© Aluna Publishing

Wiadomości Lekarskie, VOLUME LXXIV, ISSUE 3 PART 2, MARCH 2021

ORIGINAL ARTICLE

APPROACHES TO DEVELOPING AND IMPLEMENTING CLINICAL
AND ORGANIZATIONAL REGULATIONS ENSURING INFECTIOUS
SAFETY AND EPIDEMIOLOGICAL RESPONSE IN THE WORK
PROCESS (THE CASE OF COVID-19)
DOI: 10.36740/WLek202103233

Dmytro D. Dyachuk, Oleg L. Zyukov, Оlena О. Оshyvalova, Yuriy B. Yashchenko, Olena M. Lishchyshyna

STATE SCIENTIFIC INSTITUTION “RESEARCH AND PRACTICAL CENTRE OF PREVENTIVE AND CLINICAL MEDICINE” OF THE STATE ADMINISTRATION, KYIV, UKRAINE

ABSTRACT
The aim: Of the work was to develop clinical and organizational regulations ensuring infectious safety and epidemiological response in the work process (the case of COVID-19)
based on the current legislative acts of Ukraine to combat the spread of coronavirus disease (COVID-19), as well as on the data from international practices.
Materials and methods: The research objective was carried out in accordance with the Methodology for the development of medical and technological documents for the
standardization of medical care.
Results: The Protocol includes organizational elements to prevent the spread of coronavirus disease, such as “The development of general provisions on infectious safety and
antiepidemic measures during the COVID-19 pandemic in the company's workplaces, taking into account the legislative acts of Ukraine and international practices”, which
include: the development of “Health Questionnaire” (epidemiological data questionnaire) for daily monitoring of the company employee health; the development of “Checklist
for self-assessment of the workplace”, “Checklist for self-assessment of the public space”; the development of “Analytical report on compliance with the infectious safety rules
in the workplace and in the public space on the basis of self-assessment”, thirteen Appendices.
Conclusions: “The Protocol for infectious safety and antiepidemic measures in the work process” is a detailed instruction that provides a balance of compliance with medical
standards and reasonable needs of employees and employers through the implementation of scientific evidence base in antiepidemic and infectious safety measures in the workplace.
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INTRODUCTION

One of the key principles of health care is the provision
of medical aid in accordance with the standards of evidence-based medicine. In the present context of the
development of our state, standardization plays a leading
role in the system of management tools for quality control in public health care [1, 2]. The state has identified
the development of standardization as one of the priority
areas of health care reform in Ukraine and annually provides supplements and updates to the legal and regulatory
framework for standardization administration [1, 3-5].
The outbreak of a new coronavirus disease (COVID-19)
is accompanied by uncertainty about the main epidemiological, clinical, virological characteristics of the new
pathogen and especially its ability to spread among the
population and its virulence (disease severity). Currently,
data on the epidemiology, clinical features, prevention and
treatment of this disease are updated almost every day [610]. The urgency of counteracting the spread of coronavirus
disease issues challenges to healthcare professionals related
to rapid diagnosis and timely provision of medical aid to
patients, as well as to ensuring sufficient level of infectious
safety in the workplace.

The COVID-19 pandemic has become the defining challenge not only for the Ukrainian health system, but also for
employers who are concerned about personnel infectious
safety in the workplace. Enterprises and organizations that
resume work have to implement measures on minimizing
the spread of infectious diseases during the epidemic.

THE AIM

The aim of the work was to develop organizational tool for
ensuring infectious safety and antiepidemic measures in
the work process (the case of COVID-19) and to establish
its effectiveness in early detection of coronavirus disease
(COVID-19) in the working environment.

MATERIALS AND METHODS

The study was designed and performed at the State Scientific Institution “Scientific and Practical Center for Preventive
and Clinical Medicine” of the State Administration (hereinafter referred to as SSI “SPC PCM” SA).
The research objective was carried out in accordance
with the Methodology for the development of medical
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and technological documents for the standardization of
medical care [4, 11, 12]. The Protocol form as a regional
statutory document aimed at ensuring the provision of
infectious safety services and medical care in certain infectious diseases was used [1, 2, 5].
The content of the Protocol provisions was developed in
accordance with the current legislative acts of Ukraine [310, 11, 13-15] and data from modern scientific literature on
relevant issues of COVID-19 prevention. The international
guidelines on the features of organizing a safe working
process, countering the spread of coronavirus disease
(COVID-19) in the working environment were analyzed
using analytical and systematic approach methods [16-20].
The provisional results of our study on the development of
local health care protocols (clinical pathways) were used
in modeling [21,22].

RESULTS

The main tasks in the development of the Protocol involved
the control of infectious diseases during production, assignment of authority between the employer, employees
and medical personnel who provide primary, emergency
and specialized (tertiary) medical care.
The Protocol is presented on 53 pages and has the following structure: title page, writing group, table of contents,
organizational, production and final stages and description
of the activities of each stage, appendices, instructions and
registers to the Protocol.
The Protocol includes organizational elements to prevent the spread of coronavirus disease, such as “The development of general provisions on infectious safety and
antiepidemic measures during the COVID-19 pandemic
in the company's workplaces, taking into account the
legislative acts of Ukraine and international practices”,
which include: the development of “Health Questionnaire”
(epidemiological data questionnaire) for daily monitoring
of the company employee health; the development of
“Checklist for self-assessment of the workplace”, “Checklist
for self-assessment of the public space”; the development of
“Analytical report on compliance with the infectious safety
rules in the workplace and in the public space on the basis
of self-assessment”; the development of instructions on
compliance with the infectious safety rules by the company
staff, taking into account the possible risks of spreading
coronavirus infection SARS-CoV-2.
It should be noted that at each stage of the Protocol,
preventive measures for the disease spread are taken into
account, namely ensuring the safety of workers and medical staff: compliance with the rules of personal protection
and rational use of personal protective equipment (PPE)
(according to Appendix 6 “Rational use of personal protective equipment in case of COVID-19” and Appendix
7 “Infection prevention and control measures during the
provision of medical care to a patient whose case is defined
as COVID-19” of the Standards of medical care “Coronavirus disease (COVID-19)” approved by the Order of the
Ministry of Health Of Ukraine No.722 of 28.03.2020) [6].
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The organizational stage also includes “Coordination of
provisions on hygiene and infection control, collection and
disposal of PPE, public catering rules” by the employer,
namely: conducting a marketing search and concluding an
agreement for the purchase of personal protective equipment for the company's employees, creating a permanent
irreducible minimum level of supply of PPE; calculation
of the need for personal protective equipment for the
company's employees in accordance with the specification
approved by the Order of the Ministry of Health of Ukraine
No.2122 of 17.09.20 “On amendments to the Standards of
medical care “Coronavirus disease (COVID-19)”; conducting a marketing search and concluding an agreement
on the disposal of used PPE; development of requirements
for the collection and disposal of used PPE; conducting
a marketing search and concluding an agreement with a
cleaning company to ensure hygiene and infection control at the company's workplaces during the COVID-19
pandemic; development of requirements for hygiene and
infection control at the company's workplaces during
the COVID-19 pandemic; development of requirements
for the provision of public catering services during the
COVID-19 pandemic.
The preparatory stage also envisages creating personnel's
awareness of the safety rules and adaptive quarantine,
namely instructing the personnel responsible for the
internal control on the implementation of general provisions, instructions on infectious safety; placement in the
workplace of information posters on the symptoms of
coronavirus disease (COVID-19), mandatory use of PPE,
compliance with quarantine rules.
The maintenance stage of the production process provides for common antiepidemic measures with a multiplicity that meets the requirements of the Resolution of
the Cabinet of Ministers of Ukraine No.641 of 22.07.2020
“On the establishment of quarantine and the introduction
of enhanced antiepidemic measures in the area with a
significant spread of acute respiratory disease COVID-19
caused by coronavirus SARS-CoV-2” [15].
Common antiepidemic measures provided by the
Protocol are as follows: before-doctor examination of
the employees before the start of the working day (thermometry) and identification of individuals for additional
examination; conducting employee surveys and submitting
employee questionnaires to the supervising physician on a
daily basis; analyzing employee questionnaires and identifying individuals for additional examination; internal
control of compliance with instructions on infectious safety
by employees in the workplace.
The Protocol includes a number of measures on internal control of the required level of hygiene and infection
control and rules of public catering, collection of PPE on
the territory of the company, which is carried out by the
authorized personnel of the company: internal control of
compliance with the disinfection cycle and the cleaning
schedule at workplaces and in the public space; internal
control of compliance with the infectious safety rules
in public catering; internal control of the collection and
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disposal of used PPE; weekly analysis of the results of
internal control.
The Protocol provides for screening and ongoing examinations of the company's employees for infection (e.g.
COVID-19). The set of necessary medical services is provided by a medical institution within the framework of a
contractual relationship and may include: conducting a
preventive examination of employees by a GP or a family
medical doctor for early detection of ARVI; before-doctor
examination of the employees (questionnaires, thermometry); collecting samples from the nasopharynx for SARSCov-2 virus detection by PCR; blood sampling for the
detection of Ig M, Ig G antibodies by ELISA; laboratory
testing; assessment of the examination/survey findings
and registration of admission to the workplaces for the
company's employees.
When a confirmed case of COVID-19 disease is detected,
the Protocol provides for all necessary medical services
recommended in a particular case and approved by the
Resolution of the Cabinet of Ministers “Coronavirus disease (COVID-19)” taking into account the severity of the
course. The Protocol also includes antiepidemic measures
in case of contact.
If the company carries out a certain amount of work in
time, then at the final stage of the Protocol implementation,
the final act of the health status of the company's employees
is issued and the responsible person of the company provides an analytical report on compliance with the infection
safety rules at workplaces; hygiene and infection control;
collection and disposal of used PPE; public catering rules
for the period of implementation of work.
Thirteen Appendices have been prepared to the Protocol
based on the current statutory documents [1, 2, 15] and
international practices [16-20]:
Appendix 1. Common antiepidemic measures and provisions for infectious safety.
Appendix 2. Covid-19 epidemiological questionnaire for
employees(in Ukrainian and English).
Appendix 3. Checklist for self-assessment of compliance
with the infectious safety rules in the workplace.
Appendix 4. Checklist for self-assessment of compliance
with the infectious safety rules in the public space.
Appendix 5. Analytical report on compliance with the
infectious safety rules in the workplace and in the public
space on the basis of self-assessment.
Appendix 6. Instructions for personnel at each workplace
on compliance with the infectious safety rules.
Appendix 7. Requirements plan for personal protective
equipment.
Appendix 8. Instructions for the collection and disposal
of personal protective equipment.
Appendix 9. Cleaning/processing instruction.
Appendix 10. Cleaning and disinfection schedule.
Appendix 11. Instructions for personnel on compliance
with the infectious safety rules in public catering.
Appendix 12. Report of personnel screening examination
(routine, opportunistic).
Appendix 13. Report on the results of examination.

DISCUSSION

Thus, “The Protocol for infectious safety and antiepidemic
measures in the work process” is a detailed instruction that
provides a balance of compliance with medical standards
and reasonable needs of employees and employers through
the implementation of scientific evidence base in antiepidemic and infectious safety measures in the workplace.
“The Protocol for infectious safety and antiepidemic
measures in the work process” was approved in the working environment during the preparatory and shooting
periods of film production from 20.07.20 to 06.10.20.
Medical workers of the SSI “SPC PCM” SA examined 358
individuals of the organized contingents on work days
of the enterprise in accordance with the provisions of
the Protocol, namely: daily monitoring of the employees'
clinical state, collecting samples from the nasopharynx for
SARS-Cov-2 virus detection by polymerase chain reaction,
studying the level of Ig M, Ig G antibodies to SARS-CoV-2
by enzyme-linked immunosorbent assay.
The high effectiveness of the organizational tool is shown by
the detection of 19 cases of coronavirus disease (COVID -19),
which amounted to 5.3% of the total number of employees,
including asymptomatic disease in 6 people (1.7%) and
early manifestations of coronavirus disease (COVID-19)
in 13 people (3.6%). It should also be noted that the implementation of antiepidemic measures helped timely localize
the sites of the disease and prevent its spread among the
employed persons, as evidenced by the absence of patients
among the contact personnel.

CONCLUSIONS

It is the first time the organizational tool “The Protocol for
infectious safety and antiepidemic measures in the work
process” has been developed and its effectiveness has been
evaluated, which allows recommending its implementation
for employers and health care institutions in the absence of
the relevant approved medical and technological document
of the state standard.
The developed Protocol is a new clinical and organizational document, which is a tool for social and clinical
administration with the ability to manage updates in accordance with modern scientific evidence, and is the basis
of an integrated approach in health care.
The continuous update of the regulatory framework of
medical care to patients with suspected COVID-19 requires constant updating of the provisions and measures
of the Protocol with further assessment of the quality of
antiepidemic measures.
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