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****Pre-decisional Agency Information**** 

    
 

Memorandum 
 
Date:  February 24, 2015  
  
To:  Gregory DiBernardo 

Regulatory Project Manager 
  Division of Anti-Infective Products (DAIP) 
   
From:   Puja Shah 
  Regulatory Review Officer 
  Office of Prescription Drug Promotion (OPDP) 
 
Subject: NDA 207844 
  ALBENZA® (albendazole)  chewable tablet, for oral use 
 
   
 
As requested in DAIP’s consult dated October 16, 2014, OPDP has reviewed the draft PI 
and proposed “wallet card” for ALBENZA® (albendazole)  chewable tablet, for 
oral use.  OPDP reviewed the proposed substantially complete version of the draft PI 
accessed via the DAIP Sharepoint site on February 10, 2015.  Our comments on the draft 
PI are included directly on the attached copy of the labeling. 
 
OPDP has also reviewed the “wallet card” received via email from DAIP on February 10, 
2015.  OPDP has no comments on the proposed “wallet card” at this time. 
 
OPDP appreciates the opportunity to provide comments on these materials.  If you have 
any questions or concerns, please contact Puja Shah at 240-402-5040 or 
puja.shah@fda.hhs.gov 

FOOD AND DRUG ADMINISTRATION 
Center for Drug Evaluation and Research 
Office of Prescription Drug Promotion  
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MEMORANDUM 

REVIEW OF REVISED LABEL AND LABELING

Division of Medication Error Prevention and Analysis (DMEPA) 

Office of Medication Error Prevention and Risk Management (OMEPRM)

Office of Surveillance and Epidemiology (OSE)

Center for Drug Evaluation and Research (CDER)

Date of This Memorandum: November 21, 2014

Requesting Office or Division: Division of Anti-Infective Products (DAIP)

Application Type and Number: NDA 207844

Product Name and Strength: Albenza (albendazole) Chewable Tablet, 200 mg

Submission Date: November 12, 2014

Applicant/Sponsor Name: Amedra Pharmaceuticals

OSE RCM #: 2014-1248-1

DMEPA Primary Reviewer: Tingting Gao, PharmD

DMEPA Team Leader: Chi-Ming (Alice) Tu, PharmD

1 PURPOSE OF MEMO

Division of Anti-Infective Products (DAIP) requested that we review the revised Albenza 
Chewable Tablet blister label, carton label, and wallet card label (Appendix A) to determine if it 
is acceptable from a medication error perspective.  The revisions are in response to 
recommendations that we made during a previous label and labeling review.1

2 CONCLUSIONS

The revised blister label, carton label, and wallet card label are acceptable from a medication 
error perspective.  We have no additional recommendations at this time.

                                                     
1

Neupauer D. Label and Labeling Review for Albenza Chewable Tablet (NDA 207844)  

. Silver Spring (MD): Food and Drug Administration, Center for Drug Evaluation and Research, Office 
of Surveillance and Epidemiology, Division of Medication Error Prevention and Analysis (US); 2014 Oct 17.  20 p. 
OSE RCM No.: 2014-1248 and 2014-1805.

Reference ID: 3661884

(b) (4)

3 Page(s) of Draft Labeling have been Withheld in Full as b4 (CCI/TS) immediately following this page



---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

TINGTING N GAO
11/21/2014

CHI-MING TU
11/21/2014

Reference ID: 3661884





















Version: 4/15/2014 10

ATTACHMENT 

MEMO OF FILING MEETING

DATE:  July 29, 2014

NDA #:  207844

PROPRIETARY NAME:  Albenza

ESTABLISHED/PROPER NAME: (albendazole)

DOSAGE FORM/STRENGTH: Chewable Tablet 200 mg

APPLICANT:  Amedra Pharmaceuticals LLC

PROPOSED INDICATIONS: Treatment of parenchymal neurocysticercosis due to active 
lesions caused by larval forms of the pork tapeworm, Taenia solium, and cystic hydatid
disease of the liver, lung, and peritoneum caused by the larval form of the dog tapeworm, 
Echinococcus granulosus.

PROPOSED CHANGE: Change in dosage form to chewable tablet

BACKGROUND:  This submission is for Albenza (albendazole) Chewable Tablets 200 
mg.

The NDA 20666 for Albenza Tablets 200 mg was approved in 1996.  Albenza is 
indicated for the treatment of parenchymal neurocysticerosis due to active lesions caused 
by larval forms of the pork tapeworm, Taenia solium and cystic hydatid disease of the 
liver lung and peritoneum caused by larval form of the dog tapeworm, Echinococcus 
granulosus. 

On August 7, 2014, DAIP was informed that Amedra Pharmaceuticals was not listed as 
the holder of the Orphan Drug designation granted for both indications in 1996 for 
albendazole.  The Orphan Designation was still assigned to SmithKlineBeecham.  At 
present time a transfer to Amedra Pharmaceuticals LLC from SmithKlineBeecham is 
PENDING.  The Orphan indications remain unchanged so no pediatric assessment is 
required as PREA will not apply once the transfer [expected shortly] of Orphan 
Designation to Amedra occurs.  Amedra purchased the product from
SmithKlineBeecham.  

On August 8, 2014, FDA issued an Unacceptable for Filing letter to Amedra 
Pharmaceuticals because of the unpaid user fee for NDA 207844. On August 11, 2014, 
Amedra Pharmaceuticals submitted the User Fee.  A new PDUFA goal date of June 11, 
2014, was established with User Fee payment.  

Reference ID: 3649867
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o Did the applicant provide a scientific 
“bridge” demonstrating the relationship 
between the proposed product and the 
referenced product(s)/published literature?

Describe the scientific bridge (e.g., BA/BE studies): 

  YES    NO

 Per reviewers, are all parts in English or English 
translation?

If no, explain: 

  YES
  NO

 Electronic Submission comments

List comments: 

  Not Applicable

CLINICAL

Comments: Will provide comments for letter

  Not Applicable
  FILE
  REFUSE TO FILE

  Review issues for 74-day letter

 Clinical study site(s) inspections(s) needed?
  

If no, explain: No clinical studies conducted.

  YES
  NO

 Advisory Committee Meeting needed? 

Comments: 

If no, for an NME NDA or original BLA , include the 
reason.  For example:

o this drug/biologic is not the first in its class
o the clinical study design was acceptable
o the application did not raise significant safety 

or efficacy issues
o the application did not raise significant public 

health questions on the role of the 
drug/biologic in the diagnosis, cure, 
mitigation, treatment or prevention of a 
disease

  YES
Date if known: 

  NO
  To be determined

Reason: 

 Abuse Liability/Potential

Comments: 

  Not Applicable
  FILE
  REFUSE TO FILE

  Review issues for 74-day letter

 If the application is affected by the AIP, has the 
division made a recommendation regarding whether 

  Not Applicable
  YES

Reference ID: 3649867
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or not an exception to the AIP should be granted to 
permit review based on medical necessity or public 
health significance? 

Comments: 

  NO

CLINICAL MICROBIOLOGY

Comments: Will provide comments for the label.

  Not Applicable
  FILE
  REFUSE TO FILE

  Review issues for 74-day letter

CLINICAL PHARMACOLOGY

Comments: 

  Not Applicable
  FILE
  REFUSE TO FILE

  Review issues for 74-day letter

 Clinical pharmacology study site(s) inspections(s) 
needed?

  YES
  NO

BIOSTATISTICS

Comments: 

  Not Applicable
  FILE
  REFUSE TO FILE

  Review issues for 74-day letter

NONCLINICAL 
(PHARMACOLOGY/TOXICOLOGY)

Comments: 

  Not Applicable
  FILE
  REFUSE TO FILE

  Review issues for 74-day letter

IMMUNOGENICITY (BLAs/BLA efficacy 
supplements only)

Comments: 

  Not Applicable
  FILE
  REFUSE TO FILE

  Review issues for 74-day letter

PRODUCT QUALITY (CMC)

Comments: 

  Not Applicable
  FILE
  REFUSE TO FILE

  Review issues for 74-day letter

PRODUCT QUALITY (CMC) Biopharmaceutics   Not Applicable
  FILE
  REFUSE TO FILE

Reference ID: 3649867
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Comments: Will provide comments for letter on the
BE/BA studies completed, Biopharmaceutical 
Inspections to be requested.

  Review issues for 74-day letter

Environmental Assessment

 Categorical exclusion for environmental assessment 
(EA) requested? 

If no, was a complete EA submitted?

If EA submitted, consulted to EA officer (OPS)?

Comments: 

YES
  NO

YES
  NO

YES
  NO

Quality Microbiology (for sterile products)

 Was the Microbiology Team consulted for validation 
of sterilization? (NDAs/NDA supplements only)

Comments: Information request will be sent to Applicant 
for more information to support their proposal to waive 
microbial limits testing.

  Not Applicable

YES
  NO

  Review issues for 74-day letter

Facility Inspection

 Establishment(s) ready for inspection?

 Establishment Evaluation Request (EER/TBP-EER) 
submitted to OMPQ?

Comments: 

  Not Applicable

  YES
  NO

  YES
  NO

Facility/Microbiology Review (BLAs only)

Comments: 

  Not Applicable
  FILE
  REFUSE TO FILE

  Review issues for 74-day letter

CMC Labeling Review

Comments: 

  Review issues for 74-day letter
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LABEL AND LABELING REVIEW

Division of Medication Error Prevention and Analysis (DMEPA) 
Office of Medication Error Prevention and Risk Management (OMEPRM)

Office of Surveillance and Epidemiology (OSE)

Center for Drug Evaluation and Research (CDER)

*** This document contains proprietary information that cannot be released to the public***

Date of This Review: October 17, 2014

Requesting Office or Division: Division of Anti-Infective Products (DAIP)

Application Type and Number:

Product Name and Strength:

Albenza (albendazole) chewable tablet, 200 mg

NDA 207844

Albenza (albendazole) tablet, 

Product Type: Single ingredient product

Rx or OTC: Rx

Applicant/Sponsor Name: Amedra Pharmaceuticals

Submission Date: June 19, 2014 and August 5, 2014

OSE RCM #: 2014-1248 and 2014-1805

DMEPA Primary Reviewer: Danielle Neupauer, RPh

DMEPA Acting Team Leader: Tingting Gao, PharmD

Reference ID: 3645033
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3.2 ALBENZA CHEWABLE TABLETS, 200 MG (NDA 207844)

The new formulation (chewable tablets) will be the same strength (200 mg) as the current 

marketed formulation (tablets). The marketed tablet and the proposed chewable tablet share 

the same active ingredient, same indication, dose and strength. The current and proposed 

formulations differ in dosage form. We acknowledge that this may lead to possible medication 

errors where one formulation may be dispensed for the other and may result in an adverse 

event. However, we evaluated the approved Prescribing Information (PI) for the current 

marketed formulation (tablets), and noted that it states “in young children, the tablets should 

be crushed or chewed and swallowed with a drink of water”. Since the current marketed 

formulation (tablets) may also be chewed, we have no concerns with the proposed new 

chewable tablet formulation from a medication error perspective.

We evaluate the proposed Prescribing Information (PI) and we note the use of error prone 

symbols in the PI. We recommend replacing the symbols with the corresponding words for 

clarity.

We evaluate the carton labeling and note that the net quantity is located in a prominent 

location on the principal display panel, and can be mistaken for strength. We also recommend 

presenting the product strength, “200MG” to read “200 mg” to improve readability and for 

consistency with the strength presentation in the PI. For the wallet card, we note the 

presentation of the strength on the principal display panel of the wallet card is confusing and 

may be interpreted by patients to mean that   We recommend revising 

the presentation of the strength and adding a net quantity statement on the principal display 

panel of the wallet card to minimize the risk of confusion that could lead to incorrect dosing 

errors. 

We note Amedra is proposing to supply the Albenza chewable tablets in a package size of 2 

tablets (1 dose or ½ day) and 12 tablets (6 doses or 3 days). Since the dose for Albenza for 

patients weighting 60 kg or greater is 400 mg twice daily with treatment duration of 8 – 30 

days, we requested the rationale for package size quantity. Amedra responded on September

26, 2014 and stated, “The current Albenza 200 mg tablet is marketed in both a 2-count and 28-

count package size. Notwithstanding the labeled dosing of the product, the majority of the unit 

sales volume of the current 200 mg product is in the 2-count size and a vast majority of 

prescriptions are for twelve (12) tablets or less. A carton containing 12 tablets configured in 

blister cards provides greater flexibility for dispensing the prescribed amount of product by 

Reference ID: 3645033
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allowing the pharmacist to dispense any amount of 12 tablets or less as needed.” Therefore, we 

have no concerns with the proposed packaging size.

Additionally, we requested and received a sample of the wallet card packaging for Albenza 

chewable tablets 200 mg 2 tablets to evaluate the ease of use and ability to open the package 

to retrieve Albenza. We determined that the directions to open the package are sufficient and 

the blister card technology that offers  is acceptable.

4 CONCLUSION & RECOMMENDATIONS

Our evaluation determined that the chewable tablet formulation can be safely introduced to 

the market and that the proposed packaging size is acceptable. However, we conclude that the 

proposed label and labeling for Albenza chewable tablets 200 mg 

may be improved to promote the safe use of the product as described in Section 4.1 and 

Section 4.2.

Reference ID: 3645033
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4.1 RECOMMENDATIONS FOR DIVISION

DMEPA provides the following comments for the Division consideration:

1. Albenza Chewable Tablets, 200 mg, (NDA 207844)

a. Dosage and Administration section, Highlights of Prescribing Information 

i. We note the use of dangerous symbols in the dosage and administration 

section in the Highlights of prescribing information. Consider replacing 

the symbols with the corresponding words, such as “≥” to read “greater 

than or equal to” and “<” to read “less than”, for clarity.1  

4.2 RECOMMENDATIONS FOR AMEDRA PHARMACEUTICALS

DMEPA provides the following comments for the sponsor consideration:

1. General recommendations for the carton labeling for Albenza Chewable Tablets, 200 

mg, (NDA 207844)

a.

2. Albenza Chewable Tablets, 200 mg, (NDA 207844)

a. Blister Card (6 tablets)

i. We note that the product strength is presented with no space between 

numerical dose and unit of measure, and that the unit of measure “MG” 

is capitalized. Since lower case letters are more commonly used in metric 

unit abbreviations and that the Dosage Forms and Strengths section of 

                                                     
1

ISMP’s List of Error-Prone Abbreviations, Symbols, and Dose Designations [Internet]. Horsham (PA): Institute for 
Safe Medication Practices. 2013 [cited 2014 Aug 19]. Available from: 
http://www.ismp.org/tools/errorproneabbreviations.pdf

Reference ID: 3645033
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the PI presents the strength as “200 mg” (with lower case ‘mg’), consider 

revising the product strength “200MG” to read “200 mg” to improve 

readability and for consistency with the strength presentation in the PI.

b. Carton Labeling for 2 blister cards (12 tablets)

i. See 2.a.i. 

ii. The strength presentation is located next to the proprietary name which 

may cause the strength to be misinterpreted as part of the proprietary 

name. Consider relocating the strength below the proprietary and 

established names to minimize the risk of the strength being overlooked.

iii. The net quantity (12 tablets) on the carton labeling could be mistaken as 

strength. Relocate away from the proprietary name, established name, 

and strength for less prominence (e.g. lower right corner).2

c. Wallet Card tablet)

i. See 2.a.i. and 2.b.ii.

ii. There is  on the wallet card. Include net quantity (2 

tablets) and ensure this net quantity is located away from product 

strength as described in 2.c.

iii. Consider revising the strength statement to “200 mg per chewable 

tablet” on the principal display panel to avoid misinterpretation of

This may be achieved by removing 

the picture of 2 tablets on the principal display panel.

                                                     
2

Guidance for Industry: Safety Considerations for Container Labels and Carton Labeling Design to Minimize 
Medication Errors. Food and Drug Administration. 2013. Available from 
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM349009.pdf

Reference ID: 3645033
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3

Guidance for Industry: Safety Considerations for Container Labels and Carton Labeling Design to Minimize 
Medication Errors. Food and Drug Administration. 2013. Available from 
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM349009.pdf
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25°C (68° to 77°F) 25°C (68° to 77°F)

Container Closure  

200 mg – bottle 

Each  foil laminate 
blister has a peel-push or a

push-through blister foil lid and 
contains one tablet.

Reference ID: 3645033
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reporting guidance issued by the International Conference on Harmonisation.  FDA’s Office of 
Surveillance and Epidemiology codes adverse events and medication errors to terms in the 
Medical Dictionary for Regulatory Activities (MedDRA) terminology. Product names are coded 
using the FAERS Product Dictionary. More information about FAERS can be found at: 
http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Surveillance/AdverseD
rugEffects/default.htm.

Reference ID: 3645033
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APPENDIX C. PREVIOUS DMEPA REVIEWS
C.1 Methods

We searched the L:Drive on July 14, 2014 using the terms Albenza and albendazole to identify 
reviews previously performed by DMEPA.  

C.2 Results
Our search identified no previous reviews.
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