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(&%) Patient Medication Information (PMI) (CRIdBFDAICKB/\TJVUYOIAAXA> M
(https://www.federalregister.gov/d/2023-11354/p-3)

SUMMARY:

l The Food and Drug Administration (FDA, the Agency, or we) is proposing to amend its human
prescription drug product labeling regulations for Medication Guides (FDA-approved written prescription
drug product information distributed to patients). This action, if finalized, will require applicants to
create a new type of Medication Guide, referred to as Patient Medication Information (PMI), for
prescription drug products, including biological products, used, dispensed, or administered on an

outpatient basis and for blood and blood components transfused in an outpatient setting. PMI would be

a one-page document with standardized format and content that would be submitted to FDA for

approval. This proposed rule is intended to improve public health by providing patients with clear,

concise, accessible, and useful written prescription drug product information delivered in a consistent

and easily understood format to help patients use their prescription drug products safely and effectively.

DATES:

Either electronic or written comments on the proposed rule must be submitted by November 27, 2023.
Submit written comments (including recommendations) on the collection of information under the
Paperwork Reduction Act of 1995 by November 27, 2023.


https://www.federalregister.gov/d/2023-11354/p-3
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PATIENT MEDICATION INFORMATION
RHEUTOPIA (roo-toh-pee-ah) (arixalate injection, for subcutaneous use)

RHEUTOPIA lIs:

+ Used to treat rheumatoid arthritis in adults. RHEUTOPIA reduces painful and swollen joints, slows joint damage,
and improves mobility and the ability to do physical activities.

+ Used to treat polyarticular juvenile idiopathic arthritis in children at least 4 years old who did not have good
results from other medicines. RHEUTOPIA reduces pain, improves mobility, and decreases the number of
painful joints.

= Used to treat ankylosing spondylitis. RHEUTOPIA reduces back pain, swelling, and improves mobility.

« Used to treat plaque psoriasis in adults who may benefit from taking medicine or receiving phototherapy (using
ultraviolet light). RHEUTOPIA improves or clears up areas of skin with psoriasis.

Important Safety Information

Warnings:

* RHEUTOPIA can cause serious infections. Do not use RHEUTOPIA if you have an active infection.
+ Do not use RHEUTOPIA if you are allergic to arixalate or any of the ingredients in RHEUTOPIA.

Serious side effects:

RHEUTOPIA can affect the immune system and lower your ability to fight infection. People taking RHEUTOFPIA
have gotten serious infections including tuberculosis (TB) and infections caused by viruses, fungi, or bacteria.
Some people have died from these infections.

Stop using RHEUTOPIA and call your health care provider right away if you develop:

+ Fever, cough, flu-like symptoms, or a skin infection (red, warm, painful skin or open sores).
+ Numbness, tingling, weakness, vision problems, or dizziness

« Chills, swollen lymph nodes, night sweats, fever, or weight loss

+ Bruising, bleeding, and pale skin

» Shortness of breath, swelling of ankles or feet, or sudden weight gain

» Chest discomfort or pain, shortness of breath, joint pain, or a rash on your cheeks or arms

Tell your health care provider before taking:

+ [f you have an infection, are being treated for an infection, or think you have an infection (such as cold, flu, or
skin infection)

« [f you have TB or have been near someone who has TB

« If you have any nervous system or heart problems

» [f you have recently been vaccinated or are scheduled to receive a vaccination (including a flu shot)

« [f you have lived in or traveled to other countries

« If you are taking the medicine Kineret {anakinra)

Common Side Effects

The most common side effects in adults and children include:

+ Headache + Redness, rash, swelling, itching, or bruising where the injection (shot) was given
+ Runny nose

These are not all of the possible side effects of RHEUTOPIA. Call your health care provider if you have side
effects that worsen or do not go away. You may also report side effects to FDA at 1-800-FDA-1088 or
www.fda.gov/medwatch.

Directions for Use

+ Use RHEUTOPIA exactly as prescribed. Your health care provider will tell you how often to use RHEUTOPIA.

« RHEUTOPIA is injected directly under the skin (subcutaneous). Do not use RHEUTOPIA until your health care
provider has shown you how to give a shot.

« Store RHEUTOPIA in the refrigerator. Do not shake or freeze.

« If you forget to take a dose, take it as soon as you remember. Take your next dose at your regularly scheduled
time.

Manufactured by: Drug Company Mame, City, State Zip Code

The content of this Patient Medication Information has been approved by the U.S. Food and Drug Administration Revised: Month/Year

https://www.fda.gov/drugs/fdas-labeling-
resources-human-prescription-
drugs/patient-medication-information-
pmi#Example%200f%20Patient%20Medicati
on%20Information%20for%20a%20fictitious
%20drug,%20Rheutopia
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i ‘ EUROPEAN COMMISSION https://health.ec.europa.eu/system/files/2016-11/2009_01_12_readability_guideline_final_en_0.pdf

Brussels, 12.1.2008
ENTR/F/2/SFijr (2009)D/869

GUIDELINE ON THE READABILITY
OF THE LABELLING AND PACKAGE
LEAFLET OF MEDICINAL PRODUCTS
FOR HUMAN USE

Revision 1, 12 January 2009

Chapter 1 Readability of the package leaflet and the labelling

SECTION A RECOMMENDATIONS FOR THE PACKAGE LEAFLET

GENERAL CONSIDERATIONS

The package leaflet is intended for the patient/user. If the package leaflet is well designed
and clearly worded, this maximises the number of people who can use the information,

including older children and adolescents, those with poor literacy skills and those with
some degree of sight loss. Companies are encouraged to seek advice from specialists in
information design when devising their house style for the package leaflet to ensure that
the design facilitates navigation and access to information.

The following guidance sets out recommendations on various aspects related to the
preparation of package leaflets. It is aimed at helping applicants/marketing authorisation
holders to fully comply with the legal requirements and is based on experience where it
has been shown that using these techniques optimises the usability of the package leaflet.

Additional requirements may apply in particular Member States. Applicants should check
details of those requirements in the Notice to Applicants, Volume 2A, chapter 7.
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Package leaflet: Information for the <patient> <user>
[(invented) name strength pharmaceutical form]

What is in this leaflet

What X is and what it is used for

What you need to know before you X

How to X

Possible side effects

How to store X

Contents of the pack and other information

ouhkwnN=

1. What X is and what it is used for

-[(Invented) name, active substance(s) and pharmacotherapeutic
group]

-[Therapeutic indications]

-[Information on the benefits of using this medicine]

2. What you need to know before you X
-[Contraindications]

-[Appropriate precautions for use; special warnings]
-[Interactions with other medicines]

-[Interactions with food and drink]

-[Use by pregnant or breast-feeding women, information on
fertility]

-[Effects on the ability to drive or to use machines]
-[Excipients warnings]

3. How to <take> <use> X

-[Dose]

-[Route(s) and/or method of administration]
-[Duration of treatment]

https://www.ema.europa.eu/en/documents/template-form/qrd-product-information-annotated-
template-english-version-104_en.pdf

4. Possible side effects
-[Description of side effects]

5. How to store X

-[Expiry date]

-[Storage condition]

-[Where applicable, shelf life after reconstitution, dilution or after
first opening the container]

-[Where applicable, warnings against certain visible signs of
deterioration]

6. Contents of the pack and other information

-[Full statement of the active substance(s) and excipient(s)]
-[Pharmaceutical form, nature and contents of container weight,
volume or units of dose]

-[Name and address of the MAH and the manufacturer responsible

for batch release, if different]
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