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PREFACE

This Interim Standard was prepared by Standards Australia Subcommittee
IT-014-02, Health Concept Representation, and forms part of a set to be known as
Health Records, as follows:

AS

2828 Health records

2828.1 Part1: Paper-based health records

2828.2  Part2: Digitized (scanned) health record system requirements

These documents should be read as a set to gain a better appreciation of the context.

This Interim Standard is intended to cover the requirements of systems that digitize (scan)
paper-based health records into electronic versions that may form part of the electronic
health record (EHR).

In writing this Interim Standard, concepts from ISO/TR 13028, Information and
documentation—Implementation guidelines for digitization of records, published in
December 2010 by ISO/TC/46, Information and documentation, Subcommittee SC 11,
Archives/records management, and S-6, Archives New Zealand’s Digitisation Standard,
published in January 2006, were included.

The terms ‘normative’ and ‘informative’ have been used in this Standard to define the
application of the appendix to which they apply. A ‘normative’ appendix is an integral part
of a Standard, whereas an ‘informative’ appendix is only for information and guidance.

This Interim Standard will have a currency of two years from its date of publication. At the
conclusion of that period it will be superseded by another Standard, confirmed as an Interim
Standard in its present form for a further two year period or withdrawn.

During the life of the document, the Committee will monitor all comment as it is received.

Funding for this publication has been provided by the Commonwealth Department of Health
and Ageing. The Commonwealth makes no representation or warranty that the information
in this publication is correct or accurate.

Standards Australia wishes to thank the Department of Health and Ageing for their
continued financial support in helping us develop this Interim Standard.
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FOREWORD

The Australian Government’s eHealth strategy indicates that clinical information will
increasingly be held and interchanged using computers. Development of electronic health
records (EHR) in Australia is proceeding, while there are parallel activities underway
involving the introduction of digitizing health record systems. These systems are introduced
to improve record-handling processes and to improve access to, and the quality of,
paper-based health records. The introduction of digitizing health record systems is often
done in functional and information silos separate to the information decisions that relate to
the introduction of clinical information systems (CIS) and EHR. The systems are developed
by different departments, sometimes without consideration of the need for harmonization
between the processes. In many parts of the world, the introduction of digitized record
systems is seen as a transitionary phase between the paper record and EHR.

Digitized record systems have the capacity to progressively replace the scanned paper with
screen-based data capture and presentation, thereby converting the record incrementally
from a picture-based capture format that is not computable to a fully digitized format. Each
data element has to be able to be accessed and queried, thereby supporting the progressive
move towards electronic decision support and a more integrated approach to patient
information exchange and care.

Digitization can involve extensive document preparation and requirements for indexing
which, combined, can comprise the majority of a digitization budget. Digitization
undertaken as a space-saving device is rarely justified, especially when the costs of future
migration are factored into the project.

As digitized systems and EHRs are used together in many organizations, there is equally a
need to ensure that multiple sources of patient information are integrated. The principles of
the unit health record should apply irrespective of media and processes used to collect,
maintain, access and archive the health record. The information should appear seamless, not
fragmented to the extent that it increases the risks to both patient care and organizational
decision-making.

There is also a strong acceptance that both digitizing health record systems and EHRs can
be expensive. Information technology implementations around the world show that there are
key methods to reduce costs and improve the success of system introduction. These include
the following:

(a) Having a clear understanding of system requirements as they relate to data and
ensuring they are well aligned to business processes.

(b) Considering the long-term desired direction for the system. It should not be
determined on short-term imperatives. The implementation should align and support
the organizational operational requirements into the future.

(c) Ensuring that robust data migration processes exist when replacing or introducing
new health record systems.

Healthcare, particularly in hospitals, continues to have a highly structured and hierarchical
approach to system implementation which does not easily support cross-departmental
system integration and functional performance. Healthcare has also suffered from
information technology decision-making that is based on outmoded experiences of the last
20 years. In the current healthcare delivery environment there is a need to understand the
direction in which organizations wish to move, and to provide progressive infrastructure to
support that need. Digitized health record technologies are rapidly changing and will
continue to be part of future EHR solutions.
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STANDARDS AUSTRALIA

Interim Australian Standard
Health records

Part 2: Digitized (scanned) health record system requirements

SECTION 1 SCOPE, OBJECTIVE,
REFERENCED DOCUMENTS AND
STAKEHOLDERS

1.1 SCOPE

This Interim Standard specifies requirements for systems that digitize (scan) paper medical
records into electronic versions, including image quality, retention of originals and
conversion processes.

In addition, it provides guidelines on best practice for safe storage, retrieval and access to
digitized health records.

This Interim Standard does not provide requirements for paper-based health records
(covered by AS 2828.1), CIS, EHR, means of access control or data security, conversion of
microfilm, or scanning from microfilm.

1.2 OBJECTIVE

This Interim Standard has been developed to assist those converting paper-based records to
digitized health records to identify—

(a) the system requirements necessary to digitize (scan) health records to support the
transition to an EHR;

(b) decisions appropriate to both good patient care and responsible management in the
phased introduction of these systems;

(¢) legal requirements of the digitization process;

(d) the relationship between digitized (scanned) records, CIS and the EHR to reduce the
risks to patient care during the implementation of a digitizing health record system;

(e) best practices for the management of scanned records and the implementation of
replacement processes associated with paper records;

(f)  the requirements and processes necessary to support information exchange between
digitizing health record systems and EHR systems;

(g) Dbest practice in conversion from a paper record to a digital record with/without an
EHR or CIS;

(h) best practice in management of off-site/remote or external access to the health record;
(i)  evaluation criteria for digitizing health record software and systems; and

(j)  performance criteria for digitizing health record systems.
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1.3 REFERENCED DOCUMENTS

The following documents are referred to in this Interim Standard.

NOTE: Documents for informative purposes are listed in the Bibliography.

AS

2828.1 Paper-based health records

AS/NZS ISO

13028 Information and documentation—Implementation guidelines for digitization
of records

ISO

9241 Ergonomics of human-system interaction (series)

9241-11 Part 11: Guidance on usability
9241-300  Part 300: Introduction to electronic visual display requirements
9241-400  Part 400: Principles and requirements for physical input devices

23081 Information and documentation—Records management processes—Metadata
for records
23081-1 Part 1: Principles

23081-2 Part 2: Conceptual and implementation issues

ISO/TS

22220 Health Informatics—Audit trails for electronic health records

ISO/DIS

57789 Health Informatics—Audit trails for electronic health records

SA HB

59 Ergonomics—The human factor—A practical approach to work systems
design

307 Guide to the principles and desirable features of clinical decision support
systems

S-6, Archives New Zealand’s Digitization Standard, New Zealand

1.4 STAKEHOLDERS
This Interim Standard has been prepared for the following stakeholders:
(a) Purchase decision-makers.
(b) Implementation project managers including those responsible for—
(i)  scanned/digitized health record projects;
(ii)  CIS projects; and
(iii)) EHR projects.
(¢) Clinical record committees.
(d) Health information managers.
(e) Forms managers.
(f)  Healthcare providers, including doctors and nurses.
(g) Medical records and legal services staff.
(h)  Chief information officers.
(i)  Software vendors.

()  Clinical professional organizations.
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(k)  Quality assurance committees.

()  Hospital accreditation organizations.

(m) Healthcare safety and quality organizations.

(n) Health information management and health informatics educators.

(o) State government records and archive offices.
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SECTION 2 DEFINITIONS

2.1 GENERAL

Where terms used in this document are not defined in this Section, they are considered to be
generic to the English language and not specific to this document. Additional definitions
and terms can be found at the Joint Initiative for Global Standards Harmonization Health
Informatics Document Registry and Glossary website, www.skmtglossary.org.
The definitions below strive to harmonize with ISO standards.

There are two axes of health records, which can be defined by their attributes. The first axis
is the format in which the record is held, and the second is the extent or scope of the
content and usage of the record.

NOTE: Refer to Appendix A for the matrix of health record types.

2.2 FORMAT OF RECORD
2.2.1 Digitized health record
A health record produced by digitization.

NOTE: ‘Digitized health record’ and ‘scanned health record’ are synonymous in this Interim
Standard.
2.2.2 Electronic health record (EHR)

A health record with data structured and represented in a manner suited to computer
calculation and presentation. (Source: Adapted from ISO 13606-1.)

NOTE: The intended meaning of EHR is emerging. When this term is used today it implies the
ability to compute the content of the record. The EHR is often described as representing a lifetime
record of health and care. An EHR may include digitized information, as well as born digital
records and other database entries.

2.2.3 Health record

A collection of data and information gathered or generated to record the clinical care and
health status of an individual or group. (Source: Adapted from ASTM E1769.)

NOTES:

1 This includes information such as assessment findings, treatment details, progress notes,
registration and information associated with care and health status.

2 The term ‘health record’ includes paper-based health records, clinical records, medical
records, digitized health records, EHR, healthcare records and personal health records.

3 Personal health records have specific variations that should be taken into consideration when
applying this Interim Standard.
2.2.4 Hybrid health record

A health record comprising paper, digitized and electronic formats.

NOTE: A hybrid health record is created and accessed using both manual and electronic
processes. A hybrid health record often arises as a transitional health record during migration
from digitized format to a full EHR.
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2.3 EXTENT OF COVERAGE OF CONTENT OF RECORD
2.3.1 Healthcare record

A health record produced for and used within a healthcare organization or by a healthcare
provider.
NOTES:

1 This is the traditional health record. The term can be associated with specific formats to represent
different meanings, e.g. medical record, EHR, and digitized healthcare record. A personal health record
may include healthcare record information but is not limited to that content.

2 The term ‘healthcare record’ includes medical records and clinical records.
2.3.2 Personal health record (PHR)

A health record controlled by the person, or a representative of the person, to whom it
pertains. (Source: Adapted from ISO 13606-1.)

NOTES:

1 A PHR may have contributions from providers of healthcare and the person, or their
representatives. The legal rules for a health record still apply to this record.

2 Examples of PHR include the following:

(a) PEHR (personal electronic health record) and PCEHR (personally controlled electronic
health record) are examples of records that are both PHR and EHR. PCEHR is a
shareable EHR under personal control.

(b) Examples of PHR include hand-held health records such as paper immunization records.
3 The PHR may be on paper or electronic.

2.4 OTHER DEFINITIONS
2.4.1 Audit trail

A chronological record of system activities that is sufficient to enable the reconstruction,
review and examination of the sequence of environments and activities surrounding or
leading to an operation, a procedure, or an event in a transaction from its inception to final
results. (Source: Adapted from ICH E6, CSUICI.)

2.4.2 Born digital

Originally created by electronic means—not from paper or another analogue source.
(Source: Adapted from S-6, Archives New Zealand’s Digitisation Standard.)

NOTE: Born digital applies only to digital media. Analogue representations of born digital
material such as print-outs or other hard copies are not born digital media.

2.4.3 Clinical information system (CIS)

A system dedicated to collecting, storing, manipulating, and making available clinical
information that applies at the point of care. (Source: Adapted from Canada Health Infoway
Glossary.)

NOTE: CIS include electronic medical record systems, clinical data repositories, and decision
support programs (such as clinical guidelines and drug interaction checking). They may also
incorporate devices for collecting data and viewing reference material, imaging modalities and
communication tools, e.g. electronic messaging systems.

2.4.4 Conversion

The process of translating the content of a record from one format to another.
NOTE: This includes—
(a) digitization of a paper original;
(b) microfilming of a paper original;

(c) digitization of a microfilm;
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(e) changing a database to a set of PDF files or a spreadsheet; and
(f) printing material from a digital source to paper or film.
2.4.5 Digitization
The process of converting paper-based or other non-digital records into digital format.
(Source: Adapted from AS/NZS ISO 13028.)
NOTE: Examples of digitization include scanning or imaging, taking digital photographs of the
non-digital source records, or converting analogue voice recordings to digital media.

2.4.6 e-form

The computerized version of a paper health record form.
NOTE: A form displayed on a computer screen for keyboard-based data entry purposes.

2.4.7 Health record document

Any document held in a health record.
NOTE: Examples include health record forms, clinical documents, legally authenticated
documents, and clinical referral letters received from clinical providers.

2.4.8 Health record form

A template that is used to record information in a health record.
NOTES:

1 Examples include forms to record information about assessment, diagnosis, management
and/or professional advice given to a person.

2 The term ‘health record form’ includes clinical forms and case record forms.
3 Forms should receive endorsement through the appropriate Forms Committee.

4  An e-form is a type of health record form.
2.4.9 Health record number

The unique identifier of a given patient for a health record within an organization.
NOTES:
1  The term ‘health record number’ includes the medical record number (deprecated), healthcare

record number, UR number (deprecated), clinical record number, client record number and
local record number.

2 The health record number is typically used to support filing and retrieval of healthcare
records within the healthcare organization’s record system. It is used for patient and
information identification as the unique identifier within the organization.

2.4.10 Individual healthcare identifier (IHI)

The national healthcare identifier assigned to an individual eligible to receive healthcare in
Australia. This identifier is used by the Australian healthcare system and is specific to
legislative requirements issued by the Australian government. (Source: Adapted from
Medicare Australia.)

NOTES:

1 This is not to be confused with local healthcare or medical record numbers.

2 See ISO/TS 22220, which defines a healthcare identifier as including the organization that
issued the identifier.

2.4.11 Lossless compression

A mechanism for reducing file sizes that retains all original data. (Source: Adapted from
ISO/IEC 15444-1.)
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2.4.12 Lossy compression

A mechanism for reducing file sizes that discards data. (Source: Adapted from
ISO/IEC 15444-1.)

2.4.13 Metadata

Data that defines and describes other data, e.g. context, content and structure of records and
their management through time. (Source: Australian Institute of Health and Welfare
(AIHW), METeOR.)

2.4.14 METeOR

METeOR is an electronically accessible up-to-date source of national data standards across
health, community services and housing assistance sectors in Australia. (Source: AIHW,
A guide to data development.)

2.4.15 Non-digital source record
An analogue document or record, or digital data that has been copied, converted or migrated

into an analogue format, to be the source of a process.

NOTE: A non-digital source record can be an original paper-based record or it can be an analogue
reproduction that was generated by an earlier copying, conversion or migration process.

2.4.16 Patient
One or more persons scheduled to receive, receiving, or having received a health service.
(Source: Adapted from ISO 18308.)

NOTE: The term ‘patient’ includes client, consumer, subject of care and healthcare individual.
2.4.17 Subject of care

One or more persons scheduled to receive, receiving, or having received a health service.
(Source: Adapted from ISO 18308.)
NOTES:
1 The term ‘subject of care’ includes patient, client and consumer.
2 Since ‘subject of care’ is not in common use in Australia, this document uses the term
‘patient’.
2.4.18 Temporary record
A record not of permanent value to the organizational archives.
2.4.19 User

A person who makes use of an artefact or system.

NOTE: In the digitized health record context this would include, but is not restricted to, a
scanning operator, a quality control person, or a clinician who reads or views the documents in
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