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Objective 1: Discuss education  

documentation for Central Sterile  

Supply Department employees.

In the past, the facility’s Human Resources (HR)
department was responsible for most employee-
relatedrecord-keeping.AlthoughHumanResources
personnelstillmaintainsomerecords,manyother
records have now become the responsibility of
CSSDstaff.

Surveying organizations, including The Joint
Commission, the Centers for Medicare and
Medicaid Services (CMS), the International
StandardsOrganization(ISO),andtheOccupational
SafetyandHealthAdministration(OSHA),lookfor
proofthatallCSSDemployeeshavebeenproperly
trainedandarecompetentintheirjob.Therefore,
newemployeedepartmentalorientation,ongoing
training and annual competency records must
be current and readily available for survey staff.
Thesedocumentsmustbespeciicanddetail the
training and competency level for speciic tasks
listed in each employee’s current job description,
including those related to the decontamination,
assembly, sterilization, and distribution processes.
Documentationregardingsafetytrainingtohandle
hazardouschemicalsusedwithinthedepartment,
touseMaterial SafetyDataSheets (MSDSs), and
to update employees about the facility’s hazard
communication program must also be available.
Allofthesetrainingrecordsmustcontainthedate
andadescriptionofthetrainingandtheresultsof
anycompetencytesting,aswellasthesignatureof
thepersonobservingthecompetencyprocess.

OSHArequiresrecordsofemployeeinjuries,such
asneedle sticks, sharps incidents, ethyleneoxide
(EtO)exposure,andinformationaboutjob-related
illness, to be maintained. Documentation about
the typeand levelof treatment,and the severity
oftheinjuryorillness,isrequired.Theseincidents
mustbemaintainedinalogandreportedatleast
annually to OSHA. The information is used to
evaluate work place safety and will become the
basisforrecommendationsorrequirementsabout
improvements,ifany,thatshouldbemade.

Objective 2: Review record-keeping  

requirements for high temperature  

sterilization.

High temperature (steam) sterilization is the
most common type of sterilization performed in
healthcare facilities. Steam sterilizers must be
effectivelymaintainedtoensureproperoperation.
Sterilizermanufacturersmustprovideinformation
about the proper use and maintenance of their
equipment. Sterilizer maintenance should be
performed by a qualiied service technician who
may be employed by the healthcare facility, the
equipmentmanufacturerorathird-partyprovider.

All sterilizer service should be documented and
retained at least for the life of the equipment.
Recordsofmaintenanceandrepairshouldcontain
atleastthefollowinginformation:

• Identityofequipment,includingserialnumber

• Dateofrepairs

• Typeofrepairs

• Partsutilized

Technicians are the most important link in the record-keeping system within their Central Sterile Supply 

Departments (CSSDs). While almost every task performed during every work shift is recorded, documentation 

still does not receive the priority attention that is necessary for an activity that is critical to the success of the 

department. 

Analyzing documentation is, arguably, not very exciting; however, properly developed and maintained 

records provide verification of a process that was well done and another process that may have failed. 

Although record-keeping has always been important, today’s healthcare environment requires increasingly 

careful attention to this very important responsibility. In this lesson, you’ll learn about some of the most 

important CSSD records that must be maintained.

Record-keeping for Central Sterile Supply Departments

LEARNING OBJECTIVES:

1. DiscusseducationdocumentationforCentralSterileSupplyDepartmentemployees.

2. Reviewrecord-keepingrequirementsforhightemperaturesterilization.

3. Presentrecord-keepingrequirementsforlowtemperaturesterilization.

4. Explainrecord-keepingrequirementsforhigh-leveldisinfection.

5. Summarizerecord-keepingrequirementsforwasher-decontaminators.

6. Describerecordretentionrequirements.
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• Veriicationtesting

• Follow-upaction,ifnecessary

• Nameofthepersonperformingthemaintenance
orrepair

Service records should be reviewed periodically
to determine if there are repairs or trends that
requirefurtheranalysis.Examplesincludetracking
data, such as wet packs, positive biological
indicators, and other sterilizer process failures.
Note:recordsshouldalsobekeptofthesterilizer
cleaningschedule.

Inadditiontotheaboverecords,theAssociation
fortheAdvancementofMedicalInstrumentation
(AAMI) suggests several routine tests, the
documentationofwhichisreviewedbysurveying
entities,suchasTheJointCommission:

• Biological indicator (BI) process control
devices (PCDs) should be utilized in all
steam sterilizers. Their use is required after
sterilizerinstallationormajorrepair.Standard
operating procedures have historically
required thataPCDbe runat leastweekly,
although it was always recommended
that one PCD be run daily. Today, there is
agrowing trend for theuseofabiological
PCD with every sterilizer load. Note: a BI
is required with each sterilization cycle
containingimplantableitems.

• Dynamic air removal sterilizers require the
use of an air removal (Bowie-Dick) test for
eachsterilizeratleasteachdaythatitisused.
This test shouldbe runanddocumentedat
leastdailybefore theirstprocess loadand
afteranysteamsterilizershut-downormajor
repair.

• A lot control number must be afixed to
each package that is sterilized. This will
allow facility personnel to trace a sterilized
package to the exact date and processing
time, sterilizer and load contents if there is
the need for a recall. Lot control numbers
shouldbedocumentedandretainedwithall
sterilizerloadinformation.

• A load log should be maintained to
document every item sterilized in each
sterilizer load. The log should also contain
thesterilizercycleparametersspeciictothe
cycledocumented.

This information can be manually documented
onthe logor inacomputertrackingsystem.A
goodpracticeistoattachthedatalogstriptothe
manuallogsheetsoallpertinentinformationwill

beinonelocationforeasyretrieval.Parameters
thatshouldbedocumentedincludeatleastthe
sterilizer’s temperature and cycle time, and the
nameoftheCSSDtechnicianrunningthecycle.

Documentationforalashsterilizer is thesame
as for terminal sterilizers with the exception of
thelotcontrolnumbers.However,lashsterilizer
documentationshouldbetraceabletotheexact
patientonwhomalasheditemwasused.

Objective 3: Present record-keeping  

requirements for low temperature  

sterilization.

There have been many advances in low
temperaturesterilizationprocessesinrecentyears.
Thesesterilizationcyclesaremorecomplexthan
theirsteamsterilizercounterparts,and it isvery
importantthatthesecyclesbecarefullymonitored
anddocumented.Inadditiontotherequirements
discussed for steam sterilization above, there
are other documentation requirements for low
temperaturesterilization:

• Biological indicators must be run in every
low temperature cycle, and BI results must
bedocumented.

• EtO sterilizers require more documentation
thanothertypesoflowtemperaturesterilizers
becauseEtOhasbeenclassiiedasamutagen
(itmaycausechangesinhumangenes)and
acarcinogen(itmaycausecancer).Although
there are no standards that regulate EtO
sterilization in every state, OSHA requires
thatexposure levels inworkareabreathing
zones be carefully monitored. This should
be done to obtain a baseline followed by
ongoing monitoring to ensure compliance
within the regulated levels of 1.0 part per
million(ppm)andtheactionlevelof0.5ppm.
Todate,thereisnodeinitefrequencyofair
sampling testing required although twice a
year is widely used. Documentation should
include:

–  Dateofairsampling

–  Equipmentusedforairsampling

–  Durationofairsampling

–  Descriptionofthesterilizationprocess,
 including the area in which the
 sterilizer is installed and protective
 equipment,ifany,utilizedbyemployees

–  Name and social security numbers
 oftheemployeesmonitored

–  EtOconcentrationlevel

–  Proof that the results were shared
 withthemonitoredemployees

If an actual EtO exposure has occurred, its
documentation must contain the above
information.Aswell,recordsshouldindicatethe
written opinions of any physicians, and a plan
toreturnexposureconcentrationstobelowthe
actionlevel.Thesedocumentsmustberetained
foratleast30yearsaftertheaffectedemployee’s
lastdayofemployment.

Objective 4: Explain record-keeping  

requirements for high-level disinfection.

High-level disinfection has become more
common in recentyears toprocesssemi-critical
items (those which contact non-intact skin or
mucous membranes) such as expensive lexible
endoscopes.Themostcommonchemicalsused
for high-level disinfection are glutaraldehyde
and Ortho-Phthalaldelyde (OPA). While both of
thesechemicalsareeffectivedisinfectants, their
concentration must be monitored to ensure
that theproducts remaineffective.Due to the
complex processes needed to clean and high-
level disinfect complex scopes, more record-
keeping is required. Current documentation
requirementsare:

• High-level disinfectant solutions must
be tested at least each day of use. The
manufacturer of the high-level disinfectant
providesrecommendationsfortheirproduct,
andtheirrecommendationsmustbefollowed.
Most manufacturers recommend testing
thesolutionpriortoeachusetoassurethe
solutioniseffective.

• Expirationdateofthedisinfectant.

• Expirationdateoftheteststrip.

• Testing results (pass or fail) for the
disinfectant’sconcentration:

–  Glutaraldehydemustbe2%orgreater.

–  OPAmustbe3%orgreater.

• Identiicationof theperson conducting the
test.

• Items disinfected; include serial number, if
appropriate.

• Identiicationof thepersondisinfecting the
instruments.

Objective 5: Summarize record-keeping 

requirements for washer-decontaminators.

As instrumentation becomes more complex
and dificult to clean, cleaning processes must
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be documented to ensure they are effective. As
with sterilizers, washer- decontaminators require
a routinemaintenanceplanwithdocumentation
of repairs and maintenance. ANSI/AAMI ST79
recommends the routine monitoring of the
temperature of washer-disinfectors.1 This
documentation can be achieved using the data
log strip, if one exists. If it does not, manual
documentation will be required. It is also
recommended that the cleaning ability of the
washersbemonitoredanddocumented.

Several products are commercially available to
monitor both the temperature and the cleaning
abilityof this equipment.Documentation should
includethetypeoftestutilizedanditsresults,the
date of the test, and the identity of the person
performingthetest.

Objective 6: Discuss record retention 

requirements.

WiththeexceptionofEtOexposuredocumentation,
therearenosetstandardsforrecordsretainedto
document the above processes. Storage times
should be set in conjunction with the facility’s
RiskManagementandLegaldepartments.Many
facilitiesretainrecordsforthreeyearswhileother
organizations,especiallythosewhotreatnewborn
babies, retainthemfor21years.Sincetheseare
important documents, they should be properly
stored to ensure they are safely and effectively
protectedthroughoutthestorageperiod.

Thevolumeofinformationthatmustberetained
and stored is signiicant and, in this age of
computerization,electronicratherthanhardcopy
storage makes sense. Departments that use an
electronic instrument tracking system can use
computerized storage for many tray processing
recordsand,insomecases,theyhavetheabilityto
storesterilizationandbiologicalrecords,aswell.

Facilitiesthatdonotuseanelectronicinstrument
tracking system or that can only track partial
sterilizer or washer records can still computerize
theirinformationbecausemostfacilitiescanscan
documentsintotheirstandarddesktopcomputer
system. If this cannot be done within the
department,onecancheckwithmailroomorcopy
centerpersonnel to learn see if this task canbe
accomplishedthere.Sterilizerandwasherrecords
canbescannedintoaPDFilesotheinformation
willremainsecurewhileincomputerizedstorage.If
thismethodwillbeimplemented,ensurethatthe
ilesareorganizedinamanner,suchasbydateor
equipmenttype,toallowforeasyunderstanding
foranyonewhomayaccesstheseiles.

Maintenanceandcleaningrecordscanbeentered
into any word processing program available
and can easily be sorted by each speciic piece
of equipment and/or repair type. Most hospital
humanresourcesandemployeehealthrecordsare
alreadycomputerized,atleasttosomeextent,and
theycanberetrievedbyauthorizedpersonnelas
needed.

In Conclusion

DocumentationofCSSDprocessesisanimportant
taskwithcritical implicationsforthedepartment,
facility, physicians, and patients, among other
constituents. Central Sterile Supply Department
leaders who emphasize the need for ongoing
educationandaccuraterecord-keeping,beginning
atthetimeoforientationandcontinuingduring
initial training, inluence the culture of their
department.This, in turn,promotes theconcept
that documentation is integral to the “way
things are done,” rather than just being a time-
consumingtaskthatmustbecompletedtocomply
withrequirements.

Endnote

1 AAMI. Comprehensive Guide to Steam 

Sterilization and Sterility Assurance in Health Care 

Facilities. ANSI/AAMI ST79 (7.6.2.3). 2006.
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Quiz No. CRCST 113 (CIRCLE THE CORRECT ANSWER)
Lesson113•July2010•LessonexpiresJuly2013

Objective 1

1. A record of on-the-job employee injuries  
 or illnesses is required by:
 a. TheCentersforMedicareandMedicaid
  Services(CMS)
 b. TheJointCommission
 c. TheOccupationalHealthandSafety
  Administration(OSHA)
 d. TheInternationalStandardsOrganization
  (ISO)

2. Annual competency documentation  
 is required by:
 a. TheJointCommission
 b. TheCentersforMedicareandMedicaid
  Services(CMS)
 c. TheFoodandDrugAdministration(FDA)
 d.AandBabove

3. Increasingly, the responsibility for  
 employee record-keeping has moved  
 from the ________ department to the  
 ________ department:
 a. CSSD;HR
 b.HR;CSSD
 c. CSSD;Legal
 d. Legal;CSSD

4. Records concerning employee health  
 ________ usually maintained within  
 the CSSD.
 a. Are
 b.Arenot

5. Documentation of training records must  
 include all of the following except:
 a. Handwrittennotestakenbythetrainee
 b.Dateofthetraining
 c. Descriptionoftraining
 d. Resultsofcompetencytesting,ifany

Objective 2

6. Sterilizer repair records should be  
 retained:
 a. Forthreeyears
 b. Foriveyears
 c. Forthelifeofthesterilizer
 d.Noneoftheabove

7. A BI PCD should be run in a steam sterilizer:
 a. Witheveryload
 b. Toverifythesterilizer’soperationafter
  installation
 c. Withallloadscontainingimplants
 d. BandCabove
 e. Alltheabove

8. Documentation for flash sterilizer cycles  
 should include:
 a. Alldocumentationrequiredforterminal
  sterilizers
 b.Ameanstotracetheitemsterilizedto
  thepatientonwhomitwasused
 c. ResultsoftheBIPCD,ifrun
 d. BandCabove

9. A Bowie-Dick test should be run each  
 day that a ________ sterilizer is used.
 a. Flash
 b. EthyleneOxide
 c. Dynamicairremoval
 d.Alltheabove

Objective 3

10. Monitoring the low temperature  
 sterilization process includes:
 a. Documentationofcycletimeand
  temperature
 b.Documentationofloadcontents
 c. Documentationofbiologicalindicatorresults
 d.Alltheabove

11. Ethylene Oxide has more stringent  
 monitoring requirements than other  
 types of low temperature sterilization.
 a. True
 b. False

12. OSHA ________ established standards that 
 regulate EtO sterilization in every state.
 a. Has
 b.Hasnot

13. Documentation of air sampling tests that  
 show actual EtO exposure has occurred  
 must be retained for at least ________  
 years after the employee’s last day  
 of employment.
 a. 15
 b. 20
 c. 25
 d. 30

Objective 4

14. High-level disinfectants should be tested:
 a. Accordingtotherecommendations
  providedbythedisinfectantmanufacturer
 b. Beforedisposal
 c. Atleastweekly
 d. Rightafterpreparingthedisinfectantforuse

15. High-level disinfectants have become  
 more common in recent years to process  
 ________ items.
 a. Critical
 b. Semi-critical
 c. Non-critical
 d.Criticalandsemi-critical

16. Testing results for high-level disinfectant  
 solutions ________ include the exact  
 concentration of disinfectant in  
 the solution.
 a. Must
 b.Neednot

Objective 5

17. Testing of washer-decontaminators:
 a. Shouldbedonedaily
 b. Shouldbedoneaftereverycycle
 c. Shouldbedoneonaroutinebasis
 d.Cannotbeeffectivelydoneatthistime

18. Record-keeping documentation for  
 washer-decontaminators should include  
 all of the following except:
 a. Waterhardness
 b.Dateoftest
 c. Identityofpersonperformingtest
 d. Typeoftestutilized

19. Standards for length of record retention  
 have been established for almost all  
 types of sterilization equipment.
 a. True
 b. False

Objective 6

20. CSSD records should be stored for:
 a. 3years
 b. 10years
 c. 21years
 d. Forthestoragetimedeterminedby
  thefacility
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