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Sleep Disorders Services Assessment Worksheet Accreditation No:

Some clauses in this worksheet have been highlighted where they are only relevant to particular sleep laboratories.
The following key has been used:

Blue highlight Clause only applicable to laboratories providing paediatric services
Orange highlight Clause applicable to laboratories that are ONLY providing sleep studies for diagnostic purposes
Purple highlight Clause only applicable where unattended studies are provided
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4 MANAGEMENT REQUIREMENTS

41 Organisation and management

Legal entity
411

The service mustbe an entity or part of an entity that can be held legallyresponsible for its activities.

Overall organisation
and administration

412

The service mustbe organised and administered to meetits objectives and the needs of the
population itserves.

Resources mustbe sufficientto meetsits workload without comprising minimum standards stated
elsewhere in the standard and other relevant referenced documents.

Regular scheduled meetings mustoccur atappropriate intervals for the purposes of service provision
planning, qualityassurance, clinical review, in-service education and, where applicable, research.
There mustbe records of these meetings. Action statements are encouraged where applicable.

Managementsystem | The senicemustmeetthe relevantrequirements of this Standard when carrying outwork in its permanent
requirements facilities, and/or atsites outside the permanentfaciltiesfor which itis responsible.

413

Relationshiptohost | The relationship ofthe serviceto the hostinstitution (ifapplicable) mustbe specified and clearlydefined.
institution. There should be evidence of commitmentbythe hostinstitution to its support.

414 Where the service operates in a teaching hospital environmentit must offer education programs for

undergraduates and postgraduates and have a commitmentto research.

Managerial and
technical personnel

4.15a

Managerial, technical andadministrative personnel have the authorityand resources neededto carryout
their duties, including the implementation, maintenance andimprovement of the management system.

Externalinfluences
415b

Managerial, technical andadministrative personnel are free fromanyundue intemal and extemal
commercial, financialand otherpressures andinfluences thatmayadverselyaffectthe qualityof their
work.
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Code of Conduct Policies and procedures existto avoid involvementin anyactivities that would diminish confidence in its
415¢ competence, impartiality, judgement and operational integrity.

Conflicts of Interest
4.1.5d

Arrangements exist to ensure thatwhere potential conflicts in competing interests mayexist, theymustbe
openlyand appropriatelydeclared.

Confidentially

Policies and procedures exist for protecting client’s confidentialinformation including procedures for
protecting hard copy, electronic storage media andtransmitted results from unauthorised access.

4.1.5e

Management There mustbe a medical director, who is a sleep physician, responsible for the overall clinical standards

Structure and developmentof policies governing the services provided.

4.1.5f The duties and responsibilities of the medical director mustbe documented.
There mustbe clear, documented lines of accountability/responsibilitybetween the medicaldirectorand all
staff members.

4.1.5f A senior scientist/technologist mustbe appointedto take responsibility for the technical aspects ofthe
senvice including qualityassurance, calibration and/or verification, equipment safetyand maintenance and
rostering of scientific/technical staff.

Numbers of sleep There s sufficient sleep staffwith direct presence andinvolvement to supervise the activities conducted by

staff the senvice

4.1.59 Rostering mustallow for the following:

o Staff mustbe in attendancethroughoutthe study

e Adequate time allocated for preparation of the patient, data collectionand analysis
Equipment verificationand maintenance, preparation and processing of reports, and in-service
education/professional development.
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CLAUSE REQUIREMENT COMMENTS

Service providing | There mustbe a sleep physician, responsible for overall clinical overall responsibilityfor the clinical
only sleep studies |aspectsofthe senice including qualityassurance of medical reporting, incoming referrals and ensuring

for diagnostic thatappropriate onward referralis made.

purposes There mustbe clear, documented lines of accountability/responsibility between the medical director and all
staff members.

Numbers of sleep A senior scientist/technologist mustbe appointedto take responsibilityfor the technical aspects of the

staff senvice including qualityassurance, calibration and/or verification, equipment safetyand maintenance and

4.15h rostering of scientific/technical staff. Rosters mustalsoallow for equipment calibration and maintenance,

preparation and processing of reports, and in service education/professional development.

Organisational Chart |An endorsed organisational chartshows the responsibility, authority and interrelationships of all
4.15i personnel who perform work affecting the quality of the services provided.

Senvice supervision | T he staff structure must provide adequate supenvision of all staff involved in the provision of tests or
415 senices. Specific requirements for supervision of medical, scientific and technical staff are described
o in Section 5.1.

Technical /scientific | The service musthave senior technical/scientific personnel with overall responsibilityfor the

management managementofthe technical operations ofthe sleep disorders laboratory. Qualifications required for
415k seniortechnical/scientific staff are described in section 5.1.

Qualitymanager A quality manager with responsibilityfor the quality managementsystem mustbe appointed.

4.1.5|

Managerial deputies | The service mustappointdeputies for key managerial personnel.

4.1.5m

Importance ofroles | The service mustensure that its personnel are aware of the relevance and importance oftheir

415n activitiesand how they contribute to the achievementofthe objectives of the quality management
o system.
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CLAUSE REQUIREMENT COMMENTS
Appropriate Appropriate communication processes mustbe established and include the effectiveness of the

communication managementsystem.Records mustbe kept of these communications.

416,421

4.2 Quality management system

Scope of The service’s management system must define the type and extentofthe services provided, such as
managementsystem |branch services and unattended (home)studies.

421

Policiesand The senice must maintain a manual which specifies its organisation and administration, staffing and
procedures direction, policies and procedures, staff developmentand education, sites andequipment, and quality

assurance program. T he documented policies and procedures reflect currentknowledge and practice in

4.22 the conductofa sleep disorders service.
Managementmustensure the integrity of the management system when changes are made.
Quality policy The service mustdevelop a quality statementthat includes goals and objectives and reflects its
statement commitmentto good professional practice.
423 The senice mustdemonstrate evidence of commitment to development,implementation and continual

improvementofthe managementsystem.

Quality Objectives | Seniormanagementmustestablish qualityobjectives, including those needed to meetthe needs and
494 requirements ofthe users, at relevant functions and levels within the organisation. T he quality
- objectives mustbe measureable and consistentwith the quality policy.

Qualitymanual The service mustdevelop and maintain a quality manual thatdescribes the management system and
425 its structure.

It mustinclude a description ofthe structure and relationship ofthe documentation used in the quality
system.
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Rolesand Theroles and responsibilities of senior management (including medical director, senior

responsibilities technical/scientific staffand quality manager) mustbe defined in the quality manual.

425d

Access Al staff musthave accessto and be instructed on the use and application ofthe qualitymanual and

426 the supporting documents.

43 Documentcontrol

Procedures The senice mustdefine, documentand maintain procedures to control all documents that form its

431 management system (internallygenerated or from external sources).

Approval andissue
4321

Documents are reviewed and approved by authorised personnel priorto issue, and are included ona
masterlist or equivalentdocumentwhich identifies the revision status and distribution

Availability All necessaryquality documentation is available where required, authorised, reviewed and revised.
4392 Obsolete documents are promptlyremoved from all points of use, are suitably marked and are

o retained for legal or knowledge preservation purposes.
[dentification Managementsystem documents mustbe uniquelyidentified and include title, edition or current
4323 revision date or revision number, page numbering to total number of and the issuing authority(ies).
Handwritten If hand written amendments are allowed, defined procedures are available, which include authorities,
amendments clearmarking, initialling, dating, and formal re-issue.
4331

Electronic documents
4332

Procedures mustbe established to describe how changesin documents maintained electronicallyare
made and controlled.
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44 Reviewof appropriateness of referral and patient preparation

Appropriatenessof | The sources and types of referrals mustbe relevantto the services provided.

referral Each patientmusthave had an appropriate clinical evaluation prior to a study.

44.1 A sleep service mustconduct testingonlyon receipt of an appropriatelyauthorised referral provided bya
qualifiedsleep physician

Appropriatenessof | Paediatrics: each patientshould be evaluated bya paediatric sleep physician prior to a study.

referral

441c

Deviations from Deviations from or additions to the referralmustbe documentedin laboratoryrecords and in the report to

referrals the referring medical practitioner.

442

Senvice Referral/ Where a sleep laboratory determines that further assessmentis required for appropriate diagnosis or

Outsourcing testing, the service mustdeem this to be subcontracted and assume responsibilityfor the quality of

443 the subcontractor’s work.

An alternative appropriate arrangementis for the referring doctor to re-referthe patient to the other
senvice provider.

45 Subcontract

ing or onward referral oftests and services

Notification of
subcontracting

452,453,454

Subcontracting

e Theservicemustadvise the referring doctor ofthe subcontracting or referral arrangements in writing
and gain the approval of the referring doctor for ongoingmanagement ofthe patient where
appropriate.

e Thesenicemustmaintain aregister and records of compliance with this Standardfor all
subcontractors thatituses for tests.

o Whereatestorservice is subcontracted, the serviceis responsible for the subcontractor's work.
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Engagementofthird | Servicesthat engage third parties for the purpose of analysis or reporting of studies mustdemonstrate

parties a quality assurance system pertaining to the activities of the third party.

455 The qualityassurance system mustinclude a documented program of proficiencytesting and participation
inan external proficiencytesting program.
Processes mustbe in place to evaluate, correctand communicate non-conforming work; with the third
party.
Regularpeerreviewed physicians concordance process bythe third party should be considered, with
documentaryevidence of such a process.

4.6 External services and supplies

461 The service musthave a documented policyand procedure(s) for the selection, evaluation and
purchasing of equipment, services and consumable suppliesituses that affectthe quality of its
services.

4.7 Feedback

471 The service mustestablish a relationship with referrers that encourages two-waycommunications and
encourages feedback both positive and negative.

48 Resolution of complaints

481 The service musthave a documented procedure for the managementof complaints or other feedback
received from clinicians, patients, service staff or other parties.
Records mustbe maintained ofall complaints and of investigations and corrective actions taken by
the seniice.

4.9 Identificationand control of nonconformities

491 Service managementmusthave a documented procedure to be implemented when itdetects that any

aspectof the service’s activities do not conform to the agreed requirements ofits management system
or those of the referring clinician.
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410 Corrective action

4.10.1,

The senvice must take corrective action to eliminate the cause/s of nonconformities.

Monitoring corrective
action

4.10.2

The senice musthave a documented procedure for:

e reviewing nonconformities;

e determining the rootcauses of nonconformities;

e evaluating the need for corrective action to ensure that nonconformities do notrecur;
e determining and implementing corrective action needed,;

o recording the results of corrective action taken; and

o reviewing the effectiveness of the corrective action taken

411 Preventive action

411.1,4112

There mustbe a documented procure whichincludes:
e reviewing senvice dataand information to determine where potential nonconformities exist;
e determining the rootcause(s) of potential nonconformities;

e evaluating the needfor preventive action to prevent the occurrence of nonconformities;
o recording the results of preventive action taken; and

o reviewing the effectiveness of the preventive action taken.

412  Continual improvement

Improving
managementsystem
effectiveness

4121

The servicemust continuallyimprove the effectiveness of its management system throughreviewing a
variety of information suchas the quality policy, qualityobjectives, auditresults, analysis of data,
corrective and preventive actionsand managementreview.
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4122

Procedures mustbe in place to evaluate the quality of the service provided, correctidentified
problems, and advance the senice's quality standards.

413  Quality and technicalrecords

Procedures The service musthave a documented procedure for the identification, collection, indexing, access,
41311 filing, storage, maintenance and disposal of quality, technical and patientrecords. Record
B managementprocedures mustapplyto all forms of media.

Record retention - Retention times mustbe established and documented for all record types in accordance with

equipment legislation or contractual obligations, including raw data, video and audio-visual recordings and final

41312 reports.
Forequipmentrecords, the retention period will be the life of the equipmentplus 7 years or other
legislative requirement (whicheveris the longer period).

ldentifying the staff | All records mustinclude the identity of the person making the record.

member

41313

Securityand All records mustbe held secure and in confidence.

confidentiality

41314

Technical and patient
records

The records system mustinclude a copy of each referral and report relating to the performance ofthe
study including details such as the endorsement (ifapplicable) and identification ofthe person who
authorised the report.

413.21

Record system — The records system mustinclude the information stated in the Standard to assess the appropriateness
content of the test and the quality of the procedure.

41322
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Record retention - Final reports of the study mustbe retained with patienthealth records for the period required by

testing appropriate authorities for health records.

413.2.3

Polysomnography | As a minimum, detailed polysomnographydata mustbe retained until final reporting has occurred and

data appropriate treatmentof the patienthas beenimplemented.

41324

Video & audio Video and audio recordings taken during the overnightsleep study mustbe retained until final

recordings reporting of the sleep study is complete. Video or audio recordings critical to understanding or

41325 demonstrating the resultof the study mustbe retained for the duration of the patienthealth record.

Preventing record
loss

As far as practicable, all records mustbe indelible and data and observations recorded in such a
manner that prevents amendmentor loss of the original.

41326
Correctionsto records| When mistakes occurin records, each mistake mustbe crossed out, not erased, made illegible or
41327 deleted, and the correctvalue entered alongside. All such alterations mustbe signed or initialled by

the person making the correction and mustinclude the date the change was made. In the case of
records stored electronically, equivalentmeasures mustbe taken to avoid loss or change oforiginal
data.

414  Evaluationa

nd audits

Internal Audits
41414142

The service mustplan and implementthe evaluation and internal audit processes needed to
demonstrate that the pre-study, study, post-study and supporting processes are being conductedina
manner that meets the needs and requirements of referrers and patients; ensure conformityto the

quality managementsystem; and continuallyimprove the effectiveness of the quality management
system.

The results of evaluation and improvementactivities mustbe included in the input to the management
review.
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Referrals Authorised staff mustperiodicallyreview the types of sleep studies provided by the service to ensure

4143,4144 that they are clinicallyappropriate for the referrals received.

Feedback The service mustseek information relating to whether the service has met the needs and

4144 4145 requirements of referrers and patients.

The service mustencourage staffto make suggestions forimprovement.
Records mustbe kept of information collected and actions taken.

Internal audits The senice mustconductinternal audits atplanned intervals to determine whetherall activitiesin the
4146 4147 qualitymanagementsystem, including pre-study, study, and post-study processes:

o conform to the requirements ofthis Standard and to requirements established bythe senice;
and

e areimplemented, effective and maintained.

The auditprogram musttake into accounttechnical and management areas to be audits, as well as
the results of previous audits. The auditcriteria, scope, frequencyand methods mustbe defined and

documented.
Internal auditors Audits mustbe conducted bystaff trained to assess the performance of managerial and technical
4147 processes of the quality management system.

Selection of Auditors | Selection ofauditors and conductofaudits must ensure objectivity and impartialityof the audit

4148 process. Auditors must, wherever resources permit, be independent of the activity to be audited.
Responsibility The senvice musthave a documented procedure to define the responsibilities and requirements for
4149 planning and conducting audits, and for reporting results and maintaining records.

Corrective action Appropriate action is promptly undertaken when nonconformities are identified. Corrective action must
41410 be taken withoutundue delay to eliminate the causes of the detected nonconformities.
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Evaluation The service mustevaluate the impactof procedures and potential failures on study results as they
41411 affect patientoutcomes, and mustmodify processes to reduce or eliminate the identified risks and

documentdecisions and actions taken.

415 Managemen

treview

415.1,4.152,4153

Senvice managementmustreview the quality managementsystem at planned intervals to ensure its
continuing suitability, adequacyand effectiveness and support of patient care.

Managementreviews mustinclude information from the results of evaluationsand must address the
elements stated in the Standard.

The review must analyse the information for trends and patterns that indicate process problems.

Review Output The outputfrom the managementreview mustbe incorporatedinto a record that documents any
4154 decisions made and actions taken during managementreview related to: improvementofthe
o effectiveness of the quality managementsystem and its processes; improvementofsenvicesto users;
and resource needs.
Actions andrecords | Findings and actions arising from managementreviews mustbe recorded, reported to service staff
4145 1446 and completed within a defined timescale.
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5. TECHNICAL REQUIREMENTS

51 Personnel

Competence Senice managementmustensure that all staff members are appropriatelyqualified for their tasks by

511 education, training, and/or experience. When staffare undergoingtraining, appropriate supervision must
o be provided.

Cardiopulmonary The senicemustensurethatall medical, technical, scientific and nursing staffare trainedin

resuscitation cardiopulmonaryresuscitationand thata basiclevel of competence is maintained and evaluated regularly.

5.1.1a

Cardiopulmonary Where paediatric services are provided, specific training in paediatric basic life supportis required.

resuscitation

5.1.1a

Appraisal system A staff appraisal system mustbe in operationthatincludes a written report,

5.1.1b

Orientation and Programs mustbe in placeto orientate new staff, and for continuing education of existing staff.

training Staff musthave access to educationand opportunities mustbe made available for senior staffto attend

5.1.1c¢ relevant professional meetings.

Job descriptions Roles and responsibilities of staffmembers must be specifiedin job descriptions.

512

SeniorMedical Staff | Senior medical staff musthave specific, detailedtrainingin sleepdisorders and meetthe criteria setby
512a &b RACP and ASA guidelines.

The Medical Director mustbe on site 12 hours/month and lead and participate in regular unit staff
meetings with technical and nursing staff.
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Experience
requirements for
supervising scientist/
technologist

5.1.2¢c

A scientist/technologist, to be able to functionin a supervisory capacity under medical direction, musthawe
a minimum oftwo (2) years’ experience in a sleepdisorders service and a tertiary degree in biological or
physical sciences, or equivalent qualification.

The Scientist/Technologistin Charge mustbe on site for atleasttwenty(20) hours per week for a full-time
senvice.

Experience
requirements for
scientist/technologist

5.1.2d

Basic qualificationsfor sleep scientiststechnologists will depend on the local regulatory requirements.

Staff will acquire skills either through accredited tertiarytraining and/or “on the job"trainingand mentoring
from a suitablyqualified senior sleepscientist/technologist.

In smallerservices where this “on the job” training is notavailable, linkages with anotherservice should
be established to provide this training and mentoring role.

Experience
requirements for
Paediatric senices

5.12e

Forany given paediatric case mix, itmaybe appropriate and advantageous to utilise staff with
backgroundsin nursingin paediatric services for some technical staffroles. Where this occurs the nursing
staff musthave undergone appropriate trainingfor their technicalrole i.e. equivalent to other technical staff
performing thatrole. All staff working in a paediatric sleep service requires specific trainingin working with
children andyoung people.

Training records
513

Training records mustbe maintained thatare sufficientlydetailed to demonstrate competence in
relevant aspects of the senvice.

Evidence of recognition of overseas qualifications mustbe available.

5.2 Accommodation and environmental conditions

Facility Adequate sites and equipmentmustexistfor the service to meetits objectives and complywith
statutory requirements.

521

521 Paediatric laboratories musthave appropriate facilities to care for sick children or children with

complex conditions.
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Laboratory safety The site mustmeetthe standards of safetyconsistent with State occupational health and safety
591 regulations, including infection control, handling of gas cylinders, fire and electrical safetyand general
- safety procedures.
Electrical supplyto the monitoringroomand the bedrooms ofthe service mustbe, ata minimum, atbody
protected standard (class B (AS specification)).
Monitoringequipmentmustbe listedon the Australian Register of T herapeutic Goods (ARTG) @as a
medicaldevice and the public summarymustindicate thatthe equipmentis suitable for use.
Identification The senvicemustbe identified by signage, telephone andstationeryso thatitcan be easilyfound and/or
591 accessed.

Reception, Waiting
Rooms

5.2.1a (i)

The reception area andwaitingroom conform to generallyaccepted standards for medical suitesin size,
appearance, privacy, lighting andfurniture.

Faciliies—Bedrooms
5.2.1a (ji-x & Xiv,xv)

Appropriatelyfurnishedbedrooms conducive to sleep and of adequate size.

The rooms conformto local regulations withrespect to entrances, exits and fire precautions.
Separate bedrooms with comfortable bedding, storage for personal effects and adequate lighting.
There are convenientlylocated andadequate toiletand shower sites.

The monitoring roomis locatedin close proximityto the bedrooms and a patient call system is available
from bedroomsto monitoring room.

Staff mustbe able to monitor the live recording of all physiological signals for all studies simultaneously.
Fortitration studies, staff mustbe able to adjustdevice settings from the monitoring room

Office space exists with adequate space, furniture, lighting and privacyfor analysis of sleep studies.
Adequate storage exists for secure storage of records, consumables andequipment.

The sitesare regularlycleaned.

Adequate accessto bathrooms, to a supplyof drinkingwater and storage of personal equipment for staff.
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5.2.1a (iv)

In the case of paediatric laboratories, the bedroom mustbe child-safeand age-appropriate. Sites fora
parentto sleepin the child’s bedroom should be available.

Faciliies—Accessto
medical resources

5.2.1a (xi)

Provision mustbe made for advice and medical emergencies, and should include an on-call roster for
medical staff, CPR trainingfor all staff, availability of resuscitation equipment, oxygen and suction, and
easy access to the laboratoryand the patient.

Faciliies—Accessto
medical resources -

In the case of paediatric laboratories, a team trained in paediatric cardiopulmonaryresuscitation mustbe
available on-site for the duration of the study. All staff mustbe trained in paediatric cardiopulmonary

Paediatric resuscitation. Acomplete range of age-appropriate resuscitation equipmentmustbe availablein the
5.2.1a (xii laboratoryfor the duration of the studiesand oxygen and suctionmustbe available atthe bedside.
Facilities—Non- Provisions complyingwith relevantsite and statutoryrequirements mustbe made for non-medical
medical emergencies | emergencies (Fire and Safety).

5.2.1a (xiii)

Unattended basedservices

Faciliies—Reception,
Waiting and
Consultation Rooms

5.2.1b (i)

The reception area andwaitingroom conformto generallyaccepted standards for medical suites in size,
appearance, privacy, lighting and furniture.

Facilites—Bedrooms
5.2.1b (ii - v & viii,ix)

The senvicehas appropriatelyfurnished private roomsappropriate for the activity.

The rooms conformto local regulations withrespect to entrances, exits and fire precautions.

Office space exists with adequate space, furniture, lighting and privacyfor analysis of sleep studies.
Adequate storage exists for secure storage of records, consumables andequipment.

The sites are regularlycleaned.

Adequate accessto bathrooms, to a supplyof drinkingwater and storage of personal equipment for staff
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Facilities—Accessto
medical resources

5.2.1b (i)

Provision mustbe made for advice and medical emergencies. These should include an on-call roster for
medical staff, CPR trainingfor all staffand a protocal for dealing with a patientwho requires medical
treatment.

Facilities—Non-
medical emergencies

5.2.1b (vii)

Provisions complyingwith relevantsite and statutoryrequirements mustbe made for non-medical
emergencies (Fire and Safety).

5.3 Equipment

General Equipment
5.3.1

The sernvicemusthave a documented procedure for the selection, purchasingand management of
equipment.

e Thesenicemustoperate with allequipmentmustbe capable of performing polysomnography
consistentwith established standards.

o Polysomnographysoftware mustallowfor the recording andfull disclosure of the raw signals.
e Equipmentmustbe replaced as needed to ensurethe qualityof procedureresults.
e Eachitem ofequipmentmustbe uniquelylabelled.

General Equipment
5.3.1

In paediatric laboratories, appropriately sized sensors and equipment should be available.

Equipment
Acceptance

532

The servicemust verifyupon installation and before use thatthe equipmentis capable ofachievingthe
necessaryperformance andthatitcomplies with requirements relevantto anyprocedures concerned.
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Operatingmanuals | Equipmentmustbe operatedatall imes bytrained andauthorized staff.

and procedures Currentinstructionson the use, safetyand maintenance of equipment, including anyrelevantmanuals

533 and directions for use provided bythe manufacturer ofthe equipment, mustbe readilyavailable.

The servicemusthave procedures for safe handling, transport, storage and use of equipmentto prevent

its contamination or deterioration.

Equipment verification
5341

The service musthave a documented procedure for the verification or checking of polysomnography

equipmentand sensors as well as other equipmentthatdirectly or indirectlyaffects results. The
procedure mustaddress the elements stated in the Standard.

Biological calibrations
5342

Prior to each study a signal check mustbe done and recorded on the patientfile. Thisrequiresa
patientto perform a series of physiological manoeuwres to verify that equipmentis functioning.

Maintenance and
repair

535

The service musthave a documented program of preventive maintenance
Equipmentmustbe maintainedin a safe working condition and in working order
Defective equipmentmustbe taken out of service and clearlylabelled.

The service musttake reasonable measures to decontaminate equipmentbefore service, repair or
decommissioning, provide suitable space for repairs and provide appropriate personal protective
equipment.

Equipmentperformance mustbe verified before being returned to use.

Adverse incidents
536

Adverse incidents and accidents thatcan be attributed directly to specific equipmentmustbe
investigated and reported to the manufacturer and appropriate authorities, as required.

Equipment Records.
537

Records mustbe maintained for each item of equipmentthat contributes to the performance of
studies.

Therecords mustinclude the elements stated in the Standard.

These records mustbe maintained and mustbe readilyavailable for the life of the equipmentplus
seven (7) years or other legislative requirement (whicheveris the longer period).
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Consumables
538

The senvice should have a documented procedure for the storage and inventory management of
consumables.

54 Pre-study pr

ocedures, including handling of patient referrals

Managing referrals
54.1

Procedures mustexist for the prompt, efficienthandling of patient referrals, clinicalassessment,
documentation, communication with the referring doctor, and protection of patient confidentialitythatare
consistentwith good professional practice. Itis expected that patients will be clinicallyevaluated prior to
the sleep study. On presentation to the sleep laboratory, administrative procedures mustbe
implemented to capture clinical ordemographic information in the event that inadequate informationis
received priorto presentation.

Managing demand
542

The service musthave processes in place to cope with the demand forits senices. Where demand
for services exceeds capacity, the service must have a system for prioritizing cases perceived to be
urgent.

Suitability on
presentation

543

The service musthave processes in place to assess the suitability for and appropriateness ofthe
study requested for the patient on presentation for their sleep study. Where clinical circumstances are
suchthat the study requested may need to be varied, there mustbe systems in place for the
scientific/technical staffto obtain appropriate clinical inputfrom a medicallytrained person.

Patient identification
544,545

Patients mustbe positively identified upon presentation to the service usinga minimumof three
identifiers.

Patients and their associated records (worksheets etc.) mustbe uniquely identified during all stages of
testing.

5.5 Sleep Disorders Services Processes

Escalation of patient
care

55.1.1

The senicemusthave documented policies and procedures which describe the escalation of patientcare
and call foremergencyassistance.
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Methods and The methods for the conduct of sleep studies must be consistent with recognised standards, including the

procedures relevant ASA guidelines and, where applicable, paediatric guidelines. Types of sleep studies performed

559 and the parameters measured mustbe specified.

5.5.3 Attended studies methods

Full disclosure ofraw
data

5.5.3.1

Sleep studies mustallow full disclosure ofthe raw signals, which mustbe adequately labelled and verified.

Analysis and scoring
5532

Methods for the analysis of sleep studies must be consistent with recognized standards, includingthe
relevant ASA guidelines . Scoring and interpretation of the data should conform to the AASM Manual for
the Scoring of Sleep and Associated Events in conjunction with ASA Guidelines for Sleep Studies

Analysis and scoring
5532

In the case of paediatric laboratories, scoringand interpretation should be age appropriate and conform to
the AASM Manualforthe Scoring of Sleepand Associated Events)and the ASA/ AST Aaddendum
document.

Testsof daytime The methods for multiple sleep latencytesting (MSLT), maintenance of wakefulness (MWT) andrelated
sleepiness studies mustbe consistentwith established standards, including the relevant ASA guidelines.

5533

PAP studies The laboratorymust have established methods for the studyof patients using positive airway pressure
5534 devices. The laboratorymusthave appropriate methods for titration andefficacystudies. Alaboratory

mayimplementalternate methods to establish patients on PAP therapybutmusthave access to full
laboratorydiagnostic or efficacy studies for more difficult cases.

Senvices conducting more complex services such as bi-level mustbe able to demonstrate on-going
competencies.
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5.5.4 Unattended Sleep Study methods

Patient referral
5541

Systems mustbe in placeto refer the patientfor a full laboratory studywhere appropriate.

Where a home sleep studyis performed which fails to confim the clinical diagnosis, systems mustbe in
place to refer the patientfor a full laboratory study.

Type of device used
554.2

Type 3and 4 devices canbe used to confirm diagnosis of OSAin patients with moderate to high pre-test
probabilitywhen integrated intoa package of care thatincludes an appropriate level of physician expertise
andaccessto Type 1and Type 2 studies.

The limitation of Type 3 and 4 devices mustbe appreciated before theyare used to make diagnosticand
therapeutic decisions.

Full disclosure ofraw
data

Unattended (home) studies mustallowfull disclosure of the raw signals.

5543
5.5.5 Method Selection
Method review Method selection and documentation mustbe regularlyreviewed to ensure currencyand in accordance
5551 with documentcontrol procedures.
Laboratory Procedure | Standard tests and procedures performed bythe laboratory mustbe described in detailin a senice
Manuals manual.
5552,5553, Each testshould be separatelydescribed with detail as stated in the standard.
5554 Appropriate cross-referencing (€.g. to manufacturer's manual) under each subheading could minimise
redundancywhile ensuringthatall issues relevantto each testhave been addressed.
The methodmustbe authorisedfor use.
Newmethodology | There mustbe a procedurefor the introduction of new methodology.
556.1
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Validation of methods | T he service mustvalidate non-standard methods, service designed or developed methods, standard
5562 methods usedoutside theirintended scope and validated methods subsequentlymodified.

Polysomnography | Laboratories should establish a collection of polysomnograms covering a range of clinical conditions
software that can be reanalysed when new software is installed.

556.3,55.64 Computations forderived parameters should be validated againsta manual method of calculation
whenever a method orreport is changed.

Uncertaintyof Reporting physicians mustbe aware of intra-and inter-laboratoryscoring concordance as anindicator
measurement of uncertainty of measurement.

55.7

Computersand The service mustestablish processes to manage the security and confidentialityof all data relating to
Control of data a patient'sepisode of care.

558.1,5582, Accessto the electronic media mustbe controlled bypassword and media mustbe physicallylocated
5583 within a secure area of laboratory or clinic.

The service mustmaintain secure copies of reports and clinical information thathas been distributed
to referring clinicians. Copies maybe electronic orhard copy.

The senice mustimplementappropriate processes to ensure that all data is copied to backup media
whilststill under consideration in the patient's management.

5.6 Assuringthe quality of the service

Quality Control Quality control procedures mustbe documented. The documentation mustinclude the elements
56.2 stated in the standard.
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Quality Indicators
56.3,564,56.5

The service mustestablish quality indicators to monitor and evaluate performance throughoutcritical
aspects of pre-study, study (methods) and post-study processes.

Quality indicators mustbe:

e Planned, whichincludes establishing the objectives, methodology, interpretation, limits, action
planand duration of measurement.

o Periodicallyreviewed, to ensure their continued appropriateness, and action taken where
appropriate.

Quality control -
56.6.1,56.6.2,56.7

Performance indicators mustbe established to:
o review all aspects of the study including referrals, performance ofthe study, staging/scoring and
reporting. (diagnostic services)
e Examine provision of treatmentto patients attending the sleep senvice (treatmentsenvice)

Proficiencytesting
568

The service mustparticipate in a proficiencytesting programme(s) appropriate to the sleep studies
performed.

The service mustestablish a documented procedure for proficiencytesting participation thatincludes
defined responsibilities and instructions for participation, and any performance criteria thatdiffer from
the criteria used in the proficiencytesting programme.

The performance in proficiencytesting must be reviewed and discussed with relevant staff. When
predetermined performance criteria are notfulfilled staff mustparticipate in the implementation and
recording of corrective action.

Physicians should participate in regular peer reviewed concordance processes.

5.7 Post-study procedures, including ongoing patient care

5.7.1 Services providing ongoingmanagement of patients

Treatmentprotocols
5711

Anticipatedthatclinical interactions between physicians and patients will be carefully performedand follow
evidence based guidelines — clinical history, examination of patient, needfor diagnostic testand type of
test to be performed is apparent.
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Treatmentprotocols
5712

Al patients/families musthave the results and implications of a sleep studyappropriatelyexplained to
them by a sleep specialist.

The sleepservice musthave documented protocolsand procedures for the implementationand follow-up
of treatmentfor patients with a sleep disorder. Protocols should be based on currentbestavailable
evidence asdefinedfrom time to time by ASA and AASM.

Where a service does notoffer a particular treatment servicein-house, procedures mustbe in placeand
documentedforthe referral to a suitablyqualified clinical service whichwill provide the service on behalf of
the sleep senvice.

PAP treatment
5713

Sleep services must have established processesfor the prescription, supplyand monitoring of CPAP
treatment. Therapyand treatmentfollow-up mustbe consistentwith good professional practice. This
requires a diagnostic studyprior to prescription of CPAP. Earlyfollow-up afterimplementation of treatment
is required to determine whether problems affectingtreatmentadherence exist.

Where the service does notprovide CPAP services in house, there mustbe an established relationship
with a small number of suitably qualified CPAP providers whoare ableto perform these tasks on behalf of
the senvice.

CPAP therapy
5714,5715

Once CPAP therapy continues there isevidence of further review to assess the patients’ progress—
including adherence with CPAP, clinical response, and further review if necessary.

Senvice should have relationship with appropriatelytrained dental practitioner for the construction of
oral appliancesand forreferral to ENT surgeon where surgical interventions are considered appropriate.

Paediatric service
5.7.1.6

Procedures mustbe in place forreferral to ENT senices performing more complex airwaysurgery.

Non-sleep medical
issues: management
andreferral

57.17,56718

Procedures mustbe in place for referral of patients with complex respiratoryand non-respiratory
issuesto other specialistsernices which mightinclude cardiology, ENT, endocrinology, psychiatry,
clinical psychologyand other specialistservice including dental and ENT services asabove.

Procedures mustbe in placefor referral of complex insomnia patients where services cannotbe provided
in-house.
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Services providing
diagnosticservices
only

Treatmentprotocols
5.7.2.1

A physicianinvolved in the diagnosis or assessment of a patient has a duty to ensure that appropriate
follow-up is implemented.

A sleep service performing only diagnosis must have in place systems to:
e Assess and provide advice to referring doctors on the suitability of the diagnostic method.
¢ Provide a comprehensive summarised report to the referring doctor on results of the study.

e Ensure that the referring doctor is provided with adequate information to form an opinion
about the necessity for treatment.

o Where requested offer advice to the referring doctor about ongoing management of the
patient.

¢ Implementurgentclinical review if severe SDB is detected on PSG or other acute problems
needing immediate intervention are identified.

5.8 Reporting of results

Maintaining a patient
record

A patientrecord mustbe maintained, which is well orderedand contains all studyreports, records of
consultations, copies of correspondence, workingand/or final diagnoses and, where appropriate, clearly
defined treatment/follow-up recommendations

5.8.1
Correspondence, including patientletters and PSG reports should be completed promptly (withinten (10)
working days) following each patientcontact.
Information to Relevantinformation regarding the studyand associated raw data mustbe providedto allowthe reporting
reporting physician  |physician to assess the qualityand accuracyofthe study.
582 The sleepphysician mustreview the sleep studyraw data epoch byepoch.

The observations of overnight technologist(s) and the scoring technologist(s) mustbe available for review

by the reporting physician. There mustbe the opportunityto provide feedback to the scoring technologist
involved where issues or training opportunities are identified.

The servicemust publishand have available to reporting physicians normal reference values for

commonlyderived indices thatinclude estimates of uncertaintywhere available.
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Opinions and While analysis of the sleep studymaybe performed bya well-trained technologist, interpretation is the
interpretations responsibilityofthe interpreting sleep physician.
583 Computerized analysis systems are considered aids to the process: finalanalysis mustbe performed
manuallyand involve reference to the raw data, as mustinterpretation bythe responsible sleep physician.
Reporting The servicemusthave a documented policyand procedure which describes the processes for reporting,
including:
584 ne

e Reportauthorisation and delegation forissuing of preliminaryand final reports.
Preliminaryreports mustbe checkedand authorisedand the status ofthe reportevident prior to
issue.

o Whereaseniceissues a preliminaryreport prior to the final report, the final report must contain a
referenceto the preliminaryreport.

Report Format

585,586,587,
588

A sleep studyreportmust:

clearlyidentifythe senvice;

clearlyidentifythe site where the studywas performed;

clearlyidentifythe patient;

include the date ofthe studyand the date ofthe report;

contain clinical or technical observationsabout the conduct of the study, which could influence the

interpretation ofthe studyresults;

e contain the studyresults along with an interpretive summary statement signed bythe interpreting
sleep physician

e beconsistentwith curentASAand AASM documents.

Each page of a multi-page documentmustbeara statementof the page numberand the total number
of pages.

A study reportmayincluderesults of studies performed byanother serviceifthe source ofthose study
resultsis clearlyidentified on the studyreport.

The reportformatmustbe designed to accommodate eachtype of sleep studycarried outand to minimize
the possibilityof misunderstanding and misuse.
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Revised Report When an originalreportis revised there mustbe written instructions regarding the amendment so that:
589 o therevisedreportisclearlyidentifiedas an amendmentreportand includes reference to the date of
the original report;
o therevisedreportshows the date ofthe change and the name ofthe person responsible for the
change;
A copyof the originalreport mustbe maintained.
When the reporting system cannot capture amendments, changes or alterations, a record of suchmustbe
kept.
Appropriate security  [Appropriate securitymustbe in place for anyresults transmitted by electronic or anyother means.
5.8.10 e Thesenicemusthave adocumented protocolfor the verbal release of resullts.

The senicemusthave a documented protocol for the electronic transmission of results.

e Studyreports maybe electronicallyissued (including from a site other than the accreditedsite) ifthe
reports have been appropriatelyauthorisedfor release. The adequacyof such arrangements will be
reviewed atassessment.

e Copies(hard copyor computer records) of studyreports mustbe retained byor accessible to the
accredited senice. Care mustbe taken to ensure thatcopies of handwritten comments are also
retained bythe issuing site.

o Thesenicemustbe able to demonstrate appropriate controls over the electronic generation, access,
storage and backup of results and reports and program controls such as password protection. Ifthe
reportis to be accessed from a website bythe clientthere mustbe an appropriate controlin placeto
ensure the reportcanonlybe downloaded in a protectedformat.
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