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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: June 4, 2018

Requesting Office or Division: Division of Dermatology and Dental Products (DDDP)

Application Type and Number: NDA 210361

Product Name and Strength: Qbrexza (glycopyrronium) cloth, 2.4%

Applicant/Sponsor Name: Dermia, Inc.

FDA Received Date: May 25, 2018

OSE RCM #: 2017-1827-1

DMEPA Safety Evaluator: Madhuri R. Patel, PharmD

DMEPA Team Leader: Sarah K. Vee, PharmD

1 PURPOSE OF MEMORANDUM
The Division of Dermatology and Dental Products (DDDP) requested that we review the revised 
container label, carton labeling, Patient Information, and Prescribing Information (PI) for 
Qbrexza (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.a 

2  CONCLUSION
Dermia, Inc. implemented most of our recommendations. However, we recommended that 
Dermia, Inc. revise the statement “single-use” to “single-dose”. In response, Dermia, Inc. 
statement they propose to retain the statement “single-use” to better convey to the patient 
that each cloth should be used once and should not be reused. We defer to the Office of 
Pharmaceutical Quality (OPQ) regarding acceptability of the “single-use” cloth dosage form. The 
revised container label, carton labeling, Patient Information, and Prescribing Information (PI) 
for Qbrexza is acceptable from a medication error perspective.  We have no further 
recommendations at this time.

a Patel, M. Label and Labeling Review for glycopyrronium (NDA 210361). Silver Spring (MD): FDA, CDER, OSE, 
DMEPA (US); 2018 MAR 22. RCM No.: 2017-1827.
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II. BACKGROUND 
 
The Applicant submitted this New Drug Application (NDA) to support the use of 
glycopyrronium topical solution, 2.4% (DRM04) containing the active ingredient, 
glycopyrronium tosylate monohydrate for the treatment of primary axillary hyperhidrosis in 
adults and children 9 years of age and older. Inspections were requested for the following two 
identical protocols in support of this application: 
 
DRM04-HH04 and DRM04-HH05, both entitled “A Phase 3, Randomized, Double-Blind, 
Vehicle-Controlled Efficacy and Safety Study of DRM04 in Subjects with Axillary 
Hyperhidrosis”. 
 
Study HH04 was conducted at 21 clinical sites in the U.S. and 8 study centers in Germany 
between July 2015 and March 2016. A total of 344 subjects were enrolled. Study HH05 was 
conducted at 20 clinical sites in the U.S. between August 2015 and May 2016. A total of 353 
subjects were enrolled. 
 
The two identical Phase 3 studies were randomized, double-blind, vehicle-controlled, parallel 
group studies, designed to assess the efficacy and safety of DRM04 Topical Wipes, %, 
compared with vehicle in subjects with primary axillary hyperhidrosis (Note: % was 
expressed as the content of the active ingredient, glycopyrronium tosylate monohydrate, which 
is equivalent to DRM04 (glycopyrronium) 2.4% that was expressed in terms of glycopyrronium 
content). Eligible subjects were randomized in a 2:1 ratio to receive DRM04 % or vehicle 
treatment, respectively. The duration of the study for each subject was approximately 70 days 
(up to 35-day screening, 28-day treatment, and 7-day follow-up).   
 
The primary efficacy endpoints were 1) Mean absolute change from baseline in 
gravimetrically-measured sweat production at Week 4, and 2) Proportion of subjects who have 
a ≥ 4-point improvement in the weekly mean score of the Axillary Sweating Daily Diary 
(ASDD) item #2 from baseline at Week 4. 
 
Rationale for Site Selection:  

 Site #502 (Jennifer Cather): A discrepancy of efficacy signals for two co-primary 
endpoints exists in the vehicle group, e.g., there is a lack of efficacy in the vehicle 
group (0% vs. 88.3% for the active) for one co-primary endpoint "proportion of 
subjects who have at least 4-point improvement in the weekly mean score of Axillary 
Sweating Daily Diary (ASDD) item #2 from baseline at week 4”; while, high efficacy 
in the vehicle group (-191.3 vs. -164.1 in the active) for the other co-primary endpoint 
"mean absolute change from baseline in gravimetrically-measured sweat production at 
week 4”. This trend is not observed in the active group. The site had a high number of 
protocol violations reported. The CI has 27 INDs, but had not been previously 
inspected. She conducted two studies contained within the submission: Studies 05 and 
06. 

 Site #409 (Brandon Essink): High site efficacy effect was seen. The CI has  INDs, 
but had not been previously inspected. 

Reference ID: 4260576

(b) (4)

(b) (4)

(b) (4)

(b) 
(4)



Page 3                                           Clinical Inspection Summary  
                                                                                        NDA 210361, DRM04 (Glycopyrronium) Topical Solution 
 
  
III. RESULTS (by site): 
 
Site #/ 
Name of CI/ 
Address  

Protocol # / # of 
Subjects Enrolled 

Inspection Dates Classification 
 

Site #502 
 

Jennifer Cather, M.D. 
9101 North Central Expressway, 
Suite 170 
Dallas, TX 75231 

DRM04-HH05 
Subjects: 14 

16 - 19 Jan 2018 
 

VAI* 

Site #409 
 

Brandon Essink, M.D. 
3319 N. 107th St. 
Omaha, NE 68134 

DRM04-HH04 
Subjects: 17 

29 Jan – 1 Feb 2018 NAI 

 
Key to Compliance Classifications 
NAI = No deviation from regulations. 
VAI = Deviation(s) from regulations. 
OAI = Significant deviations from regulations. Data unreliable. 
* Pending: Classification is preliminary pending issuance of correspondence to the inspected entity 
 
 
Clinical Investigator Sites 
 
1. Jennifer C. Cather, M.D. 
 
At this site for Protocol DRM04-HH05, a total of 17 subjects were screened and 14 subjects 
were enrolled, 12 of whom completed the study.  
 
The records for all 14 enrolled subjects were reviewed. These included, but were not limited to, 
Inform Consent Forms, verification of efficacy endpoints, eligibility, randomization and 
blinding, adverse events, protocol deviations, IRB correspondence and study approvals, 
sponsor correspondence, electronic Case Report Forms (eCRF), subject e-Diary, source 
records, and drug accountability records. The primary efficacy endpoint data were verifiable. 
There was no evidence of underreporting of adverse events. 
 
However, multiple deviations regarding gravimetric assessments (gauze placement time; 
temperature) were reported by the site to the sponsor and IRB but were not found in the data 
line listings. These issues were not identified until the end of the study by the study monitor 
and no corrective action was created during the study to prevent further deviations.  
 

1) Total Gauze Placement Time Deviations: Based on the protocol, the subject’s arm must 
be holding the gauze in the axilla for five minutes to collect sweat. CIs were to record 
start time when the gauze was placed and record the stop time when the gauze was 
removed. The majority of the deviations as documented in a report to the IRB (copy 
included in the Establishment Inspection Report and shown below) in “total time gauze 
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Subject #  Visit # (Week #)  Date  Recorded Temperature Range (°F) 
4 (2)  10‐Nov‐15 68.2‐78.7 

5 (3)  18‐Nov‐15 67.1‐78.7 

2 (B)  27‐Oct‐15 70.2‐76.8 

3 (1)  4‐Nov‐15 69.6‐78.2 

5 (3)  18‐Nov‐15 67.1‐78.7 

2 (B)  12‐Nov‐15 68.7‐76.5 

2 (B)  10‐Nov‐15 68.2‐78.7 

3 (1)  17‐Nov‐15 67.9‐78.7 

2 (B)  12‐Nov‐15 68.2‐78.7 

3 (1)  19‐Nov‐15 68.9‐78.7 

5 (3)  3‐Dec‐15 69.8‐76.2 

3 (1)  30‐Nov‐15 68.9‐76.2 

2 (B)  2‐Feb‐16 72‐max not recorded 

3 (1)  11‐Feb‐16 71.9‐76.8 

6 (4)  2‐Mar‐16 71.4‐78.3 

2 (B)  1‐Feb‐16 68.9‐76.2 

6 (4)  3‐Mar‐16 71.6‐77.6 

6 (4)  3‐Mar‐16 72‐77.8 

4 (2)  29‐Feb‐16 71.4‐77.4 
 Note: B: Baseline 
 

The sponsor responded to the Office of Regulatory Affairs investigator’s query 
regarding impact of temperature fluctuations out of range indicating that “the amount of 
fluctuation in room temperature over the 5-minute period of sweat collection is likely to 
be small and would not have an appreciable effect on the amount of sweat.”   

 
 
OSI Reviewer Comments: Although a Form FDA 483 was not issued at the conclusion of the 
inspection, the observation was made that Dr. Cather failed to follow the investigational plan 
regarding gravimetric assessment of sweat production, one of the co-primary efficacy 
endpoints for the study. The primary protocol deviation related to prolonged sweat collection 
times and secondarily, minor deviations in room temperature range over the 35-40-minute 
collection procedure (30 minutes acclimatizing to room temperature, 5-minute sweat collection 
time, and pre and post weighing of gauze). These deviations, identified during the final study 
monitoring visit were reported to the sponsor and subsequently the IRB. The sponsor did not 
report these deviations in the Clinical Study Report or the NDA data listings 
 
Also noted, the sample case report form for both Study DRM04-HH05 and Study DRM04-
HH04 did not contain data fields for reporting the actual time of sweat collection. Therefore, 
this issue would only have been noted if study monitors were reviewing these source document 
worksheets.  
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Based on OSI’s recommendation, an information request was sent by the review division to the 
sponsor regarding the documentation of the gauze placement times, study site monitoring of 
these times, and whether they were aware of additional deviations at other sites.  
 
The sponsor responded that gauze placement times were recorded for all subjects at each study 
site for both studies on the sponsor-provided (or equivalent site developed worksheet) 
Gravimetric Assessment source document worksheet. The sponsor stated that study site 
monitors reviewed 100% of source documentation including these worksheets that recorded 
start and stop times of gauze placement based on their clinical monitoring plans. Additional 
gauze placement deviations were noted in 13 subjects at 8 other study sites participating in 
either one of the studies; however only five subjects had deviations at either Baseline (Day 1) 
or at Week 4/Early Termination that would have potentially had an impact on the primary 
efficacy endpoint.  
        
 
2. Brandon Essink, M.D. 
 
At this site for Protocol DRM04-HH04, 20 subjects were screened and 17 subjects were 
enrolled, 16 of whom completed the study.  
 
The records for all 17 enrolled subjects were reviewed. These included, but were not limited to, 
the informed consent forms, study records, case report forms, monitoring logs, drug 
accountability, and comparison of data line listings to the source documents.  There were 
neither discrepancies observed nor concerns noted.  
 
A Form FDA 483 was not issued at the conclusion of the inspection. 
 
 
 

{See appended electronic signature page} 
 
Bei Yu, Ph.D. 
Pharmacologist 
Good Clinical Practice Assessment Branch 
Division of Clinical Compliance Evaluation 
Office of Scientific Investigations 
 

CONCURRENCE:     
{See appended electronic signature page} 
 

 Janice Pohlman, M.D 
Team Leader  
Good Clinical Practice Assessment Branch 
Division of Clinical Compliance Evaluation 
Office of Scientific Investigations 
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CONCURRENCE:        

{See appended electronic signature page} 
 
 

 Kassa Ayalew, M.D., M.P.H  
 Branch Chief 
 Good Clinical Practice Assessment Branch  
 Division of Clinical Compliance Evaluation 

Office of Scientific Investigations 
 

 
 
 
cc:  
Central Doc. Rm. / NDA 210361 
DDDP /Medical Team Leader/ David Kettl 
DDDP /Project Manager/ Matthew White 
DDDP/MO/ Carol Langley 
OSI/DCCE/ Division Director/ Ni Khin 
OSI/DCCE/Branch Chief/ Kassa Ayalew 
OSI/DCCE/Team Leader/Janice Pohlman 
OSI/DCCE/GCP Reviewer/Bei Yu  
OSI/ GCP Program Analysts/ Joseph Peacock/Yolanda Patague  
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****Pre-decisional Agency Information**** 
    

Memorandum 
 
Date:  May 7, 2018 
  
To:  Carol Langley/Clinical Reviewer, M.D.  

Division of Dermatology and Dental Products (DDDP) 
 
Matthew White, Regulatory Project Manager, (DDDP) 
 
Barbara Gould, Regulatory Project Manager, (DDDP) 

 
 Nancy Xu, Associate Director for Labeling, (DDDP) 
 
From:   Laurie Buonaccorsi, Regulatory Review Officer 
  Office of Prescription Drug Promotion (OPDP) 
 
CC: Matthew Falter, Team Leader, OPDP 
 
Subject: OPDP Labeling Comments for Qbrexza™ (glycopyrronium) cloth, 2.4% 
 
NDA:  210361 
 

  
In response to DDDP’s consult request dated September 19, 2017, OPDP has reviewed the 
proposed product labeling (PI), patient package insert (PPI), and carton and container labeling 
for the original NDA submission for Qbrexza (glycopyrronium) cloth, 2.4%.   
 
PI and PPI: OPDP’s comments on the proposed labeling are based on the draft PI received by 
electronic mail from DDDP on April 24, 2018, and are provided below. 
 
A combined OPDP and Division of Medical Policy Programs (DMPP) review was completed, 
and comments on the proposed PPI were sent under separate cover. 

 
Carton and Container Labeling: OPDP has reviewed the attached proposed carton and 
container labeling submitted by the Sponsor to the electronic document room on February 23, 
2018, and our comments are provided below.  
 
Thank you for your consult.  If you have any questions, please contact Laurie Buonaccorsi at 
(240) 402-6297 or laurie.buonaccorsi@fda.hhs.gov. 
 
 
  

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

Reference ID: 4259037
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Department of Health and Human Services 
Public Health Service 

Food and Drug Administration 
Center for Drug Evaluation and Research 

Office of Medical Policy  

PATIENT LABELING REVIEW 

Date: May 4, 2018 

To: Kendall Marcus, MD 
Director 
Division of Dermatology and Dental Products (DDDP) 

Through: 

From: 

LaShawn Griffiths, MSHS-PH, BSN, RN  
Associate Director for Patient Labeling  
Division of Medical Policy Programs (DMPP) 

Shawna Hutchins, MPH, BSN, RN 
Senior Patient Labeling Reviewer 
Division of Medical Policy Programs (DMPP) 

Laurie Buonaccorsi, PharmD 
Regulatory Review Officer 
Office of Prescription Drug Promotion (OPDP) 

Subject: Review of Patient Labeling: Patient Package Insert (PPI) 

Drug Name (established 
name):   

QBREXZA (glycopyrronium) cloth, 2.4% 

Dosage Form and 
Route: 

For topical use 

Application 
Type/Number: 

NDA 210361 

Applicant: Dermira, Inc. 

Reference ID: 4257659



   

 

1 INTRODUCTION 

On August 31, 2017, Dermira, Inc., submitted for the Agency’s review an original 
New Drug Application (NDA) for QBREXZA (glycopyrronium) cloth, 2.4%, for 
topical use for the proposed indication of the treatment of primary axillary 
hyperhidrosis in adults and children 9 years of age and older.  

This collaborative review is written by the Division of Medical Policy Programs 
(DMPP) and the Office of Prescription Drug Promotion (OPDP) in response to a 
request by the Division of Dermatology and Dental Products (DDDP) on September 
19, 2017, for DMPP and OPDP to review the Applicant’s proposed Patient Package 
Insert (PPI) for QBREXZA (glycopyrronium) cloth, 2.4%, for topical use.   

 
2 MATERIAL REVIEWED 

• Draft QBREXZA (glycopyrronium) PPI received on August 31, 2017, and 
received by DMPP and OPDP on April 24, 2018. 

• Draft  QBREXZA (glycopyrronium) PPI received on August 31, 2017, and 
received by OPDP on May 1, 2018. 

• Draft QBREXZA (glycopyrronium) Prescribing Information (PI) received on 
August 31, 2017, revised by the Review Division throughout the review cycle, 
and received by DMPP and OPDP on April 24, 2018. 

 
3 REVIEW METHODS 

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%. A reading ease score of 
60% corresponds to an 8th grade reading level.  In our review of the PPI the target 
reading level is at or below an 8th grade level. 

Additionally, in 2008 the American Society of Consultant Pharmacists Foundation 
(ASCP) in collaboration with the American Foundation for the Blind (AFB) 
published Guidelines for Prescription Labeling and Consumer Medication 
Information for People with Vision Loss. The ASCP and AFB recommended using 
fonts such as Verdana, Arial or APHont to make medical information more 
accessible for patients with vision loss.   

In our collaborative review of the PPI we:  

• simplified wording and clarified concepts where possible 

• ensured that the PPI is consistent with the Prescribing Information (PI)  

• removed unnecessary or redundant information 

• ensured that the PPI is free of promotional language or suggested revisions to 
ensure that it is free of promotional language 

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

Reference ID: 4257659



   

 
4 CONCLUSIONS 

The PPI is acceptable with our recommended changes. 
 
5 RECOMMENDATIONS 

• Please send these comments to the Applicant and copy DMPP and OPDP on the 
correspondence.  

• Our collaborative review of the PPI is appended to this memorandum.  Consult 
DMPP and OPDP regarding any additional revisions made to the PI to determine 
if corresponding revisions need to be made to the PPI.   

 Please let us know if you have any questions.  

Reference ID: 4257659
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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: March 22, 2018

Requesting Office or Division: Division of Dermatology and Dental Products (DDDP)

Application Type and Number: NDA 210361

Product Name and Strength: Qbrexzaa (glycopyrronium) cloth, 2.4%

Product Type: Single Ingredient 

Rx or OTC: Rx

Applicant/Sponsor Name: Dermia, Inc.

Submission Date: August 31, 2017, February 23, 2018 and March 5, 2018

OSE RCM #: 2017-1827

DMEPA Safety Evaluator: Madhuri R. Patel, PharmD

DMEPA Team Leader: Sarah K. Vee, PharmD

a Proposed proprietary name currently under review (OSE Panorama # 2018-21139414).

Reference ID: 4237904
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1 REASON FOR REVIEW

The Division of Dermatology and Dental Products (DDDP) requested we review the proposed 
container label, carton labeling, Patient Information, and Prescribing Information (PI) for 
glycopyrronium (NDA 210361), submitted by Dermia, Inc. on August 31, 2017 and with 
subsequent revisions on February 23, 2018 and March 5, 2018, to determine if it is acceptable 
from a medication error perspective. 

2 MATERIALS REVIEWED 

We considered the materials listed in Table 1 for this review.  The Appendices provide the 
methods and results for each material reviewed.  
Table 1.  Materials Considered for this Label and Labeling Review

Material Reviewed Appendix Section 
(for Methods and Results)

Product Information/Prescribing Information A

Previous DMEPA Reviews B

Human Factors Study C – N/A

ISMP Newsletters D – N/A

FDA Adverse Event Reporting System (FAERS)* E – N/A

Other F – N/A

Labels and Labeling G

N/A=not applicable for this review
*We do not typically search FAERS for our label and labeling reviews unless we are aware of 
medication errors through our routine postmarket safety surveillance

3 OVERALL ASSESSMENT OF THE MATERIALS REVIEWED

Dermia, Inc. submitted a 505 (b)(2) NDA for glycopyrronium cloth on August 31, 2017. The 
listed drug for this product is Cuvposa (glycopyrrolate) oral solution, NDA 017697. We note that 
the proposed product has the same active moiety; however, the dosage form, strength, route 
of administration, and indications differ from the listed product. We reviewed the proposed 
container label, carton labeling, patient information, and Prescribing Information (PI) to 
determine whether there are any significant concerns in terms of safety related to preventable 
medication errors. We find the Patient Information acceptable from a medication error 
perspective. We note that the container labels, carton labeling, and PI can be improved to 
increase clarity and prominence of important information. 

4 CONCLUSION & RECOMMENDATIONS

DMEPA finds the Patient Information acceptable from a medication error perspective. We 
conclude that the proposed prescribing information, container labels, and carton labeling can 
be improved to increase the clarity of information to promote the safe use of the product. We 
provide our recommendations in Section 4.1 below.

Reference ID: 4237904
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4.1 RECOMMENDATIONS FOR DERMIA, INC.

We recommend the following be implemented prior to approval of this NDA: 

A. Container Labels, Carton Labeling, Prescribing Information
a. Revise the statement “single-use” to “single-dose”.

B. Container Labels and Carton Labeling
a. The NDC number on the carton labeling and container label is usually different 

when the quantity within the carton is not equal to the quantity of the container.  
Consider revising to have different NDC numbers on the carton and container or 
provide your rationale for having the same NDC numbers.

C. Container Labels
a. The strength lacks prominence. Increase the prominence (i.e., font size) of the 

strength, taking into account all pertinent factors, including typography, layout, 
contrast, and other printing features in accordance with 21 CFR 201.15(a)(6).

b. Add route of administration statement “For Topical Use Only” on the Principal 
Display Panel (PDP) as per 21 CFR 201.100(b)(3).

c. Decrease the prominence of the statement “Rx Only” as this information appears 
more prominent than the strength on the principal display panel as per Draft 
Guidance: Safety Considerations for Container Labels and Carton Labeling Design 
to Minimize Medication Errors, April 2013.

D. Carton Labeling
a. The strength lacks prominence. Increase the prominence (i.e., font size) of the 

strength taking into account all pertinent factors, including typography, layout, 
contrast, and other printing features in accordance with 21 CFR 201.15(a)(6).

b. Relocate the net quantity statement away from the product strength on the 
carton labeling, such as to the bottom of the PDP as per Draft Guidance: Safety 
Considerations for Container Labels and Carton Labeling Design to Minimize 
Medication Errors, April 2013. From post-marketing experience, the risk of 
numerical confusion between the strength and net quantity increases when the 
net quantity statement is located in close proximity to the strength statement.

Reference ID: 4237904
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APPENDICES:  METHODS & RESULTS FOR EACH MATERIALS REVIEWED 

APPENDIX A. PRODUCT INFORMATION/PRESCRIBING INFORMATION

Table 2 presents relevant product information for glycopyrronium that Dermia, Inc. submitted 
on March 5, 2018, and the listed drug (LD). 
Table 2. Relevant Product Information for glycopyrronium and the Listed Drug 

Product Name Qbrexzab Cuvposa 

Initial Approval Date N/A July 28, 2010

Active Ingredient glycopyrronium glycopyrrolate

Indication Treatment of primary axillary 
hyperhidrosis

Reduce chronic severe 
drooling in patients aged 3 
to 16 years with neurologic 
conditions associated with 
problem drooling (e.g., 
cerebral palsy).

Route of Administration Topical Oral

Dosage Form Cloth Oral Solution

Strength 2.4% 1 mg/5 mL

Dose and Frequency Wipe 1 cloth towelette across 
one entire underarm once. 
Using the same cloth 
towelette, wipe the other 
underarm once. should not be 
used more frequently than 
once every 24 hours. 

Initiate dosing at 0.02 
mg/kg orally three times 
daily and titrate in 
increments of 0.02 mg/kg 
every 5-7 days based on 
therapeutic response and 
adverse reactions. The 
maximum recommended 
dosage is 0.1 mg/kg three 
times daily not to exceed 
1.5-3 mg per dose based 
upon weight.

How Supplied Single-use cloth towelette Pre-
moistened with a 2.4% clear, 
colorless to pale yellow solution 
and packaged in a pouch in a 
carton of 30 towelettes.

Clear, cherry-flavored 
solution; 16 oz. bottle.

Storage Controlled room temperature: 
Store at room temperature 
20° - 25°C (68° - 77°F); 

Store at room temperature 
20° - 25°C (68° - 77°F); 
excursions permitted to 

b Proposed proprietary name currently under review (OSE Panorama # 2018-21139414).
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excursions permitted to 15° - 
30°C (59° - 86°F)

15° - 30°C (59° - 86°F)

Container Closure N/A N/A

APPENDIX B. PREVIOUS DMEPA REVIEWS

On January 17, 2017, we searched DMEPA’s previous reviews using the terms, glycopyrronium. 
Our search did not identify any relevant previous reviews.

APPENDIX C. HUMAN FACTORS STUDY – N/A 

APPENDIX D. ISMP NEWSLETTERS – N/A

APPENDIX E. FDA ADVERSE EVENT REPORTING SYSTEM (FAERS) – N/A

APPENDIX F. OTHER – N/A

Reference ID: 4237904
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APPENDIX G. LABELS AND LABELING 
G.1 List of Labels and Labeling Reviewed

Using the principles of human factors and Failure Mode and Effects Analysis,c along with 
postmarket medication error data, we reviewed the following glycopyrronium labels and 
labeling submitted by Dermia, Inc..

 Container Label received on February 23, 2018
 Carton Labeling received on February 23, 2018
 Professional Sample Container Label received on February 23, 2018
 Professional Sample Carton Labeling received on February 23, 2018
 Prescribing Information (Image not shown) received on March 5, 2018Patient 

Information (Image not shown) received on March 5, 2018

G.2 Label and Labeling Images

Container Label

c Institute for Healthcare Improvement (IHI).  Failure Modes and Effects Analysis.  Boston. IHI:2004. 
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