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 Proposed Rule Snapshot for Patients

Medication Guide: Patient Medication 
Information (PMI), Proposed Rule 

Why is this proposed rule 
important for patients? 
The primary goal of the 

Medication Guide: Patient 
Medication Information (PMI) 

proposed rule is to improve public health. The 
rule would provide patients with clear, concise, 
accessible, and useful written information about 
their prescription drug products and blood and 
blood components dispensed or transfused 
on an outpatient basis. The information would 
be delivered in a consistent and easy-to-read 
format and is intended to help patients use their 
prescription drug products safely and effectively.

What does the proposed 
rule require? 

1  As defined in part 314.3 in Title 21 of the Code of Federal Regulations (CFR), an applicant is any person who submits a New Drug Application (NDA), Biologics License 
Application (BLA), or an Abbreviated New Drug Application (ANDA) to FDA for approval of a new drug. An applicant is also any person who owns an approved NDA or ANDA.
2  A prescription drug product also includes a biological product licensed under the Public Health Service Act. 

The proposed rule requires 
applicants1 to prepare a new type of 

FDA-approved Medication Guide for prescription 
drug products2 used, dispensed, or administered 
in an outpatient setting. The proposed rule 
also requires the creation and distribution 
of a Medication Guide for blood and blood 
components transfused on an outpatient basis.  

FDA refers to the new Medication Guide as 
PMI. PMI would be stored in an online database 
managed by FDA and would be freely accessible 
to the public. PMI would replace two types 
of FDA-approved patient information: Patient 
Package Inserts (PPIs) and current Medication 
Guides. PMI would not replace the Prescribing 
Information, Instructions for Use, or  
patient counseling. 

What content would the PMI have?  
The proposed PMI must be made available in 
a printed copy and, if the patient prefers, can  
be made available in a digital format. PMI  
would be a one-page document with the 
following headings: 

  Drug Name
  Important Safety Information 
  Common Side Effects 
  Directions for Use 

See page 3 for an example of a proposed PMI.
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When would a patient 
receive PMI? 
Patients would receive PMI from an 
authorized dispenser on an outpatient 
basis. Outpatient settings include retail 
pharmacies, hospital ambulatory care 
pharmacies, and places where prescription 
drugs are dispensed by a health care 
provider who administers it to the patient. 
Outpatient settings for blood or blood 
products include dialysis centers.  
An authorized dispenser is an individual(s) 
or entity who is licensed, registered, or 
otherwise permitted to provide prescription 
drug products in the course of professional 
practice. Authorized dispensers may be 
pharmacists, physicians, nurses, or other licensed 
health care providers legally permitted under state 
law to provide prescription drug products  
to patients. 

What are the benefits of the 
proposed PMI for patients?  
Once finalized, the proposed rule PMI would 
offer the following benefits: 
;  Improve public health by providing patients

with clear, concise, accessible, and useful
patient information.

;  Highlight key information in a patient-friendly
manner to help patients use their prescription
drugs safely and effectively.

;  Provide information on a single sided printed
document with key information clearly
outlined. On the page, the headings used
would be the same across all drugs to make
it easier for patients to find the information
they are looking for.

;  In addition to the paper format, offer
patients an option to receive PMI in an
electronic format.

What is a proposed rule?  
Rules, also referred to as regulations, are made 
by federal agencies such as FDA. A regulation is a 
general statement issued by an agency, board, or 
commission that has the force and effect of law. 
Federal regulations are created through a process 
known as “rulemaking.” The rulemaking process 
is governed by U.S. laws, and these laws grant 
FDA the authority to issue a rule.  
U.S. law requires the publication of a new 
regulation in the Federal Register so that people 
or organizations interested in or affected by the 
rule—including the public—can comment on the 
proposed rule. After this public comment period 
ends, FDA reviews the comments received. 
FDA may continue with the rulemaking process 
and issue a final rule. The final rule explains the 
regulatory requirements, or the codified portion 
of the final rule, and is published in the Code 
of Federal Regulations. In lieu of a final rule, 
FDA may issue a new or modified proposal or 
withdraw the proposal. 
To learn more about the regulatory process, 
visit Regulations.gov or watch The Rulemaking 
Process: A Primer by FDA.
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What are Medication Guides?
Medication Guides are written 
information about prescription 

drug products. They are required for 
certain types of drug products to allow patients to 
use their drugs safely and effectively. 

The proposed PMI would be a new type of 
Medication Guide. In time, the proposed PMI 
would replace PPIs and existing Medication 
Guides that exist for certain prescription drugs. 

Example of a Proposed PMI
PMI would need to 
comply with the content 
and format requirements 
set forth in the regulation. 
There are different 
approaches that may 
meet the requirements. 
The PMI example shown 
here is for a fictitious 
drug and is one possible 
approach that would 
meet the requirements 
set forth in the proposed 
rule. If FDA were to 
issue the final rule, the 
requirements for PMI  
may remain the same 
as in the proposed rule 
(shown here) or may 
differ. Therefore, if FDA 
were to issue the final 
rule, applicants would 
need to comply with the 
requirements in the PMI 
final rule. 
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Proposed Rule Recap Podcast
Hear highlights straight from FDA staff

Speaker: Christopher Diamant, Regulatory Counsel, Office of Medical Policy, 
Center for Drug Evaluation and Research

Click here to listen Click here to  
read transcript

PMI in Brief
; PMI would be approved by FDA.
;  PMI would highlight the essential information that patients need to know about their

prescription drug product.
;  Authorized dispensers would provide FDA-approved PMI to patients with prescription

drug products used, dispensed, or administered on an outpatient basis.
;  Patients would have a choice to receive PMI in paper or electronic format. Paper is the

default method.
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