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Message Components and Format in Risk Communication

A. General:

When preparing risk communication messages, the following considerations should be
taken into account to ensure clarity and effectiveness:

Ensure the message is structured and clear, providing sufficient information to support
decision-making while respecting medical ethics.

Use plain language for non-expert audiences; avoid jargon, fractions, or complex
numerical formats that may confuse readers.

Include all relevant aspects of risk, such as side effects, complications,
contraindications, and instructions for safe use.

Adapt messages to be culturally appropriate and understandable for diverse groups of
patients and healthcare providers.

Whenever possible, present benefits and risks using absolute values rather than
relative terms.

Use multiple formats (written, visual, audio, or digital) and pretest them with target
audiences to ensure understanding.

Provide additional support resources (such as FAQs, helplines, dedicated webpages)
to enhance understanding.

Consider training materials as part of the communication process, enabling healthcare
professionals to effectively counsel patients.

Evaluate the effectiveness of communication formats regularly through participant
feedback and adjust accordingly.
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B. Example (1) — Survey Invitation (For Guidance Only)

Subject: Invitation to Participate in a Survey on the Safety and Performance of Medical
Devices

Dear [Recipient / such as: Contact Officer/Healthcare Professional],

As part of our commitment to ensuring the safety, performance, and efficacy of medical
devices, [The sender] is conducting a survey concerning [ The medical device name] across
healthcare facilities. The aim is to evaluate the safe use of these devices and to identify any
potential safety signals.

Concerned Device Information:
e Manufacturer: [All / specify if applicable]
e Medical Device: [Device category/Name]
e Brand Name/Model: [All / specify if applicable]

The survey will take approximately 5 minutes to complete. To begin, please access the

survey through the link below:
[Insert Survey Link Here]

All information provided will remain confidential and will only be used for regulatory and
safety monitoring purposes.

We highly appreciate your participation and encourage you to share this survey with other
professionals who are specialized in, or have experience with, the specified device.

For any inquiries, please contact us via [official email address].

Kind regards,
[Name/Department]
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C. Example (2) — Safety Communication Message (For Guidance Only)

Subject: Safety Communication for [Device Name / Model / Brand]
Dear [Recipient / such as: Authorized Representative / Healthcare Provider / Public],

The [The Sender Name] is issuing this safety communication regarding the following
medical device(s):

e Device Name/Model: [Insert details]

e Manufacturer: [Insert details]

e Authorized Representative: [Insert details]

e Affected Batch/Lot Number(s): [Insert details]

e Marketing Authorization Number (if applicable): [Insert details]

Reason for Communication:
[Briefly describe the safety issue such as: defect, malfunction or risk identified, then the
circumstances under which it occurs]

Risk Description: [Summarize the potential impact on patients/users, including severity of
the risk and possible consequences]

Corrective Actions Required:
e [Action 1, such as stop using affected batches immediately]
e [Action 2, such as Report to the NCMDR]

Next Steps:
e Healthcare providers/users are requested to [follow instructions].
e Authorized Representatives/Manufacturers are required to [submit corrective
action plan].

For questions or additional information, please contact:
o SFDA Call Center: 19999
e NCMDR reporting system: [Insert link]
e Email: [Insert official email]

Sincerely,
[Name/Department]
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D. Example (3) — Multilingual Patient Safety Information Leaflet (For Guidance Only)

Subject: Important Safety Information for Patients Using [ Device Name]
Dear Patient,

This leaflet provides important information to help you use [Device Name] safely and
effectively. Please read it carefully and follow the instructions of your healthcare provider.

What You Need to Know:

e Potential Risks: [Description of potential side effects and adverse events]

e  Signsto Watch For: [Symptoms that may indicate a problem with the device]
e Whatto Do:

— Follow the instructions provided by your healthcare provider.

— Ifyouexperience any of the symptoms listed, contact your healthcare provider
immediately.

— Do not stop using the device without consulting your healthcare provider.
We are committed to your safety and well-being. If you have any questions or concerns,
please contact our patient support team at [contact information].

Thank you for your attention to this important information.

Sincerely,
[Name]
[Contact Information]

MDS-G-029-V1/260709
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E. Example [4]: Field Visit Invitation Email (for Guidance Only)

Subject: Field Visitto [Healthcare Facility Name] for the Evaluation of Safe Use of Medical
Devices

Dear [Recipient],
As part of the evaluation program for safe use of medical devices within healthcare
facilities, your institution has been selected to participate in a field assessment. Below are
the visit details:

e Facility: [Insert facility name]

e Assessment Team: [Insert names/roles of team members]

o Date: [Insert day and date]
Attached you will find the evaluation form. Kindly review it prior to the visit.
For reference, please ensure compliance with the requirements of Safe Use of Medical
Devices Inside Healthcare Facilities (MDS-REQ3) [provide link or reference as
appropriate].
For any questions, please contact us at [contact number/email].

We kindly request you to confirm receipt of this email.

Best regards,
[Name]

MDS-G-029-V1/260709
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