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It is important for users to understand the usage and the precautions for use to ensure proper
and safe use of medical devices. Package inserts to provide proper use information must therefore be
easy for users to understand. The objective of this research and development project is to make
proposals for appropriate provision of information on medical devices used in home health care. The

following studies were conducted in 2016.

Research and development item (3): Organizing the regulations concerning provision of

pharmaceutical and medical device information to non-medical professionals

(ii) Review of regulations concerning provision of consumer product information

Our review of Japanese and overseas standards for provision of consumer product information
included Japanese Industrial Standards (JIS), International Organization for Standardization (ISO),
International Electrotechnical Commission (IEC), American National Standards Institute (ANSI),
and Consumer Product Safety Commission (CPSC). All the standards specify the type of font, font
size, font color, style of writing, and layout to be used in users’ manuals for end consumers. The
standards also specify the basic form, color, and usage of figures and symbols (prohibitions,

precautions, instructions) to visually describe the precautions to consumers.

Research and development item (4): User reviews of patient medical device information documents

(4)a: Home medical device information documents

(1) Development of proposal for provision of home medical device information (rough draft)

Our review of patient medical device information documents found a slight inconsistency
between the package inserts (doubling as users’ manuals) of home medical devices and the current
notification related to the 2014 guideline for preparation of medical device package inserts. A
package insert (doubling as a users’ manual) is usually included in the package of home medical
device, especially home health apparatus. Package inserts of home medical devices should comply
with JIS; however, the major deviation from JIS was found in the sections of [WARNINGS] and
[CONTRAINDICATIONS]. The study group developed “Points to remember when preparing users’
manuals of home medical devices (rough draft)” to ensure package inserts (doubling as users’

manuals) comply with the guideline for preparation of package inserts.

(ii) Survey on users’ understanding of home medical device information documents



General consumers evaluated the readability and comprehensibility of the sample users’ manual
developed based on the said rough draft (an internet monitoring survey on 1400 male and female
people conducted by Macromill Inc.). The survey respondents found the sample users’ manual mostly
comprehensible, suggesting the rough draft achieved a measure of legitimacy. We will further

evaluate the rough draft by further analyzing the results of the Internet monitoring survey.

(4)b: Information documents of professional medical devices for home use

(1) Survey on information documents of home ventilator prepared by manufacturers

We reviewed in detail the package inserts of home ventilators and puncture devices for blood
sampling we collected in 2016. All the package inserts were prepared for medical professionals based
on the Pharmaceutical and Medical Device Act. A users’ manual or a simple manual also
accompanied many home ventilators probably because of the complicated device usage and a number
of precautions associated with the complicated device structure and functions. A separate users’
manual was also available for patients and caregivers. The manual contained only what needs to be
done by the caregiver during device use (ex. device check during use, device maintenance, what to do

when the alarm goes off).

(i1) Survey on patient instruction materials for home ventilators

The package inserts and users’ manuals of professional medical devices for home use provided by
the manufacturers may not often be used to prepare patients for home care after discharge. We
interviewed physicians, nurses, and clinical engineers responsible for providing instructions for
home ventilation use to patients upon discharge to see what materials were currently used for
discharge guidance.

Hospitals were using original materials or excerpts from the users’ manual to provide
instructions to patients. Only information necessary for the patient was selected from the large
amount of information included in the users’ manual because the ventilation method varies

depending on the patient’s age, condition, and other devices used in combination.
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