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 We received the revised PPI and PIU on December 15, 2008.  We are fine with the changes to 
the PPI and PIU made by the sponsor in response to our review of June 24, 2008 with two 
exceptions: 
 

1. In the PIU, just before Step 1, the sponsor has retained “Table I, Usage Guideline.” 
We recommend deleting the Table because patients generally do not or cannot read 
charts. Table I appears in the PI and can be used by the prescriber for more detailed 
instructions.  The following is an example of simplifying this information while 
including the most important message (to apply enough of the product to cover the 
hair and scalp completely).  The amounts listed below are estimates and if these 
amounts are safe and effective, this list can serve as a guideline for the patient.   

 
For different hair lengths use the following amounts of TRADENAME.  You can 
change the amount as long as you cover the hair and scalp completely:  

  
     Hair Length              Amount of TRADENAME to apply each time 
Short  -   2 inches              1/2 the bottle 

Short  -   4 inches               up to 1 bottle 

Medium - 6 inches               up to 2 bottles 

Medium - 8 inches               up to 3 bottles 

Long   -   16 inches            up to 4 bottles 

Long   -   22 inches             up to 6 bottles  

 

2. In the “Patient Instructions for Use” PDF file (color leaflet that is available in English 
and Spanish), see the following statement under the picture in Step 5: 

 
 

  

 
 

 
     

  
 

Also, if it is used in the PDF version, it should be added to the Word version for 
consistency.  

 

Please let us know if you have any questions.   
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1 INTRODUCTION   
The sponsor submitted a New Drug Application, NDA 22-129 on June 15, 2007 for 5% 

 (benzyl alcohol)  and in a fax dated January 28, 2008, the Agency 
suggested that the formulation is well suited as a lotion, rather than an   The 
sponsor responded on April 30, 2008 that the dosage form of the product is a lotion 
( ™ (benzyl alcohol) Lotion 5% [w/w]).  The Sponsor’s proposed Patient 
Instructions for Use (PPI) reflects the change from an  to a lotion and was 
submitted on May 23, 2008.  DRISK received a request from the Review Division to 
review the Sponsor’s revised Patient Instructions for Use.   This review is written in 
response to that request.  

2 MATERIAL REVIEWED 

• ™ (benzyl alcohol) Lotion, 5% Directions for Use (PPI) submitted by the 
sponsor on May 23, 2008.     

•  (benzyl alcohol) Lotion, 5% Professional Information (PI) submitted by the 
sponsor on April 14, 2008. 

 

3 DISCUSSION 
The purpose of patient information leaflets is to enhance appropriate use and provide important 
risk information about medications.  Our recommended changes are consistent with current 
research to improve risk communication to a broad audience, including those with lower literacy.    

The draft Directions for Use submitted by the sponsor has a Flesch Kinkaid grade level of 7.1, 
and a Flesch Reading Ease score of 66.6%.  To enhance patient comprehension, materials should 
be written at a 6th to 8th grade reading level, and have a reading ease score of at least 60%  (60% 
corresponds to an 8th grade reading level).   

In our review of the PPI, we have:   

• simplified wording and clarified concepts where possible,   

• made it consistent with the PI,  

• reorganized the information so that the most important information is located at the 
beginning of the document, 

• ensured that the PPI meets the criteria as specified in FDA’s Guidance for Useful Written 
Consumer Medication Information (published July 2006).  

• Although not required for Patient Information, we have put this PPI in the question and 
answer format specified in the Medication Guide Regulations (21 CFR 208.20) that we 
recommended for all FDA approved labeling.  

 
In 2008, The American Society of Consultant Pharmacists Foundation in collaboration with The 
American Foundation for the Blind published Guidelines for Prescription Labeling and 
Consumer Medication Information for People with Vision Loss. They recommend using fonts 
such as Arial, Verdana, or APHont to make medical information more accessible for patients with 
low vision. We have reformatted the PPI document using the font APHont, which was developed 
by the American Printing House for the Blind specifically for low vision readers.    

(b) (4)
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See the attached document for our recommended revisions to the PPI.  Comments to the review 
division are bolded, underlined and italicized.  

We are providing the review division a marked-up and clean copy of the revised PPI.  We 
recommend using the clean copy as the working document.    

All future relevant changes to the PI should also be reflected in the PPI.  

4 CONCLUSIONS AND RECOMMENDATIONS 
 

1. One of the most important concepts in explaining the effectiveness of this 
treatment is to use enough of the lotion so that the lice are killed.  The prescribing 
information (PI) does not include information on the amount of lotion patients 
should use for varying lengths of hair. A Usage Guideline Chart or some type of 
instruction should be included in the PI to help the prescriber decide on the 
number of bottles to prescribe at one time. A Usage Guideline Chart was included 
in the Sponsor’s proposed PPI, however we have deleted the chart as patients 
should not be responsible for determining the appropriate amount of lotion to 
apply.  Additionally, patients generally do not or cannot read charts.   

 
2. The PI reports some skin and eye irritation in patients, and we suggest adding skin 

and eye protection suggestions for the person applying the lotion. This could be 
included with the suggestion to wear gloves, glasses, or goggles.  Applying this 
lotion to young children could result in splashing of both child and caregiver.  If 
these suggestions are retained in the Patient Instructions for Use, then they should 
be added to the PI.  Patient labeling must be consistent with the PI. 

 
3. The PPI says that when the product is used in children there should be direct adult 

supervision.  We recommend that an adult apply the product when it is used in 
children, not just supervise.   We suggest that adults also have help in applying 
the product because of the safety issues related to irritation of eyes and skin.  
Complete coverage of the scalp and hair is required for effective use, and the PI 
stresses that it is very important to cover areas behind the ears and at the nape of 
the neck.  To ensure complete coverage in these areas, we recommend assistance 
in applying the product.  

 
4. There are several diagrams showing how the product is applied. Diagram 6 shows 

how to rinse the lotion from the hair.  The illustration shows a child with her face 
uncovered and head up.  In this position, the lotion and rinse water would be 
running over her face.  This could cause irritation to eyes and skin.  The 
illustration should be changed to show that the child has her face covered and 
head tilted back to avoid any eye and skin exposure during the rinsing procedure.  
In diagrams three and four the child is shown with head up, and these illustrations 
should also be changed to show the child with head tilted back. 

 
5. We have added the statement, “Call your doctor for medical advice about side 

effects. You may report side effects to FDA at 1-800-FDA-1088.”  This verbatim 
statement is required for all Medication Guides effective January 2008 (see 21 



CFR 208.20 (b)(7)(iii); also see Interim Final Rule, Toll-Free Number for 
Reporting Adverse Events on Labeling for Human Drug Products in Federal 
Register Vol. 73, No. 2, p.402-404, 1/3/2008). Although not required for 
voluntary PPIs like ™, we recommend adding this language to all FDA-
approved patient labeling for consistency. 

 
Please let us know if you have any questions.  
 
 

(b) (4)

5 pages of draft labeling has been withheld as b4 after this page.
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