,  poroser  Lagen  umfaBt. 

10.  Wegwerfbare  Packung  nach  einem  der 
Anspruche  1  bis  9,  dadurch  gekennzeichnet,  daS 
die  gasundurchlassige  Schicht  ein  plastisches 
bzw.  Kunststoff-Laminat  ist. 

impermeable  layer. 
4.  A  disposable  pack  according  to  any  pre- 

ceding  claim,  further  comprising: 
-  a  layer  of  reticulated  foam  having  an  edge 

and  disposed  against  said  bottom  pad  with  its  5 
edge  flush  with  the  edge  of  said  bottom  pad  to 
position  said  bottom  pad  between  said  foam 
layer  and  said  base  pad;  and 

-  a  cover  pad  having  an  edge  and  a  surface 
covered  with  a  gas  impermeable  non-porous  10 
plastic  laminate  and  disposed  against  said  foam 
layer  opposite  said  bottom  pad  with  its  edge 
substantially  flush  with  the  edge  of  said  foam 
layer. 

5.  A  disposable  pack  as  claimed  in  any  of  15 
Claims  1  to  4  further  comprising  a  gas  permeable 
porous  overwrap  surrounding  said  pack  to 
maintain  the  integrity  thereof. 

6.  A  disposable  pack  as  claimed  in  any  of 
Claims  1  to  5  wherein  the  sterilization  indicator  is  20 
a  biological  indicator. 

7.  A  disposable  pack  as  claimed  in  any  of 
Claims  1  to  5  wherein  the  sterilization  indicator  is 
a  chemical  indicator. 

8.  A  disposable  pack  as  claimed  in  any  of  25 
Claims  1  to  5  wherein  the  sterilization  indicator 
comprises  a  biological  indicator  and  a  chemical 
indicator. 

9.  A  disposable  pack  as  claimed  in  any  of 
Claims  1  to  8  wherein  said  top  pad  comprises  a  30 
single  gas  permeable  porous  sheet  and  said 
bottom  pad  comprises  a  plurality  of  gas  per- 
meable  porous  sheets. 

10.  A  disposable  pack  as  claimed  in  any  of 
Claims  1  to  9  wherein  said  gas  impermeable  layer  35 
is  a  plastic  laminate. 

Patentanspriiche  40 

1.  Wegwerfbare  Packung  zum  Testen  der 
Wirksamkeit  eines  Sterilisationsprozesses,  um- 
fassend: 

-  eine  Anzahl  von  gasdurchlassigen,  porosen  45 
Lagen,  in  denen  jeweils  eine  Offnung  ausge- 
schnitten  ist  und  die  gestapelt  sind  unter  Bildung 
einer  Grundeinlage  mit  einer  Oberseite,  einer 
Unterseite,  einem  dazwischen  befindlichen  Rand 
und  einem  durch  die  gegenseitige  Ausrichtung  50 
der  Offnungen  festgelegten  Hohlraum  zur  Auf- 
nahme  eines  Sterilisationsindikators, 

eine  einen  Rand  aufweisende  porose  Boden- 
einlage,  die  an  der  Unterseite  anliegt  und  mit 
ihrem  Rand  im  wesentlichen  bundig  mit  dem  55 
Rand  der  Grundeinlage  abschlie&t,  und  eine  an 
der  Grundeinlage  anliegende,  gasundurchlassige 
Schicht,  um  den  Durchgang  von  Gas  in  die  und 
aus  der  Packung  im  wesentlichen  zumindest 
durch  den  Rand  der  Grundeinlage  zu  richten.  60 

2.  Wegwerfbare  Packung  nach  Anspruch  1 
gekennzeichnet  durch  eine  obere  Einlage,  die 
einen  Rand  aufweist  und  die  zwischen  der 
Grundeinlage  und  der  gasundurchlassigen 
Schicht  angeordnet  ist,  wobei  die  obere  Einlage  65 

5 
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Revendications 

1.  Sachet  jetable  pour  tester  I'efficacite  d'une 
operation  de  sterilisation  comprenant: 

-  une  pluralite  de  feuilles  poreuses  permeables 
aux  gaz,  chacune  de  ces  feuilles  etant  decoupee 
pour  y  former  un  trou  la  traversant  et  ces  feuilles 
etant  empilees  pour  former  un  tampon  de  base 
ayant  une  surface  superieure,  une  surface  de 
fond,  un  bord  entre  ces  surfaces  et  une  cavite 
etablie  par  I'alignement  desdits  trous  pour  y recevoir  un  indicateur  de  sterilisation; 

-  un  tampon  poreux  de  fond  ayant  un  bord  et 
dispose  contre  ladite  surface  de  fond  avec  son bord  pratiquement  a  ras  dudit  bord  dudit  tampon de  base;  et 

-  une  couche  impermeable  aux  gaz  disposee 
contre  ledit  tampon  de  base  pour  diriger 
substantiellement  le  passage  de  gaz  a  I'entree  et 
a  la  sortie  dudit  sachet,  au  moins  a  travers  ledit 
bord  dudit  tampon  de  base. 

2.  Sachet  jetable  selon  la  revendication  1, 
comprenant  en  outre  un  tampon  superieur  ayant 
un  bord  et  etant  dispose  entre  le  tampon  de  base 
et  la  couche  impermeable  aux  gaz,  ledit  tampon 
superieur  etant  dispose  contre  ladite  surface 
superieure  dudit  tampon  de  base  avec  son  bord 
pratiquement  a  ras  du  bord  dudit  tampon  de 
base,  de  telle  sorte  que  la  couche  impermeable 
aux  gaz  soit  disposee  contre  le  tampon  superieur 
au  lieu  du  tampon  de  base,  dans  lequel  la  couche 
impermeable  aux  gaz  sert  en  outre  a  diriger  le 
passage  de  gaz  a  I'entree  et  a  la  sortie  dudit 
tampon  a  travers  ledit  bord  dudit  tampon  supe- rieur. 

3.  Sachet  jetable  de  test  biologique  selon  la 
revendication  2,  dans  lequel  la  couche  imper- 
meable  aux  gaz  est  contre  collee  avec  ledit 
tampon  superieur  pour  empecher  le  passage  de 
gaz  a  I'entree  et  a  la  sortie  dudit  sachet  a  travers 
ladite  couche  impermeable. 

4.  Sachet  jetable  selon  I'une  quelconque  des 
revendications  precedentes,  comprenant  en 
outre: 

-  une  couche  de  mousse  reticulee  ayant  un 
bord  et  disposee  contre  ledit  tampon  de  fond 
avec  son  bord  a  ras  du  bord  dudit  tampon  de 
fond  pour  positionner  ledit  tampon  de  fond  entre 
ladite  couche  de  mousse  et  ledit  tampon  de 
base;  et 

-  un  tampon  de  couverture  ayant  un  bord  et 
une  surface  couverte  d'un  enduit  plastique  non 
poreux  impermeable  aux  gaz  et  disposee  contre 
ladite  couche  de  mousse  a  I'oppose  dudit  tam- 
pon  de  fond  avec  son  bord  pratiquement  a  ras  du 
bord  de  ladite  couche  de  mousse. 

5.  Sachet  jetable  selon  I'une  quelconque  des 
revendications  1  a  4,  comprenant  en  outre  une 
enveloppe  exterieure  poreuse  permeable  aux  gaz entourant  ledit  sachet  pour  en  maintenir  I'inte- 
grite. 

6.  Sachet  jetable  selon  I'une  quelconque  des 
revendications  1  a  5,  dans  lequel  I'indicateur  de 
sterilisation  est  un  indicateur  biologique. 

7.  Sachet  jetable  selon  I'une  quelconque  des 

revendications  1  a  5,  dans  lequel  I'indicateur  de 
sterilisation  est  un  indicateur  chimique. 

8.  Sachet  jetable  selon  I'une  quelconque  des 
revendications  1  a  5,  dans  lequel  I'indicateur  de 
sterilisation  comprend  un  indicateur  biologique  et 
un  indicateur  chimique. 

9.  Sachet  jetable  selon  I'une  quelconque  des 
revendications  1  a  8,  dans  lequel  ledit  tampon superieur  comprend  une  seule  feuille  poreuse permeable  aux  gaz  et  ledit  tampon  de  base 
comprend  une  pluralite  de  feuilles  poreuses 
permeables  aux  gaz. 

10.  Sachet  jetable  selon  I'une  quelconque  des 
revendications  1  a  9,  dans  lequel  ladite  couche 
impermeable  aux  gaz  est  un  enduit  plastique. 
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