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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: October 31, 2018

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

Application Type and Number: NDA 210910

Product Name and Strength: Aemcolo (rifamycin) Tablets, 194 mg  

Applicant/Sponsor Name: Cosmo Technologies, Ltd.                                         
c/o Conventus BioMedical Solutions, Inc.

FDA Received Date: October 30, 2018

OSE RCM #: 2018-567-2

DMEPA Safety Evaluator: Sevan Kolejian, Pharm D, MBA

DMEPA Team Leader: Otto L. Townsend, PharmD

Reference ID: 4343288
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1 PURPOSE OF MEMORANDUM
Division of Anti-Infective Products (DAIP) requested that we review the revised carton labeling 
and packaging for Aemcolo (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
The revised carton labeling and packaging for Aemcolo are acceptable from a medication error 
perspective.  We have no further recommendations at this time.

a Kolejian, S. Label and Labeling Review Memorandum for Aemcolo (NDA 210910). Silver Spring (MD): FDA, CDER, 
OSE, DMEPA (US); 2018 OCT 29. RCM No.: 2018-567-1.
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A clinical inspection summary addendum will be generated if conclusions change upon receipt 
and review of the final Establishment Inspection Reports (EIRs).  Preliminary classification is 
based on communications with the ORA investigator. Inspection classification becomes final 
when the Establishment Inspection Report is received from the field, has been reviewed, and a 
letter is issued to the inspected entity. 

II. BACKGROUND 
 
The Applicant submitted this 505(b)(1) NDA for Rifamycin SV MMX 200 mg tablets.  
Rifamycin SV MMX is an NME and has received designation as a Qualified Infections 
Disease Product (QIDP). The proposed indication for the current NDA is the treatment of 
traveler’s diarrhea in adults. The sponsor conducted two Phase 3 clinical studies (Study C2009-
0201 and Study RIT-1/AID) to support the proposed indication. 
 
Study C2009-0201  
A Phase 3, Multicenter, Randomized, Double-Blind, Placebo-Controlled Study to Evaluate the 
Efficacy and Safety of Rifamycin SV MMX® for the Treatment of Travelers’ Diarrhea 
 
The Study randomized subjects in a 3:1 ratio to receive Rifamycin SV MMX 400 mg or 
placebo orally, twice daily for 3 days (72 hours).  Criteria for diagnosis of traveler’s diarrhea 
included three or more unformed stools accompanied by abdominal cramps, pain, or other 
signs or symptoms of enteric infection. 
 
The primary endpoint was the time to the last unformed stool (TLUS), defined as the interval 
in hours between the first dose of study drug and the time that the last unformed stool was 
passed before achieving clinical cure.  Clinical cure was defined as either of the following: 

• Passage of two or fewer soft stools and no watery stools, no fever (> 100.4 ºF or 38 ºC), 
and no signs or symptoms of enteric infection (other than mild excess gas/flatulence) 
during a 24-hour interval in the 120-hour data collection period after the first dose of 
study drug 

• Passage of no stools or only formed stools and no fever during a 48-hour interval in the 
120-hour data 
collection period after the first dose of study drug, with or without other signs or 
symptoms of enteric infection 

 
A total of 264 subjects were randomized to receive rifamycin (199 subjects) or placebo (65 
subjects). This multicenter study was conducted at 12 centers in two countries (Mexico and 
Guatemala). 
 
The first subject enrolled in the study on 27 May 2010. The last subject completed the study on 
29 May 2012. 
 
The original sites chosen for inspection for Study C2009-0201 were in Guatemala.  These sites 
required that inspectors volunteer for these assignments given their location in high security 
threat areas.  Therefore, alternate sites in Mexico were chosen--Site #05 (Dr. Juan Héctor 
Meléndez) and Site #06 (Dr. Jose Flores).  It was discovered that that the study records for Site 
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#06 had been sent to Houston, Texas and were no longer located in Mexico.  In addition, it was 
determined that Site #05 in Mexico was also located in a high security threat area.  After 
several weeks without anyone volunteering to conduct the inspections in these areas, the 
decision was made to request that the Sponsor facilitate the transfer of certified copies of 
C2009-0201 study records to the Sponsor’s US Agent, Coventus Biomedical Solutions, Inc., 
for the following sites: 
 

1. Site #14:  Dr. Eddy Dagoberto Motta Roldan, Antigua, Guatemala 
2. Site #04:  Dr. Manual Rodolfo Sanchez, Quetzaltenango, Guatemala 
3. Site #06:  Dr. Jose Flores, Cuernavaca, Mexico  

 
The Sponsor contracted research organization (CRO),  made certified copies of all 
source records for the study and shipped them to the location of the inspection.  A professional 
interpreter,  served as the interpreter of the source document and 
translator with the study staff in Mexico and Guatemala.   
 
Study RIT-1/AID  
A randomized, double-blind, double-dummy, multi-center, comparative parallel-group study to 
evaluate the efficacy and safety of oral daily Rifamycin SV-MMX® 400 mg BID vs. 
Ciprofloxacin 500 mg BID in the treatment of acute infectious diarrhea in travelers. 
 
This study randomized subjects in a 1:1 ratio to one of the following treatment groups: 

• Group A: Two Rifamycin SV-MMX® 200 mg tablets and 1 placebo to 
Ciprofloxacin capsule, BID for 3 days (72 hours) 

• Group B: One Ciprofloxacin 500 mg capsule and 2 placebos to Rifamycin SV-
MMX® 200 mg tablets, BID for 3 days (72 hours) 

 
The primary efficacy variable was the time to last unformed stool (TLUS), defined as the 
interval in hours between the first dose of study drug and the last unformed stool passed, after 
which clinical cure was declared. The Protocol defines “clinically cured” as: 
 

• A 24 hour period passed during which no clinical symptoms were present 
except mild flatulence, no fever was present, and no watery stools and no more 
than 2 soft stools were passed prior to visit 4, OR 

• A 48 hour period passed during which no stools or only formed stools were 
passed and no fever present prior to visit 4, with or without other signs or 
symptoms of enteric infection 

 
A total of 835 patients with traveler’s diarrhea were randomized into this study conducted at 19 
centers; 17 in India and two in Latin America (Guatemala and Ecuador). The first patient was 
enrolled 23 November 2010 and the last subject completed the Study 19 January 2016.   
 
For Protocol RIT-1/AID, the sites chosen for inspection were both located in India.  The 
inspections occurred at the clinical investigator sites. 
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III. RESULTS (by site):  
Table 2 summarizes the inspection results by site.  
Name of CI, Address, Country 
Site # 

Protocol # and # of 
Subjects 

Inspection Date Classification 

Dr. José Flores Figueroa 
Paseo del Conquistado #611,  
Colonia Lomas de Cortes.  
Cuernavaca, Morelos, Mexico 
62240  
Site #06 

Protocol C2009-
0201 
 
102 subjects  
 
 

September 10-13, 
2018 

NAI 

Dr. Manuel Rodolfo Sanchez  
13 Avenida 6-20, Zona 3, Of. 
213 
Edifico Medico San Lucas 
Quetzaltenango, Guatemala 
09001, Site #4 

Protocol C2009-
0201 
 
27 subjects 
 

September 10-13, 
2018 

NAI 

Dr. Eddy Dagoberto Motta    
Roldan 
Private Clinic 2a, Calle 
Poniente 19 B Antigua, 
Guatemala, Site #14 

Protocol C2009-
0201 
 
62 subjects 

September 10-13, 
2018 

NAI 

Dr. Sanjay Gupta 
Pushkar Raj Hospital, Ground 
Floor Hotel Goyel Inn 
Complex, Near Gurudwara, 
Pushkar, Rajasthan-305022, 
India  
Site #115 

Protocol RIT-1/AID 
 
164 subjects 
 

August 20-24, 
2018 

OAI* 

Dr. Sandeep Kumar Gupta  
M.V. Hospital and Research 
Center,  
314/30 Mirza Mandi, Chowk, 
Lucknow,  
Utter Pradesh-226003, India 
Site #116 

Protocol RIT-1/AID 
 
81 subjects 
 

August 27-31, 
2018 

VAI* 

Key to Compliance Classifications 
NAI = No deviation from regulations.  
VAI = Deviation(s) from regulations.  
OAI = Significant deviations from regulations.  Data unreliable.   
Pending = Preliminary classification based on information in 483 or preliminary communication with 

the field; EIR has not been received from the field, and complete review of EIR is pending.  
Final classification occurs when the post-inspectional letter has been sent to the inspected 
entity. 
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1.  Dr. José Flores Figueroa/ Site #06/ Protocol C2009-0201 
 
At this site, there were 102 subjects randomized and enrolled.  There were 74 subjects who 
completed the study.  Records were reviewed for 40 subjects. 
 
For the inspection, certified copies of original study records were reviewed at the site of the 
Sponsor’s U.S. Agent, as described above.  The records reviewed included:  informed consent 
forms, institutional review board (IRB) and international ethics committee study approvals and 
correspondence, site monitoring records, subject diaries, source documentation of study visits, 
case report forms, adverse events, and laboratory reports.   
 
The primary efficacy endpoint data was verifiable. There was no evidence of under-reporting 
of adverse events. The inspection revealed adequate adherence to the regulations and the 
investigational plan. There were no objectionable conditions noted and no Form FDA-483, 
Inspectional Observations, issued.  
 
The clinical investigator was not present for the inspection or the close-out meeting; however, 
the issues were discussed with Dr. Flores by telephone prior to the close-out meeting. These 
issues were also discussed with the Sponsor’s US Agent representative, Mr. Steven Kradjian. 
 
The following items were discussed by the inspector at the closeout meeting: 

1. Study coordinators obtained informed consent of three subjects (Subject  
(Rifamycin), Subject  (Placebo), Subject  (Rifamycin)), in conflict with the 
requirements Protocol C2009-0201 section 9.6.1 which states “…the informed consent 
of the patient to participate in the study must be obtained by the Principal Investigator 
or co-Investigator…”.  

 
2. The informed consent for Subject  (Rifamycin) included only pages 1,3, and 5 

(excluding the signature page). Therefore, there is no evidence that the subject signed 
the informed consent. 

 
3. An advertisement approved by the international ethics committee and included in the 

site’s trial master files included the following statements qualifying the study drug as a 
“new medication” and advertised “free medical care” for participating in the study. 
FDA’s guidance on study subject recruitment advises against the use of the phrase 
“new medication” without explaining that the treatment is investigational, and advises 
against advertising “free medical care” when the intent is only to state that subjects will 
not be charged for their participation. 

 
OSI Reviewer Comment: Investigators can designate the responsibility of obtaining informed 
consent to study coordinators who are qualified by education, appropriate training.  
Given that the investigator reviewed certified copies of the records for this site, it is likely that 
errors in copying (and not failure to provide informed consent) are responsible for missing 
pages in Subject    
 

Reference ID: 4335248

(b) (6)

(b) (6) (b) (6)

(b) (6)

(b) (6)



Page 6                                           Clinical Inspection Summary  
                                                                                                                  NDA 210910, Rifamycin SV MMX  
 
  
The advertising issues described above have the potential to coerce patients to enroll; 
however, it has no ability to affect the study outcome.   
 
In general, the issues discussed appear minor and unlikely to affect the study outcome. 

 
2.  Dr. Manuel Rodolfo Sanchez/ Site # 04/ Protocol C2009-0201 
 
At this site, there were 31 subjects screened, 27 enrolled and randomized.  Of these, 9 subject 
charts were reviewed completely.  Dr. Sanchez was not available during this inspection.  
However, the sub-investigator was available via the telephone. 
 
Dr. Sanchez was not available to participate in the inspection.  The subj-investigator, Monica 
Gracias was available via telephone.  A translator and the Sponsor’s US Agent, Mr. Steve 
Kradjian and his staff were onsite during the inspection.  
 
For the inspection, certified copies of original study records were reviewed at the site of the US 
Sponsor’s Agent, as described above.  The records reviewed included:  informed consent forms, 
institutional review board (IRB) and international ethics committee study approvals and 
correspondence, site monitoring records, subject diaries, source documentation of study visits, 
case report forms, adverse events, and laboratory reports.   
 

The primary efficacy endpoint data was verifiable. There was no evidence of under-reporting of 
adverse events. The inspection revealed adequate adherence to the regulations and the 
investigational plan. There were no objectionable conditions noted and no Form FDA-483, 
Inspectional Observations, issued. 
 
3. Eddy Dagoberto Motta Roldan/ Site #14/ Protocol C2009-0201 
 
At this site, there were 62 subjects screened and enrolled and 60 subjects randomized. Of these, 
24 charts were reviewed. 
 
Dr. Motta and study staff involved with the trial were not available to participate in the 
inspection as the study site was closed. A study coordinator, , was 
available by phone during the inspection. The Sponsor’s representative, Dr. Richard Jones, was 
available by telephone during the inspection. A translator and the Sponsor’s US Agent, Mr. 
Steve Kradiian and his staff were onsite during the inspection.  
 
For the inspection, certified copies of original study records were reviewed at the site of the 
Sponsor’s U.S. Agent, as described above.  The records reviewed included:  informed consent 
forms, institutional review board (IRB) and international ethics committee study approvals and 
correspondence, site monitoring records, subject diaries, source documentation of study visits, 
case report forms, adverse events, and laboratory reports 
 
The source records were reviewed and there were no discrepancies with the sponsor data line 
listings. The primary efficacy endpoint data was verifiable. There was no evidence of 
underreporting of adverse events. 
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However, the following observation was noted with a Form FDA-483: 

The CI failed to follow the Protocol C2009-0201 section 9.6.1 which states 
“…the informed consent of the patient to participate in the study must be 
obtained by the Principal Investigator or co-Investigator…” The CI delegated 
the Study Coordinators in this role according to the delegation log. Two Study 
Coordinators consented 39 of the 62 screened, enrolled and randomized study 
subjects during the study as follows: subjects #  

 
 
The Sponsor’s US Agent, Mr. Kradjian provided a response to the FDA Form-483 and 
acknowledged that the protocol should have been amended to allow for informed consent of 
the patient by the principal investigator or a person designated by the investigator as allowed in 
ICH E6. 
 
The inspection revealed adequate adherence to the regulations and the investigational plan. 
 
OSI Reviewer Comment: Investigators can designate the responsibility of obtaining informed 
consent to study coordinators who are qualified by education, appropriate training. Therefore, 
the field investigator’s proposed regulatory classification of VAI was downgraded to NAI. 
 
4.  Dr. Sanjay Gupta/ Site #115/ Protocol RIT-1/AID 
 
At this site, there were 164 subjects screened and randomized. Of these, 45 subject charts were 
reviewed. 
 
The records reviewed included:  informed consents, adverse events, clinical site files, eCRFs, 
source documents, and sponsor/monitor correspondence. 
 
Source documents were able to be compared to sponsor data line listings. The primary 
endpoint data was verifiable. There was evidence of under-reporting of adverse events. A 
Form-483 was presented to the principal investigator. 
 
The following key observations were noted in the Form FDA 483: 
 
1. Three subjects were enrolled who did not meet eligibility criteria: 

a. Subject  (rifamycin) was admitted with only mild abdominal symptoms. 
Inclusion Criterion #5 requires subjects to have moderate to severe symptoms. 

b. Subject  (rifamycin) was admitted with an on-going medical condition of fever 
in his Visit 1 progress note. Exclusion criterion #3 excludes subject with fever. 

c. Subject  (rifamycin) was admitted with a history of two unformed, watery, or 
soft stool within the 24 hours preceding randomization. Inclusion criterion #4 
requires subjects to present with at least three unformed, water, or soft stools within 
the 24 hours preceding randomization. 
 

2. Two subjects had different information on the Patient Diary Cards (PDC) than was 
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Table 4.  Subjects with Potential for Over-representation of Efficacy, Rifamycin-treated 
Subjects, Per Protocol Population 
 

Subject ID Issue 
 Subj included with only mild symptoms 

 Subject included with 2 unformed stools in previous 24 hours (protocol 
requires 3) 

 2 stools in past 24 hours in progress note; 4 stools noted in eCRF during 
screening visit 

 

Mild cramps reported in progress note; did not meet inclusion criteria 
requiring “moderate” symptoms 
AND 
PDC shows one watery stool on Day 4 and two watery stools on Day 5, 
subject reported as clinical cure 

 PDC shows symptoms more severe than recorded in progress note. 
Subject reported as clinical cure 

  Note:  This data is from the 45 subject charts reviewed, Site #115 
 
The observations were shared with DAIP.  The numerous regulatory violations observed at 
Site #115 are regarded as unlikely to have significant impact on the overall efficacy and safety 
results. At the Wrap Up Meeting (10/3/2018) DAIP confirmed that they view Study RIT-1/AID 
as supportive. In addition, the efficacy conclusions of Study RIT-1/AID  

     
 
5.  Dr. Sandeep Gupta/ Site #116/ Protocol RIT-1/AID 
 
At this site, there were 81 subjects screened and randomized.  Of these, 20 subject charts were 
reviewed. 
 
The records reviewed included:  informed consents, adverse events, clinical site files, eCRFs, 
source documents, and sponsor/monitor correspondence. 
 
The following observations were noted with a Form FDA-483: 
 
1. PDC cards were completed by site coordinators by calling patients daily to elicit 

symptoms, stools, and adverse events for subject #s  in rifamycin treated 
group, and subject #s  in ciprofloxacin treated subjects. However, there was no 
documentation of the process. Further, the protocol states that PDC cards should be 
completed by subjects directly.  

 
OSI Reviewer Comment: The potential impact of these regulatory violations is directly 
related to whether the information elicited from subjects was accurately recorded by study 
staff into source documents. Although it is a regulatory violation, if recorded accurately, 
these protocol violations would have no impact on the efficacy and safety results of the 
study. If falsified, one would expect the ciprofloxacin subject to have symptoms compatible 
with treatment failure. However, all four subjects were recorded as clinical cures. 
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2. Discrepancies were noted in times and consistencies of stools in PDC cards and Visit 3 

source worksheets for subject #s  in rifamycin treated group, and subject 
#s  in ciprofloxacin treated subjects 

 
3. Subject  (ciprofloxacin) PDC records two stools on Day 1prior to the first dose of 

study drug, these are not recorded in eCRF 
 

OSI Reviewer Comment: This violation is isolated and occurred in the ciprofloxacin 
group and occurred early in the study course and would not have affected safety or 
efficacy outcome of the study. 
 
In general, the violations of lack of appropriate documentation and discrepancies seen in 
PDC cards and source worksheets occurred in the same subjects (see above) which limits 
the potential impact of these regulatory violations on safety and efficacy conclusions of 
Study RIT-1/AID and suggests that these errors may not have been widespread.  
 

Dr. Sandeep Gupta submitted a response to the Form FDA-483 and proposed preventive 
action plans to address the regulatory violations. His response appears adequate.  The protocol 
violations were not included in the Sponsor’s Protocol Deviations line listings submitted with 
the NDA. 
 
The above observations were shared with DAIP. The protocol deviations are considered 
minor and unlikely to have significant impact on the overall study results. 
 
Despite the Form FDA-483 issues described above, the inspection revealed adequate 
adherence to the regulations and the investigational plan. 
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{See appended electronic signature page} 
 
Aisha Johnson, MD, MPH, MBA 
Good Clinical Practice Assessment Branch 
Division of Clinical Compliance Evaluation 
Office of Scientific Investigations 

 
  

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 210910  
DAIP/ Division Director/ Sumathi Nambiar 
DAIP/Team Leader /Yuliya Yasinskaya 
DAIP/ Regulatory Project Manager/Naseya Minor 
DAIP/Clinical Reviewer/Leslie K. Ball  
OSI/DCCE/ Division Director/Ni Aye Khin 
OSI/DCCE/GCPAB/Branch Chief/Kassa Ayalew 
OSI/DCCE/GCPAB Reviewer/ Aisha Johnson 
OSI/ GCP Program Analysts/ Yolanda Patague 
OSI/Database PM/Dana Walters 
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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 15, 2018

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

Application Type and Number: NDA 210910

Product Name and Strength: Aemcolo (rifamycin) Tablets, 194 mg  

Product Type: Single-Ingredient Product 

Rx or OTC: Rx 

Applicant/Sponsor Name: Cosmo Technologies, Ltd.                                         
c/o Conventus BioMedical Solutions, Inc. 

FDA Received Date: March 16, 2018, May 16, 2018 and 
September 17, 2018

OSE RCM #: 2018-567

DMEPA Safety Evaluator: Sevan Kolejian, Pharm D, MBA

DMEPA Team Leader: Otto L. Townsend, PharmD

Reference ID: 4335058
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1 PURPOSE OF REVIEW VS REASON FOR REVIEW
 As part of the approval process for Aemcolo (rifamycin) Tablets, 194 mg, the Division of Anti-
Infective Products (DAIP) requested that we review the proposed packaging, label and labeling 
for areas that may lead to medication errors. 

2 MATERIALS 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 (N/A)

ISMP Newsletters C (N/A)

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

Other E (N/A)

Labels and Labeling F

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 FINDINGS AND RECOMMENDATIONS

Table 2 below include the identified medication error issues with the submitted packaging, 
label and labeling, DMEPA’s rationale for concern, and the proposed recommendation to 
minimize the risk for medication error.  

Table 2: Identified Issues and Recommendations for Cosmo Technologies, Ltd.                                         
 (entire table to be conveyed to Applicant)

IDENTIFIED ISSUE RATIONALE FOR CONCERN RECOMMENDATION

Container Labels (blister packaging)
1. Lot number, expiration 

date, bar code and 
manufacturer should 
appear over each blister 
cell.

Critical information should 
remain available to the end 
user up to the point at 
which the last dose is 
removed.

Revise the container label to include 
the lot number, expiration date, and 
bar code over each blister cell. So that 
manufacturer information is available 
to the end user, up to the point at 
which the last dose is removed, you 
may relocate the manufacturer 
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information such that it appears in 
each perforated section of your blister 
card.

Carton Labeling

IDENTIFIED ISSUE RATIONALE FOR CONCERN RECOMMENDATION
1. Usual dose statement is 

missing 
Per 21 CFR 201.55, a 
statement of the 
recommended or usual 
dosage is required.

Add usual dose statement on carton 
labeling.

2. National Drug Code 
(NDC) number is denoted 
by a placeholder
 (XXXXX-XXXX-XX).

Similarity of the product 
code numbers has led to 
selecting and dispensing of 
the wrong drug. 

Please assign the NDC numbers and 
submit for our review.

3. The instructions for use 
included on the back 
panel do not instruct the 
patient to return the 
tablets to the carton, 
how to close the carton 
and how the carton 
should be stored after 
use. 

Insufficient instructions on 
the how to safely store the 
product after use could 
result in accidental 
exposure by children.

Revise the instructions for use on the 
back panel of the carton to include 
instruction on how the tablets and 
carton should be properly handled 
after removing a dose.

Packaging: 36-count package designed for pharmacy bulk use

(Box of 36 tablets)

IDENTIFIED ISSUE RATIONALE FOR CONCERN RECOMMENDATION
1. We note that you are 

proposing a 36-count 
carton containing 3 
blister cards for bulk use.  
The carton contains a 
space that includes the 
statement, 
“  

 
 

 

The treatment regimen 
would only require 12 
tablets per course. We are 
concerned that the entire 
carton containing 36 tablets 
(intended for bulk use) may 
be dispensed to patients in 
original packaging. This will 
provide more doses than 
needed and may result in 
wrong dose (overdose) 
medication errors.

To prevent the risk of dispensing the 
36-count carton to the patient: 

1. Remove the  
 section.

2. Because this package is not 
intended to be dispensed to the 
patient, revise the statement “This 
package is not child-resistant

 
 

 to read “This package is not 
child-resistant”.
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APPENDICES:  METHODS & RESULTS FOR EACH MATERIALS REVIEWED 
APPENDIX A. PRODUCT INFORMATION/PRESCRIBING INFORMATION

Table 4 presents relevant product information for Aemcolo (rifamycin SV-MMX) Tablets, 200 
mg that Applicant submitted on March 16, 2018, May 16, 2018 and September 17, 2018. 

Table 4. Relevant Product Information for Aemcolo (rifamycin SV-MMX) Tablets, 200 mg

Initial Approval Date N/A

Active Ingredient Rifamycin 

Indication the treatment of travelers’ diarrhea in adults

Route of Administration Oral 

Dosage Form delayed release tablet

Strength 194 mg 

Dose and Frequency  388 mg (two tablets) orally twice daily for three days.

How Supplied Packaged in blister cards of 12 tablets contained in a cardboard 
carton. They are supplied as follow:
 box of 12 tablets
 box of 36 tablets (available in non-child resistant  

Storage Store at 20° to 25°C (68 to 77°F) excursions permitted to 15 to 
30°C (59° to 86°F).

Container Closure The primary container closure system consists of  
blister from the composite 

 
Each 

blister pack contains 12 tablets. 

The commercial secondary packaging will be a carton box. The 
box will contain blister packs each containing 12 tablets, together 
with the relevant product information leaflet.
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****Pre-decisional Agency Information**** 
    
Memorandum 
 
Date:  October 10, 2018 
  
To:  Leslie Ball  

Division of Anti-Infective Products (DAIP) 
 
Naseya Minor, Regulatory Project Manager, DAIP 

 
 Abimbola Adebowale, Associate Director for Labeling, DAIP 
 
From:   David Foss, Regulatory Review Officer 
  Office of Prescription Drug Promotion (OPDP) 
 
CC: Jim Dvorsky, Team Leader, OPDP 
 
Subject: OPDP Labeling Comments for AEMCOLO (rifamycin delayed-release 

tablets, for oral use) 
 
NDA:  210910 
 

  
In response to DAIP’s consult request dated July 12, 2018, OPDP has reviewed the proposed 
product labeling (PI), for the original NDA submission for AEMCOLO.  
 
PI: OPDP’s comments on the proposed labeling are based on the draft PI received by 
electronic mail from DAIP on October 4, 2018, and are provided below. 

 
Carton and Container Labeling: OPDP has reviewed the attached proposed carton and 
container labeling received by electronic mail from DAIP on October 5, 2018, and we do not 
have any comments. 
 
Thank you for your consult. If you have any questions, please contact David Foss at  
(240) 402-7112 or david.foss@fda.hhs.gov. 
 
  

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