
 

 

 
November 18th, 2013 
 
 
Dockets Management Branch (HFA-305)  
Food and Drug Administration  
5630 Fishers Lane, Rm. 1061  
Rockville, MD 20852  
 
Re: Docket No. FDA-2013-D-1067: Draft Guidance for Industry on Patient 
Counseling Information Section of Labeling for Human Prescription Drug and 
Biological Products 
 
 
Dear Sir/Madam:  
 
The Biotechnology Industry Organization (BIO) thanks the Food and Drug Administration 
(FDA) for the opportunity to submit comments on the “Draft Guidance for Industry on 
Patient Counseling Information Section of Labeling for Human Prescription Drug and 
Biological Products.”   
 
BIO represents more than 1,100 biotechnology companies, academic institutions, state 
biotechnology centers and related organizations across the United States and in more 
than 30 other nations. BIO members are involved in the research and development of 
innovative healthcare, agricultural, industrial and environmental biotechnology products, 
thereby expanding the boundaries of science to benefit humanity by providing better 
healthcare, enhanced agriculture, and a cleaner and safer environment.   
 
 
GENERAL COMMENTS 
 
BIO appreciates additional FDA guidance on labeling issues for Sponsors which is 
consistent with many previous guidelines, as well as with recently approved labeling.  
BIO recognizes the importance of the "Physician Labeling Rule" to provide a common 
format for FDA approved labeling that conveys the pertinent information for Health Care 
Professionals (HCP) to assess the relevance of a drug for their respective patients.  As 
such, the intent of the PATIENT COUNSELING INFORMATION section is not to inform 
prescribing behavior or to supplant HCP discretion in their medical practice decisions, as 
that decision has already been determined by the HCP, but rather to facilitate the HCP - 
Patient dialogue.  
 
BIO has long advocated for a balanced approach to benefit-risk assessments throughout 
the lifecycle of a drug. According to the Draft Guidance, the PATIENT COUNSELING 
INFORMATION section should only focus on major risks of the drug and how a patient 
may mitigate or manage them.  We believe it is important to present information on safe 
and effective use of the drug in this section - as well as all sections - using a balanced 
benefit-risk approach.  Although it is important to convey to health care providers the 
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major risks that should be communicated to the patient, it is equally important for them 
to convey the benefits of the product to the patient.  Communicating solely the risks of a 
product may have the unintended consequence of the patient not taking the medication, 
which can also result in negative health outcomes.  At a minimum BIO recommends that 
this section provide a reference to the benefits as described in the Indications and Usage 
section of the labeling. 
 
Additionally, the information included in this section should be actionable by the patient, 
such as direction to contact the HCP if a symptom of an adverse event occurs, or the 
instructions for adherence if related to a safety or efficacy consideration.  Furthermore, 
this Draft Guidance recommends that information be presented using the active voice 
and provides several examples (e.g., “Advise the patient to...”).  BIO is concerned that 
such advising by Sponsors to physicians ventures into the practice of medicine.  We 
recommend that language such as “Read the FDA-approved patient labeling”, 
“Discontinue if...”,   or “Seek immediate attention if...” which should suffice for 
physicians to understand what to convey to patients. 
 
We have also provided specific, detailed comments, in the following chart. 
 
 
CONCLUSION 
 
BIO appreciates this opportunity to comment on the “Draft Guidance for Industry on 
Patient Counseling Information Section of Labeling for Human Prescription Drug and 
Biological Products.”  We would be pleased to provide further input or clarification of our 
comments, as needed.  
 
 
     Andrew J. Emmett 
 
             /S/ 
      
     Managing Director, Science and Regulatory Affairs 

Biotechnology Industry Organization (BIO) 
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SPECIFIC COMMENTS: 

SECTION ISSUE PROPOSED CHANGE 

I. BACKGROUND 
Lines 49: This bullet states that this section must 

contain “Information necessary for 
patients to use the drug safely and 
effectively.” 
 
The term “necessary” is subjective and 
should be defined.   
 

We suggest the Agency define “necessary information” as 
something which directly leads to a patient action. 

Lines 38-69: We suggest the Agency add the following 
statement at the end of this section to 
provide clarity on the intended use of the 
information in this section: 
 

Please add: 
 
"The PATIENT COUNSELING INFORMATION section is 
intended to facilitate the health care provider-patient 
discussion, but is not intended to serve as a script for the 
provider.  The content of the discussion between health 
care provider and patient will be determined by factors 
specific to the particular patient and the provider's medical 
experience.  For this reason, not all information related to 
the use of a drug can or should be included in the PATIENT 
COUNSELING INFORMATION section.  The health care 
provider will make the final decision as to what information 
to convey to the patient."  

II. CO NTENT 

Lines 79-80: The Draft Guidance states: “Consequently, 
all topics presented in the PATIENT 
COUNSELING INFORMATION section 
should typically be included in FDA-
approved patient labeling.” 
 
Many products do not have FDA-approved 
patient labeling. Information in the Patient 
Counseling Information section could be 

Please revise statement to read: 
 
“Consequently, all topics presented in the PATIENT 
COUNSELING INFORMATION section should typically be 
included in FDA-approved patient labeling.” 
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SECTION ISSUE PROPOSED CHANGE 

presented in the US Product Insert (USPI) 
or patient labeling or both; this portion of 
the Draft Guidance should reflect this 
reality. 
 

A. REFERENCE TO FDA-APPROVED PATIENT LABELING 

Lines 96-100:  The Draft Guidance states “Under § 
201.57(c)(18), if a product has FDA-
approved patient labeling (e.g., Patient 
Package Insert, Medication Guide, and 
Instructions for Use), such labeling must 
be referenced in the PATIENT 
COUNSELING INFORMATION section. The 
reference to patient labeling informs 
health care providers of the existence of 
approved patient labeling and should 
direct them to advise patients to read such 
labeling.” 
 

Upon publication of FDA guidance on Patient Medication 
Information (PMI), BIO recommends appropriately cross-
referencing these documents as the PMI initiative could 
affect the types of patient labeling documents available. 

Lines 103-116: The Draft Guidance includes five 
“recommended options for the reference 
statement.” However, for brevity, this 
could be replaced with a generic sentence. 
 

Please amend the text to read: 
 
Recommended language options for the reference 
statement include is: 

Read all applicable FDA-approved patient labeling (Insert 
appropriate patient labeling; e.g., Patient Information or 
Medication Guide, Instructions for Use). 
 

• Advise the patient to read the FDA-approved patient 
labeling (Patient Information). 

• Advise the patient to read the FDA-approved patient 
labeling (Instructions for Use). 

• Advise the patient to read the FDA-approved patient 
labeling (Patient Information and Instructions for 
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SECTION ISSUE PROPOSED CHANGE 

Use). 
• Advise the patient to read the FDA-approved patient 

labeling (Medication Guide). 
• Advise the patient to read the FDA-approved patient 

labeling (Medication Guide and Instructions for Use). 
 
 

B. COUNSELING TOPICS 

Lines 121-300: According to the Draft Guidance, the 
patient counseling information section 
should only focus on major risks of the 
drug and how a patient may mitigate or 
manage them.   
 

As discussed above, BIO believes it is important to present 
the information in this section, as well as all sections, using 
a balanced benefit-risk approach.  Although it is important 
to convey to the health care provider the major risks that 
should be communicated to the patient, it is equally 
important for them to convey the benefits of the product to 
the patient.  Communicating solely the risks of a product 
may have the unintended consequence of the patient not 
taking the medication, which can also result in negative 
health outcomes. 
 
At a minimum, we would recommend that this section 
provide a reference to the benefits as described in the 
Indications and Usage section of the labeling. 
 

Lines 125-127: As written, it is unclear whether this 
section discusses information that is 
relevant to patients or to prescribers. 
 

BIO suggests editing the sentence to clarify that this 
section should only contain information that is relevant to 
patients, not prescribers.  For clarity, please revise text to 
read: 
 
“This section should also include, when appropriate, other 
patient-related information relevant for providers to convey 
to patients, such as critical administration instructions or 
unique storage and handling instructions. “ 
 

Lines 151-153: The Draft Guidance indicates that “only in 
very rare instances will an entirely new 

We suggest the Agency edits the text as follows: 
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SECTION ISSUE PROPOSED CHANGE 

concept be in included”.  In general, BIO 
believes that it is inappropriate to 
introduce a new topic in Section 17 that is 
mentioned nowhere else in the label.  
 
 

"Only in very rare instances will an entirely new concept As 
a general rule, only information that is contained within the 
body of the Full Prescribing Information should be included 
in the PATIENT COUNSELING INFORMATION section that 
does not have a related discussion elsewhere in labeling." 
 
 

Lines 168-300: Missed doses are one of the most common 
medication errors yet are not included in 
the types of information to consider for 
inclusion in this section of the Draft 
Guidance. 
 

BIO suggests adding Missed Dose instructions in section 
B.2. 

Lines 193-195: We believe pregnancy provides a more 
common and clearly understood example 
of a condition that may develop after 
starting drug therapy.   

Therefore, we suggest the following revision:  
 
"Some contraindications, however, may warrant inclusion in 
this the PATIENT COUNSELING INFORMATION section for 
conditions that may develop after starting drug therapy 
(e.g., development of an acute infection onset of pregnancy 
during drug treatment). 

Lines 204-206: While it is not appropriate to include a 
complete list of known drug interactions, 
Drug interaction information should be 
included in Section 7 of the USPI or other 
appropriate sections. We suggest adding a 
statement to this effect in the Draft 
Guidance. 

BIO suggests editing the text to read: 
 
“A complete listing of known drug interactions should 
typically not be included in the PATIENT COUNSELING 
INFORMATION section because the decision to coadminister 
two drugs generally rests with the provider at the time of 
prescribing and this information should be presented in 
detail in the appropriate sections in the USPI.” 
 

Lines 250-253: This section includes an example of 
administration instructions; we believe 
that it may be equally important to include 
an example for DOSING PREPARATION in 
order to provide clarity to industry. 

BIO suggests adding examples for preparation counseling 
such as: 
 
“Shake the liquid suspension before each use.” 
 
or 
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“Allow the vial to reach room temperature before use.” 
 

Lines 278-287: While this section of the Draft Guidance 
mentions storage information, we suggest 
an example be included in order to provide 
clarity to the industry.  

BIO suggests adding an example of storage counseling such 
as: 
 
“Unopened vials should be refrigerated until ready for use.” 
 

Lines 297-298: The Draft Guidance states: 
 
“Certain products have additional, specific 
requirements for the PATIENT 
COUNSELING INFORMATION section based 
on the product’s therapeutic or 
pharmacologic class.” 
 
The statement does not recognize the 
possible influence of the pharmaceutics of 
a formulation on the safe and effective use 
of a product. 
 

BIO suggests editing the statement to read: 
 
“Certain products have additional, specific requirements for 
the PATIENT COUNSELING INFORMATION section based on 
the product’s therapeutic or pharmacologic class or based 
on the pharmaceutical properties of the dosage form.” 

III. FO RMAT 

A. SUBHEADINGS 
Lines 351-356: This section advises against the use of 

numbered subsections in the PATIENT 
COUNSELING INFORMATION sections. 
However, with a structured numbering 
system in place (as is present throughout 
the entire professional package insert 
labeling), the key information for the 
health care provider to convey to the 
patient is called out when separated.   

BIO disagrees that the inclusion of numbered subsections 
are “unnecessary and not recommended”.  While we 
recognize subheadings may help, we would recommend the 
use of subheadings or the use of ‘bold’ font to help separate 
out the information as an alternative. 
 

 


