APPENDIX AB
SYSTEMATIC REVIEW FORM

KENYA BUREAU OF STANDARDS CPR183/F12
Document Type: Systematic Review Questionnaire
Dates: Circulation Date Closing Date
28-08-2026 28-09-2026
TC Secretary This form shall be filled, signed and returned to Kenya Bureau of Standards for the attention of: Micah Rachuonyo Email: rachuonyom@kebs.go.ke

The Kenya Bureau of Standards is in the process of reviewing the Kenya Standard(s) as detailed in the list of Kenya Standard(s) for Systematic Review.
We are therefore seeking views from potential users in respect of relevance and effectiveness of the standard(s) listed below addressing current market needs, regulatory needs and scientific and technological
development.

The Standard(s) are available at the Kenya Bureau of Standards Information Centre. Please tick (mark) and fill your preference of the listed option. (If the spaces provided are not enough, please attach a
separate sheet of paper).

Please indicate your choice out of the following 4 actions which you prefer to be taken on each of these Kenya Standards.

1

Standard Title

Number

KS I1SO Health informatics — Syntax to represent the content of
13120:2019 healthcare classification systems — Classification

Proposed Action (Tick one option as appropriate)

Confirmation | Revision Amendment | Withdrawal

Justification for revision, amendment, or withdrawal (cite the
specific clauses and wording preferred)

Scope

The main purpose of ClaML is to formally represent the content and hierarchical
structure of healthcare classification systems in a markup language for the safe
exchange and distribution of data and structure between organizations and
dissimilar software products.

The scope of healthcare classification systems covered by this document

This standard provides an information model to define and identify substances
within medicinal products or substances used for medicinal purposes, including
dietary supplements, foods and cosmetics. The information model can be used in
the human and veterinary domain since the principles are transferrable. Other
standards and external terminological resources are referenced that are applicable

2 Standard Title Proposed Action (Tick one option as appropriate) Justification for revision, amendment, or withdrawal (cite the
Number specific clauses and wording preferred)
KS IS0 Health informatics — Identification of medicinal products — Confirmation | Revision Amendment | Withdrawal
11238:2018 Data elements and structures for the unique identification and
avohanan af ranulatad infarmatian an cuhetancac
Scope
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Justification for revision, amendment, or withdrawal (cite the

Standard Title Proposed Action (Tick one option as appropriate)
| Number specific clauses and wording preferred)
KS 1SO Health informatics — ldentification of medicinal products — Confirmation | Revision Amendment | Withdrawal
11240:2012 Data elements and structures for the unique identification and
Scope
This standard:

specifies rules for the usage and coded representation of units of measurement for
the purpose of exchanging information about quantitative medicinal product
characteristics that require units of measurement (e.g. strength) in the human
medicine domain;

Justification for revision, amendment, or withdrawal (cite the
specific clauses and wording preferred)

Standard Title Proposed Action (Tick one option as appropriate)
Number
KS 1S0 Health informatics — Identification of medicinal products — | Confirmation | Revision Amendment | Withdrawal
11615:2017 Data elements and structures for the unique identification and

nvnhanan af ranulatad madininal neadiint infarmatinn
Scope

KS IS0 11615:2017 establishes definitions and concepts and describes data
elements and their structural relationships, which are required for the unique
identification and the detailed description of Medicinal Products.

Standard Title Proposed Action (Tick one option as appropriate) Justification for revision, amendment, or withdrawal (cite the
Number specific clauses and wording preferred)

KS 1SO Health informatics — Identification of medicinal products — Confirmation | Revision Amendment | Withdrawal

11616:2017 Data elements and structures for unique identification and

Scope

KS IS0 11616:2017 is intended to provide specific levels of information relevant
to the identification of a Medicinal Product or group of Medicinal Products. It
defines the data elements, structures and relationships between data elements
that are required for the exchange of regulated information, in order to uniquely
identify pharmaceutical products. This identification is to be applied throughout

Justification for revision, amendment, or withdrawal (cite the

Standard Title Proposed Action (Tick one option as appropriate)

Number specific clauses and wording preferred)
KS 1S0 Health informatics — Representation of categorial structures || Confirmation | Revision Amendment | Withdrawal

17115:2020 of terminology (CatStructure)

Scope

The purpose of this standard is to:
a) define a set of basic concepts required to describe formal concept representation
systems, especially for health sciences,

b) describe representation of concepts and characteristics, for use especially in

formal computer-based concept representation systems,
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7 Standard Title Proposed Action (Tick one option as appropriate) Justification for revision, amendment, or withdrawal (cite the
Number specific clauses and wording preferred)
KS 1S0 16056-1: | Health informatics — Interoperability of telehealth systems and Confirmation | Revision Amendment | Withdrawal
2004 networks Part 1: Introduction and definitions
Scope |
This standard gives a brief introduction to interoperability of telehealth systems
and networks, along with definitions of telehealth and related terms.
8 Standard Title Proposed Action (Tick one option as appropriate) Justification for revision, amendment, or withdrawal (cite the
Number specific clauses and wording preferred)
KS ISO/TR 16056- | Health informatics — Interoperability of telehealth systems | Confirmation | Revision Amendment | Withdrawal
2:2004 and networks Part 2: Real-time systems
Scope
This standard addresses four main areas:
Standards for real-time telehealth systems: The document describes the technical
standards related to real-time telehealth applications, including audio, video, and
data conferencing capabilities. It also identifies gaps, overlaps and inconsistencies |
9 Standard Title Proposed Action (Tick one option as appropriate) Justification for revision, amendment, or withdrawal (cite the
Number specific clauses and wording preferred)
KS I1SO/TR Health informatics — Personal health data generated on a Confirmation | Revision Amendment | Withdrawal
21835:2020 daily basis
Scope
This standard provides an environmental scan of common data elements that are
captured through various modalities such as cell phones, smart phones, mobile
applications and remote monitoring devices that are combined with EHRs, patient
portals and PHR systems which can ultimately be applicable to a variety of
healthcare service environments. \
10 | Standard Title Proposed Action (Tick one option as appropriate) Justification for revision, amendment, or withdrawal (cite the
Number specific clauses and wording preferred)
KS 1SO/TS Health informatics — Identification of medicinal products Confirmation | Revision Amendment | Withdrawal
19844:2018 (IDMP) — Implementation guidelines for ISO 11238 for data
Scope

The standard provides the conceptual framework for defining Substances and
Specified Substances and for assigning unique identifiers in the context of the 1ISO
IDMP standards. ISO 11238 describes general concepts for defining and
distinguishing substances and a high-level model for the structuring of

information for substances. This document provides detailed exnlanations of each
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11 | Standard

Number

Title

Proposed Action (Tick one option as appropriate)

1:2019

KS ISO/TS 11633- |Health informatics — Information security management for Conflrmation

remote maintenance of medical devices and medical

Scope

12 | Standard

This standard focuses on remote maintenance services (RMS) for information

systems in healthcare facilities (HCFs) as provided by vendors of medical devices
and health information systems.

[T S S P

Revision

Title

Amendment | Withdrawal

Justification for revision, amendment, or withdrawal (cite the
specific clauses and wording preferred)

Number

Proposed Action (Tick one option as appropriate)

2:2021
| Scope

KS ISO/TR 11633- || Health informatics — Information security management for Confirmation

remote maintenance of medical devices and medical

[T S, P P

Revision

Amendment

Withdrawal

Justification for revision, amendment, or withdrawal (cite the
specific clauses and wording preferred)

This standard gives a guideline for implementation of an ISMS by showing practical
examples of risk analysis on remote maintenance services (RMS) for information
systems in healthcare facilities (HCFs) as provided by vendors of medical devices
or health information systems in order to protect both sides' information assets
(primarily the information system itself and personal health data) in a safe and

Name and (of respondent)

Signature:
On behalf of:

Date:

Position:

(Name of organization)

NOTE: Absence of any reply or comments shall be deemed to be an acceptance of the proposal for confirmation and shall constitute an approval for confirmation vote.
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	9: KS ISO/TR 21835:2020
	10: KS ISO/TS 19844:2018
	11: KS ISO/TS 11633-1:2019
	12: KS ISO/TR 11633-2:2021

	title: 
	1: Health informatics — Syntax to represent the content of healthcare classification systems — Classification Markup Language (ClaML)
	2: Health informatics — Identification of medicinal products — Data elements and structures for the unique identification and exchange of regulated information on substances
	3: Health informatics — Identification of medicinal products — Data elements and structures for the unique identification and exchange of units of measurement
	4: Health informatics — Identification of medicinal products — Data elements and structures for the unique identification and exchange of regulated medicinal product information
	5: Health informatics — Identification of medicinal products — Data elements and structures for unique identification and exchange of regulated pharmaceutical product information
	6: Health informatics — Representation of categorial structures of terminology (CatStructure)
	7: Health informatics — Interoperability of telehealth systems and networks Part 1: Introduction and definitions
	8: Health informatics — Interoperability of telehealth systems and networks Part 2: Real-time systems
	9: Health informatics — Personal health data generated on a daily basis
	10: Health informatics — Identification of medicinal products (IDMP) — Implementation guidelines for ISO 11238 for data elements and structures for the unique identification and exchange of regulated information on substances
	11: Health informatics — Information security management for remote maintenance of medical devices and medical information systems
Part 1: Requirements and risk analysis
	12: Health informatics — Information security management for remote maintenance of medical devices and medical information systems
Part 2: Implementation of an information security management system (ISMS)

	scope: 
	1: The main purpose of ClaML is to formally represent the content and hierarchical structure of healthcare classification systems in a markup language for the safe exchange and distribution of data and structure between organizations and dissimilar software products.
The scope of healthcare classification systems covered by this document encompasses terminologies, and is constrained to traditional paper-based systems (like ICD-10) and systems built according to categorial structures and a cross thesaurus (like ICNP)[2]. ClaML is intended for representation of healthcare classification systems in which classes have textual definitions, hierarchical ordering, named hierarchical levels (such as "chapter", "section"), inclusion and exclusion criteria, and codes. It is not intended to cover any formal representation, neither for definition or composition of concepts, nor for specification of classification rules.
	2: This standard provides an information model to define and identify substances within medicinal products or substances used for medicinal purposes, including dietary supplements, foods and cosmetics. The information model can be used in the human and veterinary domain since the principles are transferrable. Other standards and external terminological resources are referenced that are applicable to this document.
	3: This standard:  
specifies rules for the usage and coded representation of units of measurement for the purpose of exchanging information about quantitative medicinal product characteristics that require units of measurement (e.g. strength) in the human medicine domain;
establishes requirements for units in order to provide traceability to international metrological standards;
provides rules for the standardized and machine-readable documentation of quantitative composition and strength of medicinal products, specifically in the context of medicinal product identification;
defines the requirements for the representation of units of measurement in coded form;
provides structures and rules for mapping between different unit vocabularies and language translations to support the implementation of ISO 11240:2012, taking into account that existing systems, dictionaries and repositories use a variety of terms and codes for the representation of units.
The scope of ISO 11240:2012 is limited to the representation of units of measurement for data interchange between computer applications.
	4: KS ISO 11615:2017 establishes definitions and concepts and describes data elements and their structural relationships, which are required for the unique identification and the detailed description of Medicinal Products.
	5: KS ISO 11616:2017 is intended to provide specific levels of information relevant to the identification of a Medicinal Product or group of Medicinal Products. It defines the data elements, structures and relationships between data elements that are required for the exchange of regulated information, in order to uniquely identify pharmaceutical products. This identification is to be applied throughout the product lifecycle to support pharmacovigilance, regulatory and other activities worldwide. In addition, ISO 11616:2017 is essential to ensure that pharmaceutical product information is assembled in a structured format with transmission between a diverse set of stakeholders for both regulatory and clinical (e.g. e-prescribing, clinical decision support) purposes. This ensures interoperability and compatibility for both the sender and the recipient.
	6: The purpose of this standard is to:
a) define a set of basic concepts required to describe formal concept representation systems, especially for health sciences,
b) describe representation of concepts and characteristics, for use especially in formal computer-based concept representation systems,
c) describe the characteristics which synthetically describe the organisation and content of a terminological system in health,
d) support the development of specific standards on categorial structures for particular healthcare subject fields with the minimum requirements to support meaningful exchange of information.
	7: This standard gives a brief introduction to interoperability of telehealth systems and networks, along with definitions of telehealth and related terms.
	8: This standard addresses four main areas:
 
Standards for real-time telehealth systems: The document describes the technical standards related to real-time telehealth applications, including audio, video, and data conferencing capabilities. It also identifies gaps, overlaps and inconsistencies in the standards, and provides some guidance about how they need to evolve.
Interoperability issues in telehealth applications: The document examines interoperability aspects of real-time multimedia conferencing standards and telehealth products, and identifies areas of concern from the interoperability perspective that need to be resolved.
Requirements for interoperable telehealth systems and networks: The document defines interoperability requirements at different levels of interaction between telehealth systems and provides some guidelines on how interoperability can be achieved.
Framework for interoperable architectures: The document identifies interoperable building blocks for telehealth solutions and interactions between these building blocks, and explores the possibility of standardization of these building blocks.
	9: This standard provides an environmental scan of common data elements that are captured through various modalities such as cell phones, smart phones, mobile applications and remote monitoring devices that are combined with EHRs, patient portals and PHR systems which can ultimately be applicable to a variety of healthcare service environments.
	10: The standard provides the conceptual framework for defining Substances and Specified Substances and for assigning unique identifiers in the context of the ISO IDMP standards. ISO 11238 describes general concepts for defining and distinguishing substances and a high-level model for the structuring of information for substances. This document provides detailed explanations of each type or grouping of substance information, an element-by-element description for implementation of ISO 11238, and examples for a variety of Substances and Specified Substances.
	11: This standard focuses on remote maintenance services (RMS) for information systems in healthcare facilities (HCFs) as provided by vendors of medical devices and health information systems.
	12: This standard gives a guideline for implementation of an ISMS by showing practical examples of risk analysis on remote maintenance services (RMS) for information systems in healthcare facilities (HCFs) as provided by vendors of medical devices or health information systems in order to protect both sides' information assets (primarily the information system itself and personal health data) in a safe and efficient (i.e. economical) manner.
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