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ANSI/ AAMI ST79

o Comprehensive Guide to Steam Sterilization and

Sterility Assurance in Healthcare Facilities

ANSI/AAMI ST79
Comprehensive guide to steam
stenlization and steriity assurance
in health care facilities

American
National
Standard




SI/AAMI ST79

o Association for the Advancement of Medical Instrumentation

o Since 1967 \’

o nearly 7,000 professionals united

Advancing Safety in Healthcare Technology

o American National Standards Institute

o Since 1918 ‘”S’ °
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International
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Central Sterilization (Supply) Room :C SR (=

Central Sterile (Sterilization) Supply (Services) Department :C S SD '

Central Sterilization (Service) Department :C SD -

Theatre Sterile Supply Unit :TSSU -

Sterile Processing Department (Distribution) :SPD -
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ANSI /| AAMI ST79
CHAPTERS

Chapter 1 Scope

Chapter 2 Definitions and Abbreviations
Chapter 3 Design Considerations
Chapter 4 Personnel Considerations
Chapter 5 Receiving

O O O O O O

Chapter 6 Handling, Collection, and Transport of
Contaminated Items

Chapter 7 Cleaning and Other Decontamination Processes
Chapter 8 Packaging, Preparation, and Sterilization
Chapter 9 Installation, Care, and Maintenance of Sterilizers

o Chapter 10 Quality Control
o Chapter 11 Quality Process Improvement @
o Chapter 12 New Product Evaluation
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SEQUENCE FOR PUTTING ON
PERSONAL PROTECTIVE EQUIPMENT (PPE)

The type of PPE used will vary based on the level of precautions required, such as standard and contact, droplet or
airborne infection isolation precautions. The procedure for putting on and removing PPE should be tailored to the specific
type of PPE.

1. GOWN

* Fully cover torso from neck to knees, arms
to end of wrists, and wrap around the back

e Fastenin back of neck and waist

2. MASK OR RESPIRATOR

e Secure ties or elastic bands at middle
of head and neck

Fit flexible band to nose bridge
Fit snug to face and below chin

Fit-check respirator

3. GOGGLES OR FACE SHIELD

* Place overface and eyes and adjust to fit

4. GLOVES

e Extend to cover wrist of isolation gown

USE SAFE WORK PRACTICES TO PROTECT YOURSELF
AND LIMITTHE SPREAD OF CONTAMINATION

¢ Keep hands away from face
 Limit surfaces touched

¢ Change gloves when torn or heavily contaminated

e Perform hand hygiene

CS250672-E



HOWTO SAFELY REMOVE PERSONAL PROTECTIVE EQUIPMENT (PPE)

EXAMPLE 1

There are a variety of ways to safely remove PPE without contaminating your clothing, skin, or mucous membranes with
potentially infectious materials. Here is one example. Remove all PPE before exiting the patient room except a respirator, if
worn. Remove the respirator after leaving the patient room and closing the door. Remove PPE in the following sequence:

1. GLOVES

¢ Outside of gloves are contaminated!

¢ |If your hands get contaminated during glove removal, immediately
wash your hands or use an alcohol-based hand sanitizer

Using a gloved hand, grasp the palm area of the other gloved hand
and peel off first glove

* Hold removed glove in gloved hand

Slide fingers of ungloved hand under remaining glove at wrist and
peel off second glove over first glove
¢ Discard gloves in a waste container

2. GOGGLES OR FACE SHIELD

* Qutside of goggles or face shield are contaminated!

¢ If your hands get contaminated during goggle or face shield removal,
immediately wash your hands or use an alcohol-based hand sanitizer

* Remove goggles or face shield from the back by lifting head band or

ear pieces

If the item is reusable, place in designated receptacle for

reprocessing. Otherwise, discard in a waste container

3. GOWN

¢ Gown front and sleeves are contaminated!

If your hands get contaminated during gown removal, immediately

wash your hands or use an alcohol-based hand sanitizer

¢ Unfasten gown ties, taking care that sleeves don't contact your body
when reaching for ties

¢ Pull gown away from neck and shoulders, touching inside of gown only
¢ Turn gown inside out
¢ Fold or rollinto a bundle and discard in a waste container

4. MASK OR RESPIRATOR

* Front of mask/respirator is contaminated — DO NOT TOUCH! 1 —=

¢ If your hands get contaminated during mask/respirator removal, — Y
immediately wash your hands or use an alcohol-based hand sanitizer ! \

* Grasp bottom ties or elastics of the mask/respirator, then the anes at B \
the top, and remove without touching the front AR

* Discard in a waste container

5. WASH HANDS OR USE AN
ALCOHOL-BASED HAND SANITIZER
IMMEDIATELY AFTER REMOVING
ALL PPE

PERFORM HAND HYGIENE BETWEEN STEPS IF HANDS

BECOME CONTAMINATED AND IMMEDIATELY AFTER
REMOVING ALL PPE

CS250672-E




HOWTO SAFELY REMOVE PERSONAL PROTECTIVE EQUIPMENT (PPE)

EXAMPLE 2

Here is another way to safely remove PPE without contaminating your clothing, skin, or mucous membranes with potentially
infectious materials. Remove all PPE before exiting the patient room except a respirator, if worn. Remove the respirator after
leaving the patient room and closing the door. Remove PPE in the following sequence:

1. GOWN AND GLOVES

¢ Gown front and sleeves and the outside of gloves are
contaminated!

e |f your hands get contaminated during gown or glove removal,

immediately wash your hands or use an alcohol-based hand

sanitizer

Grasp the gown in the front and pull away from your body so

that the ties break, touching outside of gown only with gloved

hands

¢ While removing the gown, fold or roll the gown inside-out into
a bundle

¢ Asyou are removing the gown, peel off your gloves at the
same time, only touching the inside of the gloves and gown
with your bare hands. Place the gown and gloves into a waste
container

2. GOGGLES OR FACE SHIELD

¢ Qutside of goggles or face shield are contaminated!

* |f your hands get contaminated during goggle or face shield removal,
immediately wash your hands or use an alcohol-based hand sanitizer

* Remove goggles or face shield from the back by lifting head band and
without touching the front of the goggles or face shield

¢ Ifthe itemis reusable, place in designated receptacle for
reprocessing. Otherwise, discard in a waste container

3. MASK OR RESPIRATOR

¢ Front of mask/respirator is contaminated — DO NOT TOUCH! 1
« |If your hands get contaminated during mask/respirator removal,
immediately wash your hands or use an alcohol-based hand sanitizer

¢ Grasp bottom ties or elastics of the mask/respirator, then the ones at
the top, and remove without touching the front

¢ Discard in a waste container

4. WASH HANDS OR USE AN
ALCOHOL-BASED HAND SANITIZER
IMMEDIATELY AFTER REMOVING
ALL PPE

PERFORM HAND HYGIENE BETWEEN STEPS IF HANDS

BECOME CONTAMINATED AND IMMEDIATELY AFTER
REMOVING ALL PPE

CS250672-E
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FIBEROPTIC CABLE CARE

Recomended:

Cail fiberoptic cable in a six inch diameter of greater

When cleaning foreign material from cable, use a soft brush with luke warm water and a mil

W d non-oily soap solution
Rinse after cleaning with distilled watcr

* Keep cables away from sharp instruments, edges, etc. Any cuts of punctures can make the cable unsafe. It should be
taken out of service immediately

* For i comfort and bil
Not Recomended:

* Do not pull, strecch or kink fiberoptic cables

* Do not clean with strong soaps or solutions

* Do not alter or remove endfitting

* Do not allow ends to strike floor or other hard surfaces

* Do not use or store cables in a tightly colled diameter

* Do not alter the cable’s original design of fabrication. Be sure the bundle size has been macched to the instrument
aperture for maximum light outpurt. NOTE: A larger apertiire cable size will not incresse the light outpur of a smaller
Aperoure instrument.

y, use the gown clips to weure the headlamp cable 1o the surgeon's gown

The fiberoptic cable should be cleaned of tissuc and debris prior to sterilization in a neutral PH b
may be soaked in disinfecting solution. The time for steam sterilization varies depending on the
temperature at which it is run and whether the items are wrapped in paper or drape material. Recomme

Type of Steam Sterilizer: Temperature: lime
1215C (250°F) 30 Minutes
“ i 132°C (270°F) 10 Minutes
Steam-flush Pressure-pulse (unwrapped) 121°C (270°F) 20 Minutes
Gravity Exposure (wrapped) 1320C (270°F) 10 Minutes
Prevacuum parameters (wrapped) 1320C (270°F) 3 Minutes

i ili with cables:
The following sterilizer types are recommended for use
« Ethylene Oxide (ETO)
* Steris® .

; ith sharp ot poi +ects during scerilization and storage, use a stecilization tray. Make sure your autoclave is
Sl A wg il P&?ﬁfﬁﬁ:&?@:ﬁ periods are followed. Any small bubbles that may appear in the silicone
"“;‘_'“"‘ PEpEY 2D ,..wdmwau ot harm the cable and will eventually dissipatc

ing during stcam

jow the cabl y at roo pes : sing in cold water will cause fiber breakage
le to cool slowly at room temperature. CAUTION: Rinsing in col ’
After stecilizing, all

and 2 reduction of light output.

Manufactured for

Tleleflex

Rx ONLY

Ml Rescarch Triangle Park, NC 27709 USA
c € @ . USA: (866) 246-6990 * International: (919) 544-8000
TrXMedcallE ) oor e
High Wyeombe ,

MEDICAL

220002432



[ o A 0 /l. o0
wlgd |, Qule,) gl QUNjw sl awogi (sl

o o o 0 ~ /
pir (A Lais ( J5B Jglan U pb o T ;1

vo o o ~ / /o'c‘ e o ]
/ ~ & 0 ° o~
W @b s s G bl ], ()l pl Al sl Jiwpy O
o o /
U s d,w/,u S8 cwy d gy (Al

o ) ° ) /0 o /e /
Wb gis 938 ;5 (Y p0,50 GG 4
(_”/U,UI 9_}[ A 12"1 .‘/.




ANSI / AAMI ST79
CHAPTER 10- QUALITY CONTROL

gaintand 9 SIS sl sl il ©

3S p0 3 OT by Cublb g b S jausis ©
20 O ganl juds ol JSaww SS9 sdsw 9 (2 lioadd (S0 8 Hiuly ©
U e (sl i Mo pianl pozz 03 225Leudly slsa b S5 (5992 09T ©
Jo il sl S (sl (512095 CandaS (yaouiti 3051 O

O gl s sl (51 iS50 (51395 CaaiaS paoudi U0 i1 ©
(Recall) by Sy Sle>jL ©




vy 59 8 /
> p cuisg Jiwp sOT o cawy ;1 - (Jual

/ ) o0 ] 0 o/

MW Ky g 4,0 451, 0l ul Gl O cuwlgh Jiwy 6l

Mrs. Susan ;i 1, (sl Jwp (&8 (pu/cgwa W 9 pw
bl gl il ,sb Gluas



® & o < é & &
(S A atud 9O  swawi &
2L oleS b b (30 9 3ibl juod b o b 3L g O3 90 -
Canwl 850 9 9 0l (590 394 (503 D9y Ealiaano 45 (290 Lo AL dowdbgy 2L (290 p -

G Olaly 59h d3lisul (535 p0 Ja il iy Cood gud 43 2 dil> 5 7m0 cuclo Wl algs -
OSos 3l b el )Sio (Sl O Caml (oo 9 igad (s05 jued Caw)d 9 sy SO
Caelw 9 dil> 2GS Flgw b ool Oljaess )50 9 iSiwd Gl (S it Jlwy 0905 Sl

33539 Loy b 30 4wl 9 359 Jslws 4 03,5 1S Eacb ol asdhe Sl ;oo 520

Jﬂ‘w|&9m6)s)ada)~»|me~»)J6|yjlsub)))u:,~mu>bgu>b63)|D)Lo.wal "
lsl 9 2y (Gl swlio Yoo seguao U 9 59 i) Jilwg 09,3 9 39 b Cuwl (Swoo (5L
st b (S390T 9l z )6 o2




SAdaS 1p S
Celuw o lea Jals
(AAMI L.l )

JLF Calo G A U oo

L F Casto 3 b

IR (s 510 4B 9 B i g g




led (eled

oS

318 Slwaz 5 IAL S Nl
8 e az p P B Y. SO Al ) e
31,8 ilw 43,5 PE L O 3l 3 it
235 jlw Ao gi ulwl 2P gt U Joro

5l ,S solw 4> 5 VFE L B (S5>5 db igd b g




Cow 59 99 o130 S At g e

:30

—

Il zobuw b Sterilant julod Ol ¢ pden -
Sterilant z9 3 b Oab Sl Jugad

| 1 1ol Cdidlors 7

s> Joe 0loj 43 )8 03,5 5 Olw




R Y PNVNEY

3 1is : s ] %
>3 o plgh b ) 5 bl Ry Juag U (ual

S b by ;5 U cuwlgh wp (e/(/.t S
ol pl cow b @ p cldw s
7 , e Ve, e
>/ R My plasiv ;97U LT

() o0 /0/ 04 () /. /. [
d}x{cw.u{[deJde)&uul(Qb///{/ LJ9J )/U/I ["9/) cy/y.ﬂ/)y @
(4 ) o0 o0 o o /. o (4 (4







100R% o <« . ®
a3 o
CO gl juds il jl S22 -
TIN5 9 5 pob

5l ol 4 1) Loy 515 JeilSa il -




OUR RIGHEST
PRIORITY 15 To
MONITOR CNDITIONS
BELOW THE
SURFACE...
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Bowie & Dick Test Strip

STERISCAN® BOWIE-DICK TEST STRIP  [AIR REMOVAL]

1 — Insert into SteriScan Test Pack
<

Dark bar must ANSIAAMI/
cover window. ISO 11140-5 813 EXP.G 2018/08
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Bowie & Dick Test Strip

STERISCAN® BOWIE-DICK TEST STRIP
3 _ Insert into SteriScan Test Pack
‘_—-—

Dark bar must ANSVAAMI .
cover window. SO 11140-5 [LOL] 813 EXP.@ 2018/08

STERISCAN® BOWIE-DICK TEST STRIP  [AIR REMOVAL
4 ~__=-_—4__=..- Insert into SteriScan Test Pack
. . 4

Dana Products, Inc Dark bar must ANSIAAMI/
Frankin Park, Ninois USA cover window. ISO 11140-5 813 EXP.8 2018/08

STERISCAN® BOWIE-DICK TEST STRIP

6 Insert into SteriScan Test Pack
B he ‘——

>ia S o dliisn I i P e e B

Dana Products, Inc. Dark bar must ANSI/AAMI/
Franklin Park, lingis USA cover window. ISO 11140-5 813 EXP.B 2018/08
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1. Gravity displacement
2. Dynamic air removal

a) Pre-vacuum

b) Steam-flush-pressure-pulse
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Vacuum Test/ Air Leakage Test

Key

Po

P

P2

p3

Po

L\

g 2
1 300 s 600 s
to H t f5 i
ambient atmospheric pressure fo  start of the test

lowest pressure level, which is equal to or lower than
the level set for the cycle, during the air removal and
steam penetration stage I

pressure after a period of 300 s I3

pressure after a leakage time of 600 s

time when the pressure level is reached
start of the leakage period

end of the test
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arameter (Multi-Variable) CI

STEAM/EO GAS INDICATOR STRIP DMS-250L 3
Heel

NDICATOR STRIP DMS-250L
s DARK BR} ROWN in STEAM o  ORANGE in EO GAS

STEAM/EO GAS |
DARK BRO\«VN n STEAM or ORANCE EO GAS.

Indicator U
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Integrator CI

S 5s)om 295155301 Sy Uolra O JllS poluonsd )5ilSy 001 G

Integrating Indicator Emulating Indicator

Integrating Indicator

50 NBBdos 3 Sti‘i’ted Values 50 ;- Only Require One Stated Value for
{151 C, 135°C, and 1 in between) Time and Temperature

20 | 20
>

- W0F = r

5| * N

Note: Class 6
2r = e
B low Bl thermal
sSlsamtharmophilus

- G steamfhammpm.fm_______'

Steam Emulating Indicators

Time (Min.)

Time {Min

Thermal Death Time
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® ZATION INTEGRATOR

STER’SCAN A DS;I;IE %r'ol(igds, Inc. Franklin Park, Illinois USA

2, S | )

CLASS 5/150 11140-1:2005  REJECT (NO) ACCEPT (OK)

[oT] 1013 EXP.B 2018/10 DARK BAR MUST ENTER ACCEPT WINDOW
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Migrating b eade s sld yeilSoudl

STeErIScAN® Class 6
EMULATING INDICATOR

A DARK BAR MUST
- ENTER ACCEPT AREA

CLASS 6/1S0 11140-1:2005 Dana Products, Inc.

210 EXP.Q 2011/02 Franklin Park, lllinois USA ACCEPT




Migrating b eade s sld yeilSoudl

STerIScAN® Class 6
EMULATING INDICATOR

A s T E A M DARK BAR MUST

ENTER ACCEPT AREA
T |

CLASS 6/1S0 11140-1:2005 Dana Produs, Inc.

210 EXP.Q 2011/02 Franklin Park, Illinois USA ACCEPT

STerIScan® Class 6
EMULATING INDICATOR

A STEAM DARK BAR MUST

ENTER ACCEPT AREA
1

’ ) - CLASS 6/1S0 11140-1:2005 Dana Products, Inc.

210 EXP.g 2011/02 Franklin Park, Illinois USA ACCEPT

SteriScan® Class 6
EMULATING INDICATOR

DARK BAR MUST
A STEAM ENTER ACCEPT AREA
] e
CLASS 6/1S0 11140-1:2005 Dana Products, Inc.
210 EXP.Q 2011/02 Franklin Park, Illinois USA ACCEPT

Joss L6
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Emulating (Cycle Verification) CI

SteriScan® Class 6 . DARK BAR MUST
EMULATING INDICATOR AA ENTER ACCEPT AREA o
3

CLASS 6/1S0 11140-1:2005 Dana Products Inc.
[toT]311 EXP.8 2014/03 Franklin Park, Illinois USA

ACCEPT
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Self Contained Biological Indicator




9 jeben yailaual
SCBI Biological Indicator

U92wligSal slos
092wbgS3l ¢lo )




e W PV VEY
cndf | ol
: " 57 " A s M
9w (A [PWI A oy a7 Wl 2 U [Pl eplgh
: - L Bl
o9 (PWI Re e J i b

. 1
&IV ww s



https://www.google.com/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwiy9u7197bNAhXL2BoKHQ5IDxEQjRwIBw&url=https://www.thefix.com/content/hitting-a-wall-in-sobriety-10051?page=all&psig=AFQjCNFN2e_PNQHz5PgBQUnndCx8xgoyJw&ust=1466523412162121

S el an geilSaus
Biological Indicator

) gl 0390 835 Jl Olaodbl O
CainS o uwgi O35 2y bl O
092wl 655l (slod U390 Cw )3 O
Cawwyd (S8 O




@ o)
J QQL/@% Y "\Még
OV TS

/ g ~ 4
Ml PCD b Ly, 90 5 U oHe ! cugi

4isy PCD U b aiad L} o)gw 59U 40) ©r90;T

pisly pans bii w5 pb aigas PCD

cuwl (glasts PCD @lae }9)gw PCD

wlsie 4 PCD @y, ¥ 9 Uul I o Jlaw po 5

% ey
w (# P2 sl
(cuwl # 4 O g @las 5,7 sLPCD Jily losd 97U 5))



PCD

fold over to

lay on top ,.---; fold over
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fold under

Process Challenge Device

o®

e — - =
- W = e )

16

Stacked ' 23x23x15cm :
Towels : 18-240 C |
35% RH |

b el Pl oS Canws

Figure 10—Preparation of the 16 towel PCD (Bl challenge test pack)



Q gbu @@ AJZ@L@ A’

d

/ oo o ® / o
U row (A G (s )
7n .. .. .
M elewl @l a2 (5,65 PCD ;I
i 85,970 |, AAMI bl gl o p i



PCD (Process Challenge Device)

Dana Products

STERISEAN

All-In-One Reusable Test Pack
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[toT] 1013 EXP.§ 2018/10
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Did you experience anger during a lot of the day yesterday?

Percentage “yes” among each country’s adult population
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CHAPTER 10- QUALITY CONTROL
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Rigid Sterilization Container
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The story, all names, characters, and 1ncidents
portrayed in this production are fictitious.

No 1dentification with actual persons, places, buildings,
and products 1s intended or should be inferred.
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