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Original ANDA Submission
Pre-Assigned Application
ANDA # XXXXXX- Sequence # XXXX
[Priority Review Requested]-if applicable

Month Day, Year

Through Electronic Submissions Gateway
To,
Office of Generic Drugs (HFD-600)
CDER, Food and Drug Administration
Central Document Room
5901- B Ammendale Road
Beltsville, MD 20705 - 1266

Re:	Pre-Assigned Application ANDA # XXXXXX; Sequence # XXXX
	Submission: Original ANDA Application
	Product Name & Strength: Full name with all strengths
[Priority Review Requested] 

Dear Sir/Madam,
This cover letter is written in the same flow which is described in FDA’s “Guidance for Industry: ANDA Submissions - Content and Format of Abbreviated New Drug Applications (June 2019)”.
Pursuant to Section 505(j) of the Federal Food, Drug and Cosmetic Act, Company name (“Company name”) hereby submits this Original Abbreviated New Drug Application (ANDA), in eCTD format for:
Product Name & Strength: Full name with all strengths

Applicant Name proposed generic drug product, Product Name is supplied in add pack style. Packaging specification e.g. (examples for writing packaging specification:  Such as X mL clear Glass vial, stoppered with XX mm Rubber Stopper and sealed with XX mm flip off). 
RLD/RS and Proposed Generic Drug Product Information: 
As per FDA’s Approved Drug Products with Therapeutic Equivalence Evaluations ("Orange Book") (available at https://www.accessdata.fda.gov/scripts/cder/ob/, accessed on Month day, year), the Reference Listed Drug (RLD) and Reference Standard (RS) designated for Product Name are depicted in following table:
	Product Name
	RLD
	RS

	Product Name
	Full Product name
 [Applicant: xxxxx; Application # xxxxx]
	Product name
[Applicant: xxxxx; Application # xxxxx]



[bookmark: _Hlk120885725]Under the provisions of the Code of Federal Regulations, Title 21 § 314.94(a)(3), Company name submits this Abbreviated New Drug Application (ANDA) for Product Name based upon the RLD, NAME® (API NAME) dosage form (NDA # xxxxx) as published in the current electronic version of the Orange book. Please refer to Module 1.12.11 for the basis of ANDA submission and Module 1.12.12 for the comparison between generic drug and RLD.
Please refer to Module 1.3.5 – Patent Information and Patent Certification Statement, with respect to Company Name ANDA # xxxxxx for Product Name and the information listed in the Orange Book for the RLD NAME® (API NAME) dosage form (Applicant: full name) which is approved under application number xxxxxx.
Please refer to the table below for RLD and generic product details. 
	RLD NDA Number
	Xxxxxx

	Brand Drug Product Name and Strengths
	NAME® (API NAME)

	Generic Drug Product Name and Strengths
	Product Name

	RLD Applicant
	XXXXX



GDUFA Fee Compliance Information:
GDUFA Fee Compliance Status [Facility fee (FDF and API), Generic Drug Applicant Program Fee and Submission fee (ANDA and Type II DMF)] related to Company Name proposed drug product, Product Name are tabulated below. A copy of the Generic Drug User Fee Cover Sheets is provided in Module 1.1.2 of this ANDA submission.
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	Facility Name
	GDUFA Fee Type
	GDUFA Fee Status with Payment ID Details
	Reference to Module

	
	
	GDUFA Fees
	User Fee Payment ID Number
	

	Finished Drug Product – Product Name

	Company name 
Address
[ANDA Applicant]
	ANDA Fee
(ANDA # xxxxxx)
	Paid $XXXX on Month day, year
	XXXXXX
	Module 1.1.2 – Appendix 1

	Company name 
Address
	Generic Drug Applicant Program Fee [Large]
(FY 20xx)
	Paid $XXX on Month day, year
	XXXXXX
	Module 1.1.2 – Appendix 2

	Company name 
Address
	Domestic Finished Drug
Product Facility Fee 
(FY 20xx)
	Paid $XXX on 
Month day, year
	XXXXX
	Module 1.1.2 – Appendix 3

	API – API NAME, USP

	Company name 
Address
	Type II API DMF Fee
(DMF # xxxx)
	Paid $XXXX on 
Month day, year
	XXXXXXX
	Module 1.1.2 – Appendix 4

	
	API Facility Fee
(FY 20xx)
	Paid $XXXX on 
Month day, year
	NA
	Module 1.1.2 – Appendix 6
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Pre-submission Facility Correspondence: 
Pursuant to GDUFA reauthorization Performance Goals and Program Enhancement, Company name submitted Pre-submission Facility Correspondence (PFC) for its proposed generic drug product, Product Name (ANDA # xxxxxx) on DD-MM-YYYY. Company name received FDA’s acknowledgement letter on Month date, year indicating its eligibility for further assessment as well as request for a priority review per MAPP 5240.3. A copy of the FDA’s acknowledgment letter related to this PFC is provided as Appendix 1 of this cover letter. Please refer to following sections for basis of priority review request.
<Note: Above paragraph is added if PFC submission done>
<Note: Please add the statement for Priority review request based on product fall under which clause of MAPP 5240.3 Revision 6> (IF applicable)
Statement of Justification for Priority Review Request Under the Prioritization Mapp:
Company (“Company name”) hereby declares that ANDA # xxxxxx, Product Name is eligible for Priority Review based on the MAPP 5240.3 Revision 6. The details are provided below:  
MAPP 5240.3 Revision 6 – Prioritization Factor (Submissions for which there are not more than three approved drug products):
· There are not more than three approved drug products listed in FDA’s Approved Drug Products with Therapeutic Equivalence Evaluations (the “Orange Book”). 
· There are no blocking patents or exclusivities associated with the Reference Listed Drug, NAME® (API NAME) dosage form (NDA # xxxxxx) in the “Orange Book”.
Statement of Justification for Priority Review Request Under FDARA 
§ 801:
Company name hereby declares that ANDA # xxxxxx, Product Name is eligible for Priority Review based on FDARA § 801 (Priority Review of Generic Drugs). The details are provided below:  
· There are not more than three approved drug products listed in the “Orange Book”. 
There are no blocking patents or exclusivities associated with the Reference Listed Drug, NAME® (API NAME) dosage form (NDA # xxxxxx) in the Orange Book. 
The snapshot of current Orange Book (accessed on mm dd, yyyyy) is provided below for the Agency’s ready reference:



There are no blocking patents or exclusivities listed for the RLD NAME® (API NAME) Dosage form in the “Orange Book.
API NAME STRENGTH 1
SNAPSHOT OF ORANGE BOOK
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As recommended by the Agency in Guidance: ANDAs: Pre-Submission of Facility Information Related to Prioritized Generic Drug Applications (Pre-submissions Facility Correspondence) as well as in the PFC Acknowledgement letter, Company name hereby declares that Company name has not introduced any new facility as a part of this ANDA. Please refer to Appendix 2 of this Cover Letter for the certification of “no change” in facility information. 
Please refer to Module 3.2.P.3.1 of Sequence# xxxx (PFC submission) for the details of the facilities related to drug product and container-closure system along with the functions. For the details of the facilities related to drug substance DMF, please refer to 
Module 3.2.S.2.1 of Sequence# xxxx. 
Further, this ANDA is submitted within the “ANDA Submission Window” i.e. no less than 60 days (mm/dd/yyyy) and no more than 90 days (mm/dd/yyyy) after the submission of 
Pre-submissions Facility Correspondence (Seq # xxxx) as described in the guidance. 
<These above 3 paragraphs are applicable when PFC submission has done for submission otherwise not applicable in original submission>
Based on the foregoing, Company name respectfully requests the Agency to consider 
ANDA# xxxxxx, Product Name for “Priority Review”.
If PFC is not submitted, please include below paragraph only. 
Pre-Submission Facility Correspondence (PFC) was not submitted for Applicant Name proposed drug product, Drug product Name.
The drug product is not a complex product or combination product. <Please update if product is cover under complex product or not. If it is complex product then also add details due to which category product considered as complex drug as per MAPP 5240.10.>
Controlled Correspondences filed with Agency: 
Company name has filed controlled correspondences with the Agency. Please refer to the below table for the details of the controlled correspondences. 
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[bookmark: _Ref77005353]Table 1 : Controlled Correspondences 
	Purpose of Controlled Correspondence
	Submission Date
	Control Number
	FDA’s Response/Date
	Reference

	
	
	
	
	



<Note: Please add the CC details which are submitted for proposed product>
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We also confirm that no minutes of meetings or teleconferences were concluded with the Agency by Company name in relation to this ANDA application. No protocols were reviewed, and no tele-conferences were conducted between Agency and Company name during development of this application. Neither a suitability petition nor a citizen petition was filed / granted / approved on behalf of Company name in relation to this ANDA application. <Note if pre-ANDA meeting has been done then please add the details here with attachment>
Letter of Authorization for DMFs and Reference to Approved ANDAs:
The details about DMF holder for the drug substance, non-compendial inactive ingredients and packaging components utilized in this submission are provided below. For the Letter of Authorizations (LOA) for the drug substance, in-house inactive ingredients, and packaging components, please refer to Module 1.4.2. 
	Material/Component
	DMF#
	DMF Holder
	FEI/DUNS
	Fee Status

	Active Pharmaceutical Ingredient (API)

	API – API NAME
	XXXX
	DMF HOLDER NAME
ADDRESS
	FEI # xxxxxxxx
DUNS # xxxxxxx
	Paid
[Module 1.1.2
– Appendix 4]

	Non-Compendial Inactive Ingredients

	Capsule shell 
	XXXX
	DMF HOLDER NAME
ADDRESS
	Not
Applicable
	Not
Applicable

	Packaging Components

	
	XXXX
	DMF HOLDER NAME
ADDRESS
	Not
Applicable
	Not
Applicable

	
	XXXX
	DMF HOLDER NAME
ADDRESS
	Not
Applicable
	Not
Applicable

	REMS (if applicable))

	API NAME 
	XXXX
	DMF HOLDER NAME
ADDRESS
	Not
Applicable
	Not
Applicable


<Note: please add the LOA details of all API, Packaging materials whichever is applicable.>
This application does not cross-reference any of the Company Name previously approved ANDAs.
Specific Discipline Review, Method of Sterilization and Pharm/Tox Data Information: <Product Specific information need to be added>
Company name would like to inform the Agency that there is aseptic processing (or terminal sterilization process) involved in manufacturing of Company Name proposed generic drug product, Product Name and hence, information pertaining to the method of sterilization is provided for this product. Please refer to Module 3.2.P.3.3 and Module 3.2.P.3.5 for further details. Further, this application does not contain any pharmacological/toxicological data for the subjected drug product in Module 3.2.P.1.
Drug Product Manufacturing Site:
The proposed generic drug product, Product Name, is manufactured and packaged at Company name’s cGMP manufacturing facility, located at Address [FEI #xxxxxxx and  DUNS # xxxxxxxx]. The same cGMP facility will be used to manufacture, package and label the proposed commercial drug product for marketing. Please refer to Module 3.2.P.3.1 (sequence # 000x) for more information on Finished Product Manufacturing, Testing and Packaging Facilities.
Proposed Drug Product Expiration Date:
The proposed generic drug product, Product Name, is packaged into Proposed pack style. Please refer to Module 3.2.P.7 for details.
Based on the storage recommendations provided in RLD- NAME® package insert, Company Name proposed drug product packaged in <propsoed packaging system> was subjected to stability studies under Accelerated (40°C ± 2°C / 75% ± 5% RH), Intermediate (30°C ± 2°C / 65% ± 5% RH) and Long-term condition (25°C ± 2°C / 60% ± 5% RH) as per stability protocol submitted in Module 3.2.P.8.1.
So far following Accelerated and Long-term conditions stability data are accrued for three ANDA submission batches;
	Strengths
	ANDA Batch #
	Accrued Accelerated Stability Data Submitted in this Application
	Accrued Long-Term Stability Data Submitted in this Application

	xx mg
	xxxxxxx, xxxxxxx , xxxxxxxxx
	6 Months
	6 Months



Per accrued stability data of Accelerated and Long-term conditions, the product met the acceptance criteria as per the current finished product stability specifications. There is no significant change or trend observed in the results of all three ANDA batches of each strengths up to 6-months ACC 40°C ± 2° C/75% RH ± 5% RH and accrued Long-term stability conditions (as specified in above table); therefore, no statistical evaluation was performed and samples stored at Intermediate conditions (30º C ± 2°C/65% RH ± 5% RH) were not analyzed. The stability summary reports for three ANDA submission batches of each strengths are provided in Module 3.2.P.8.3. <Note: please add the conclusion of the stability study based on obtained data on proposed product.>
Based upon the stability data generated, the Company name hereby proposes an expiration period of 24 months from the date of manufacturing of Product Name for commercial marketing. The Expiration Date begins from the date of manufacture (addition of drug substance to the batch).  The proposed 24 months expiration dating for this product, Product Name is supported by so far available Accelerated and Long-term stability data as specified in above table.  <Note: please add the conclusion of the stability study based on obtained data on proposed product.>
Stability studies at controlled-room temperature data (25° C ± 2° C/60% RH ± 5% RH) are on-going and will be continued with the sampling intervals specified in the stability protocol submitted in Module 3.2.P.8.1. To support the proposed shelf-life of 24 months, Company name commits to provide updated stability data generated at Long Term conditions as and when the data is available or as requested by the agency. For further details, please refer to the Module 3.2.P.8.3 – 
Stability Overview.
The summary of drug substance lots used in the ANDA submission batches and complete executed batch manufacturing details, stability start and pull dates and days of total accelerated stability condition are provided in following table.
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	Strengths
	ANDA Manufacturing &Packaging Batch #
	API: API NAME
	Charge Date
(Initiated on)
	Accelerated
(40°C ± 2°C & 75 ± 5%RH)
	Long term/CRT
(25°C ± 2°C & 60 ± 5%RH)

	
	
	API 
Lot no. #
	Company Name 
Receiving #
	
	Sample Pull Date
	Total days
	Sample Pull Date
	Total days

	xx mg
	Batch no.
	xxxxxxxx
	xxxxxxxx
	mm/dd/yyyy
	mm/dd/yyyy
	xxx
	mm/dd/yyyy
	xxx

	
	Batch no.
	xxxxxxxx
	xxxxxxxx
	mm/dd/yyyy
	mm/dd/yyyy
	xxx
	mm/dd/yyyy
	xxx

	
	Batch no.
	xxxxxxxx
	xxxxxxxx
	mm/dd/yyyy
	mm/dd/yyyy
	xxx
	mm/dd/yyyy
	xxx

	xx mg
	Batch no.
	xxxxxxxx
	xxxxxxxx
	mm/dd/yyyy
	mm/dd/yyyy
	xxx
	mm/dd/yyyy
	xxx

	
	Batch no.
	xxxxxxxx
	xxxxxxxx
	mm/dd/yyyy
	mm/dd/yyyy
	xxx
	mm/dd/yyyy
	xxx

	
	Batch no.
	xxxxxxxx
	xxxxxxxx
	mm/dd/yyyy
	mm/dd/yyyy
	xxx
	mm/dd/yyyy
	xxx
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Confirmation on Electronic Submission:
Company name would like to inform the Agency that this ANDA have been compiled and submitted pursuant to our best understanding on FDA’s guidance on electronic submissions.
Company Name Product System Account was approved on Date. This eCTD ANDA submission includes approximately 2.5 GB of data. This ANDA application was scanned with Crowdstrike’s Falcon End Point Protection Antivirus software, version 5.32.11406.0, and is virus free. 
Non-Repudiation Agreement Information: 
Company name hereby confirms that, we have submitted Letter of “Non-Repudiation Agreement” for digital signature to FDA. Please refer to below table for more details:
	Non-Repudiation Agreement
	Date of submission to FDA

	Company name 
	mm dd, yyyy




File Structure of the Labeling:
Please refer to the below table for the labeling components provided in this submission:
	LABELING STRUCTURE

	Sr #
	ANDA Module
	Module Name

	1
	Module 1.14.1.1
	Draft Blister and Carton Labels 

	2
	Module 1.14.1.2
	Annotated Labeling Comparison of Blister & Carton with the RLD

	3
	Module 1.14.1.3
	General Document
Electronic Copies of Draft Package Insert
Draft Package Insert - MS WORD
Draft Package Insert - FPL
Draft Package Insert - SPL
Draft Medication Guide – FPL
Draft Medication Guide – MS WORD

	4
	Module 1.14.1.4
	Labeling Comprehension Studies

	5
	Module 1.14.1.5
	Labeling History [MS WORD & PDF]

	6
	Module 1.14.3.1
	General Document
Annotated Comparison with the Reference Listed Drug

	7
	Module 1.14.3.3
	RLD Package Insert and RLD Container Label

	8
	Module 1.16.1
	Risk Management (Non-REMS)

	9
	Module 1.16.2
	Risk Evaluation and Mitigation Strategy (REMS)



REMS Information:
As per the latest information available on REMS@fda websites, the NAME® (API NAME) capsules have no REMS. Hence, Company Name generic drug product also proposed REMS in this submission.
Physical Description and Tamper-Evident Properties of the Drug Product:
The dosage form, route of administration, active ingredient, inactive ingredients, strength, labeling and condition of use of the proposed generic drug product, Product name is same as RLD- NAME® (API NAME) dosage form (NDA # xxxxxx). Please refer to Module 1.12.11 for the Basis of ANDA submission and Module 1.12.12 for comparison between generic drug and RLD. Please refer to Module 3.2.P.1 (Sequence # 000x) for Company Name product description and composition. 
Please note that, drug substance API NAME, used in the ANDA submission batches of the finished drug product is not a controlled substance, hence tamper resistant properties is not applicable for this product. 
Summary Table of Subsections (Applicable in case of PFC submitted): 
To facilitate the navigation within this eCTD submission, Company name is including an overall Table of Content (TOC) as a separate attachment to this module, to provide a summary table of subsections applicable to the ANDA, which is based on FDA’s MAPP 5200.14, Attachment 1: Abbreviated New Drug Application (ANDA) Filing Checklist. This TOC has not been altered except to provide comments (in colored text), where needed, and to include external links for a quick linkage to the pertinent sections of our submission. 
Also, please see below table for the list of documents submitted as part of the PFC where changes or additional information are provided in this original ANDA submission.
	Modules submitted in PFC
(Sequence # 000x)
	Addendum submitted in ANDA
(Sequence # 000x)
	Remarks

	Module 1.3.1.2
	None
	No change

	Module 1.4.2
	Updated
	Updated to include LOA of XYZ and ABC

	Module 2.7.  Clinical Summary
	Updated 
	Updated to include the details of the studies conducted and the complete summary tables.

	Module 3.2.S.1.1
	None
	No change

	Module 3.2.S.1.2
	None
	No change

	Module 3.2.S.1.3
	None
	No change

	Module 3.2.S.2.1
	None
	No change

	Module 3.2.S.2.2
	None
	No change

	Module 3.2.S.2.3
	None
	No change

	Module 3.2.S.2.4
	None
	No change

	Module 3.2.S.2.5
	None
	No change

	Module 3.2.S.2.6
	None
	No change

	Module 3.2.S.4.1
	None
	No change

	Module 3.2.S.4.4
	None
	No change

	Module 3.2.P.1
	None
	No change

	Module 3.2.P.2.3
	None
	No change

	Module 3.2.P.3.1
	None
	No change

	Module 3.2.P.3.2
	None
	No change

	Module 3.2.P.3.3
	None
	No change

	Module 3.2.P.3.4
	None
	No change

	Module 3.2.P.3.5
	None
	No change

	Module 3.2.P.4.1 
	None
	No change

	Module 3.2.P.5.4
	None
	No change

	Module 5.3.1.2 
	None
	No change

	Module 5.3.1.3

	Updated 
Module 5.3.1.3
	Revised to include for dissolution data for RLD xx mg, xx mg, xx mg and xx mg strengths) 

	Module 5.3.1.4
	None
	No change



There is no comparability protocol	 submitted in this ANDA.
Please note that the following documents are provided in the eCTD hierarchy in MS Word format, as well as PDF, to assist in the Agency’s review. They are provided in the same folder as the PDF document and the naming of the document annotates the format in which it is provided.
1. Cover Letter – Module 1.2
1. Package Insert - Module 1.14.1.3 (also provided in SPL format)
1. Medication Guide – Module 1.14.1.3
1. Labeling QbR – Module 1.14.1.5
1. Quality Overall Summary - Module 2.3 (Introduction, Drug Substance and 
Drug Product)[footnoteRef:1] [1:  [Note: The Quality Overall Summary was prepared as per the MaPP 5015.10, Chemistry Review of Question-based Review [Attachment 1 (QbR Question – Drug Substance) and Attachment 2 (QbR Question – Drug Product)], effective from November 18, 2014. This MaPP 5015.10 QbR-QoS format eventually covers the above recommended QbR-QOS outline, as well.]] 

1. Clinical Summary – Module 2.7
1. In Vitro Study Reports – Module 5.3.1.3: Dissolution data 

Please note that documents, with signatures, were used to create the PDF files contained in this eCTD submission. 
	

Document
	Module Location

	Form FDA 356h 
	1.1.2

	GDUFA Cover Sheet and Payment Information 
(Form 3794)
	1.1.2

	Form 3674
	1.1.2

	Cover letter
	1.2

	Declaration Statement on “No Change” made in Facility Information submitted in PFC
	1.2 – Appendix 2

	Field Copy Certification
	1.3.2

	Generic Drug Enforcement Act Certification
	1.3.3

	Patent Information
	1.3.5.1

	Patent Certification 
	1.3.5.2

	Exclusivity Statement
	1.3.5.3

	Environmental Analysis Waiver
	1.12.14

	Request for Waiver of in-vivo BA/BE Study(ies)
	1.12.15

	Sample Availability Statement for API
	3.2.S.4.3

	cGMP Certification
	3.2.P.3.1 – Appendix 1
(Sequence # 000x)

	Reprocessing Statement
	3.2.P.3.3 
(Sequence # 000x)

	Process Validation and/or Evaluation
	3.2.P.3.5
(Sequence # 000x) 

	Post Approval Commitment for Excipients
	3.2.P.4.1 
(Sequence # 000x)

	Sample Availability Statement for Drug Product
	3.2.P.5.3

	Post-Approval Stability Protocol & Stability Commitment
	3.2.P.8.2


Further, Company name has implemented use of digital signatures; therefore, along with this cover letter the following documents have been digitally signed:
1-1-2-form-356h-esigned-seq-000x
1-1-2-form-3674-esigned-seq-000x
Based on the FDA’s current expectations as defined in FDA’s guidance, Identification of Manufacturing Establishments in Applications Submitted to CBER and CDER Questions and Answers, all facilities associated with the commercial activities including manufacturing, packaging, and testing for both drug substance and drug product (including in-process material) and finished product stability sample storage site were only listed in the Form 356h submitted in this ANDA. Facilities other than listed in Form 356h are provided in 
Module 3.2.P.3.1. For drug substance facilities details, please refer to Module 3.2.S.2.1.
Please note that the enclosed data in this submission has not previously been publicly disclosed and represents confidential commercial information. If any request is made for disclosure of any information in the submission, notification should first be provided to Company name and consent obtained before any information is released.
Company name understands that all firms referenced in this ANDA, with respect to the manufacturing, packaging, and testing of the referenced drug product, must be in compliance with current good manufacturing practices at the time of approval. 
Name and Contact Information for Technical Point of Contact:
Please refer to the following point of contact regarding any regulatory and technical questions:

Person’s Name
Designation, 
Company name 
Telephone: xxx-xxx-xxxxx
Fax: xxx-xxx-xxxxx
Email: xyz@abc.com
We trust that this Abbreviated New Drug Application (ANDA) submission is complete and look forward to the Agency’s review.  Please do not hesitate to contact the undersigned if you should require any additional information or have any further questions.

Sincerely, 
Company name







Person’s name
Designation, 
Company name 
Telephone: xxx-xxx-xxxxx
Fax: xxx-xxx-xxxxx
Email: xyz@abc.com
Appendix 1 [bookmark: _Ref80824894]Pre-Submission Facility Correspondence Acknowledgment <If applicable>


Appendix 2 [bookmark: _Ref80824916]Statement for No Change in Facility Information <If applicable>
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Confidential	Page 3 of 
image1.emf
The World is Our Family

™


