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List of Abbreviations and Definitions of Terms
	Abbreviation
	Full Form

	AUC
	Area under the drug concentration versus time curve 

	BMI
	Body Mass Index 

	Cmax
	Peak Whole Blood Concentration

	CI
	Confidence Interval

	Cm
	Centimeter 

	CV
	Coefficient of Variation 

	F
	Female

	FDA
	Food and Drug Administration 

	hr
	Hour

	hh:mm
	Hour: Minute

	HQC
	Higher Quality Control

	IS
	Internal Standard 

	Kel
	Apparent first–order terminal elimination rate constant calculated from a semi-log plot of the Whole Blood concentration versus time curve, using the method of least square regression.

	Kg/m²
	Kilogram per Meter square

	LOQ
	Limit of Quantification

	LQC
	Lower Quality Control

	LLOQ
	Lower Limit of Quantification 

	LMQC
	Lower Middle Quality Control

	Ltd.
	Limited

	LTSS
	Long Term Storage Stability

	M
	Male

	MQC
	Middle Quality Control

	µg/ml
	Microgram per milliliter 

	No.
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	QA
	Quality Assurance

	QC 
	Quality Control

	R
	Reference Product

	SD
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	SOP 
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	T
	Test Product
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	Time taken to reach the peak Whole Blood concentration

	USA
	United States of America

	°C
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	%
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2.7.1 Summary of Biopharmaceutic Studies and Associated Analytical Methods

2.7.1.1 Background and Overview

The information supporting the bioequivalence of Company Product Name versus RLD Product Name of RLD Company Name is summarized in the Bioequivalence Data Summary Tables 1 through 17. These tables are provided in MS Word format in the file entitled “bioequivalence-summary-tables-0002-word.doc” and in PDF format in the file entitled “bioequivalence-summary-tables-0002.pdf”. These files are provided in Module 2.7.

Table 1.
Submission Summary

	Drug Product Name
	

	Strength(s)
	

	Applicant Name
	

	Address
	

	Point of Contact
	

	Name
	

	Address
	

	Telephone Number
	

	Fax Number
	

	E-mail
	


This application references RLD Company Name application #xxxxxx, RLD Product Name. In vivo bioequivalence studies were conducted on Company Product Name versus RLD Company Name RLD Company Name under fasting conditions and Company Product Name versus RLD Company Name RLD Company Name under fasting and fed conditions as per the Bioequivalence recommendation provided by the Agency (see Appendix 1).
The bioequivalence studies were conducted at Site Name. Table A provides a listing of the sites used in these clinical studies.
Table A.
Clinical Testing Facilities

	Company Name/ Address
	Functions
	Self-Identification Status

	
	Clinical Bioequivalence or Bioavailability Study
	FEI # 

DUNS # 
Self-Identification Details Refer to Appendix 2

	
	Clinical Bioequivalence or Bioavailability Study
	FEI # 

DUNS # 

Self-Identification Details Refer to Appendix 2


Study Nos. <Add study number with small description and product name and its strength> are the bioequivalence studies upon which Company Name is relying for ANDA approval. Please refer to Table 2A, Table 2B and Table 2C respectively, for the study information. 
Table 3A and Table 3B provide information on the products used for these studies.

Please note that Product name is not an ophthalmic solution product therefore Table 4 is not applicable.

Table 2A.
Study Information of Product Name – Study# (Fasting)
	Study Number
	

	Study Title
	

	Study Type
	In Vivo BE 
	In Vitro BE
	 Permeability
	Other (specify)

	Submission Location:
	

	Study Report
	Module 5.3.1.2

	Validation Report
	Module 5.3.1.4

	Bioanalytical Report
	Module 5.3.1.4

	Clinical Site

(Name, Address, Phone #, Fax#)
	

	Principal Clinical Investigator

(Name , Email)
	

	Analytical Site

(Name, Address, Phone #, Fax#)
	

	Principal Analytical Investigator (Name, email)
	

	Storage Period of Biostudy Samples

a) Duration (no. of days from the first day of sample collection to the last day of sample analysis

(b) Temperature Range (e.g., 

-20° C to -80° C)
	

	Long-Term Storage Stability (LTSS) Coverage (no. days  @ temp ºC)
	Analyte 1: 

Analyte 2: (if applicable) 

Note: The LTSS should be conducted at the upper limit of the storage temperature range.

	LTSS Data Location
	Specify the exact location of the LTSS study reports and data, including Module, Section, Subsection, and page(s). Provide hyperlink(s) to the locations as appropriate.


 Table 2B.
Study Information of Product Name – Study # (Fasting, Strength)
	Study Number
	

	Study Title
	

	Study Type
	In Vivo BE 
	In Vitro BE
	 Permeability
	Other (specify)

	Submission Location:
	

	Study Report
	Module 5.3.1.2

	Validation Report
	Module 5.3.1.4

	Bioanalytical Report
	Module 5.3.1.4

	Clinical Site

(Name, Address, Phone #, Fax#)
	

	Principal Clinical Investigator

(Name , Email)
	

	Analytical Site

(Name, Address, Phone #, Fax#)
	

	Principal Analytical Investigator (Name, email)
	

	Storage Period of Biostudy Samples

a) Duration (no. of days from the first day of sample collection to the last day of sample analysis

(b) Temperature Range (e.g., 

-20° C to -80° C)
	

	Long-Term Storage Stability (LTSS) Coverage (no. days  @ temp ºC)
	Analyte 1: 

Analyte 2: (if applicable) 

Note: The LTSS should be conducted at the upper limit of the storage temperature range.

	LTSS Data Location
	Specify the exact location of the LTSS study reports and data, including Module, Section, Subsection, and page(s). Provide hyperlink(s) to the locations as appropriate.


Table 2C.
Study Information of Product Name – Study # (Fed, Strength)
	Study Number
	

	Study Title
	

	Study Type
	In Vivo BE 
	In Vitro BE
	 Permeability
	Other (specify)

	Submission Location:
	

	Study Report
	Module 5.3.1.2

	Validation Report
	Module 5.3.1.4

	Bioanalytical Report
	Module 5.3.1.4

	Clinical Site

(Name, Address, Phone #, Fax#)
	

	Principal Clinical Investigator

(Name , Email)
	

	Analytical Site

(Name, Address, Phone #, Fax#)
	

	Principal Analytical Investigator (Name, email)
	

	Storage Period of Biostudy Samples

a) Duration (no. of days from the first day of sample collection to the last day of sample analysis

(b) Temperature Range (e.g., 

-20° C to -80° C)
	

	Long-Term Storage Stability (LTSS) Coverage (no. days  @ temp ºC)
	Analyte 1: 

Analyte 2: (if applicable) 

Note: The LTSS should be conducted at the upper limit of the storage temperature range.

	LTSS Data Location
	Specify the exact location of the LTSS study reports and data, including Module, Section, Subsection, and page(s). Provide hyperlink(s) to the locations as appropriate.


Table 3A.
Product Information – Study# (Fasting Study, Strength)
	Product
	Test
	Reference

	Treatment ID
	
	

	Product Name
	
	

	Manufactured by
	
	

	Lot No.
	
	

	Manufacturing Date
	
	

	Expiration Date
	
	

	Strength
	
	

	Dosage Form
	
	

	Bio-batch Size
	
	

	Production Batch Size
	
	

	Potency
	
	

	Content Uniformity

(mean, %CV)
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	Dose Administered
	
	

	Route of Administration
	
	


Table 3B.
Product Information – Study # (Fasting, Strength) and # (Fed, Strength)
	Product
	Test
	Reference

	Treatment ID
	
	

	Product Name
	
	

	Manufactured by
	
	

	Batch No./Lot No.
	
	

	Manufacturing Date
	
	

	Expiration Date
	
	

	Strength
	
	

	Dosage Form
	
	

	Bio-batch Size
	
	

	Production Batch Size
	
	

	Potency
	
	

	Content Uniformity

(mean, %CV)
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	Dose Administered
	
	

	Route of Administration
	
	


Table 4.
Comparative Physicochemical Data of Ophthalmic Solution Drug Products

	Is the Product an Ophthalmic Solution 
	No Yes                      

	If Yes, then complete the table below

	Physico Chemical Properties
	Results

	
	Test
	Reference

	
	(Exhibit) Lot #
	Lot #
	Lot #
	Lot #
	Lot #
	Lot #

	pH 
	
	
	
	
	
	

	Viscosity 
	
	
	
	
	
	

	Specific Gravity 
	
	
	
	
	
	

	Osmolality 
	
	
	
	
	
	

	Buffer Capacity 
	
	
	
	
	
	

	Other Properties as Appropriate 
	
	
	
	
	
	


· Measurements should be made in triplicate. 

· Lots other than exhibit test lot should be provided only if available 
· The above listed properties are not meant to be inclusive. Depending on the drug products under review, comparative physicochemical data for additional properties may be requested at the time of review. However, each ANDA should include at least the data for 5 properties listed above.

2.7.1.1.1 Overview of Formulations
Table 5.
Formulation Data
	Ingredients
	Component Function
	Composition
	Product Name

	
	
	
	[Code #]
	[Code #]
	[Code #]
	[Code #]
	[Code #]
	[Code #]

	
	
	%w/w
	mg/capsule
	mg/capsule
	mg/capsule
	mg/capsule
	mg/capsule
	mg/capsule

	ACTIVE SUSPENSION

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	Total Fill Weight
	
	
	
	
	
	
	

	ENCAPSULATION

	
	
	
	
	---
	---
	---
	---
	---

	
	
	
	---
	
	---
	---
	---
	---

	
	
	
	---
	---
	
	---
	---
	---

	
	
	
	---
	---
	---
	
	---
	---

	
	
	
	---
	---
	---
	---
	
	---

	
	
	
	---
	---
	---
	---
	---
	

	Finished Product
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


*Theoretical average weight of empty hard gelatin capsule. The detailed composition of Capsule shell and imprinting ink are provided in subsequent tables of IID.

<Note: Please note that this formulation table should be match with section 3.2.P.1>
2.7.1.1.2 Overview of Analytical Methods
2.7.1.1.2.1 Validation of Dissolution Test Methods

The analytical procedure for determination of % dissolved of Analyte name in Product Name is a non-compendial procedure. The test method is identified as Method #XXX. Please refer to Module 3.2.P.5.2 for the analytical procedure.

The analytical procedure was validated as per ICH guidelines and in-house SOPs for the following validation attributes:

· Specificity 

· Linearity 

· Accuracy 

· Precision (System and Method) 

· Intermediate Precision 

· Robustness 

· Stability of Analytical Solutions 

· Filter Compatibility Study
· Overall System Suitability Study

Please refer to Module 3.2.P.5.3 for the Method Validation Report.
2.7.1.1.2.2 Overview of Bioanalytical Methods

The analyte API Name in human XXX plasma samples was determined by using LC-ESI-MS/MS system. For the fasting study # (Product Name), please refer to the following bioanalytical method reports for further details:

<Please list the bioanalytical method validation reports >
For the fasting study # study # (Product Name), please refer to the following bioanalytical method reports for further details:

<Please list the bioanalytical method validation reports >
For the fed study # (Product Name), please refer to the following bioanalytical method reports for further details:

<Please list the bioanalytical method validation reports >
2.7.1.1.2.3 Development Process and Validation of Bioanalytical Methods

The procedure for the estimation of API name in human plasma samples using LC-ESI-MS/MS method was validated. The results determined that the method is considered valid for the extraction and analysis of Product Name in human <Sample information from report>.
Please refer to the bioanalytical method validation reports listed in Section 2.7.1.1.2.2 for further details.

Table 6A and Table 6B provide the bioanalytical method validation summary for the study.
Table 6A.
Bioanalytical Method Validation – Study# (Fasting Study, Strength) 

	Information Requested 
	Data 

	Bioanalytical method validation report location 
	Module 5.3.1.4, File name, Method Validation Report No.: XXXX, Version No.: XX, Page no. X to XX of XX.



	Analyte 
	

	Internal standard (IS) 
	

	Method description 
	

	Limit of quantitation 
	

	Average recovery of drug (%) 
	

	
	

	Average recovery of IS (%) 
	

	
	

	Standard curve concentrations (ng/mL) 
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	QC concentrations (ng/mL) or (units/mL)
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	QC Intraday precision range (%)
	Altered Matrix (Al. M)

	
	
	

	
	

	
	
	

	
	

	
	
	

	
	

	
	
	

	QC Intraday accuracy range (%) (reported as %Bias**)


	

	
	
	

	
	

	
	
	

	
	

	
	
	

	QC Inter-day precision range (%)
	
	

	QC Inter-day accuracy range (%) (reported as %Bias**)
	
	

	QC Intraday precision range (%)
	Unaltered matrix (Un. M)

	
	

	
	
	

	
	

	
	
	

	
	

	
	
	

	QC Intraday accuracy range (%) (reported as %Bias**)
	

	
	
	

	
	

	
	
	

	
	

	
	
	

	QC Inter-day precision range (%)
	
	

	QC Inter-day accuracy range (%) (reported as %Bias**)
	
	

	Bench-top stability (hrs) 
	

	Stock stability (days) 
	

	Processed stability (hrs) 
	

	
	

	Freeze-thaw stability (cycles) 
	

	Long-term storage stability (days) 
	

	Dilution integrity 
	

	Selectivity 
	

	**: % Bias =
	
	

	
	
	


Please include table for each analyte. 

Please submit all Method Validation SOPs.
Table 6B.
Bioanalytical Method Validation - Study # (Fasting, Strength) and #  (Fed, Strength)
	Information Requested
	Data

	Bioanalytical method validation report location
	Module 5.3.1.4, File name, Method Validation Report No.: XXXX, Version No.: XX, Page no. X to XX of XX.



	Analyte
	

	Internal standard (IS)
	

	Method description
	

	Limit of quantitation
	

	Average recovery of drug (%)
	

	
	

	Average recovery of IS (%)
	

	
	

	Standard curve concentrations (ng/mL)
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	QC concentrations (ng/mL)
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	QC Intraday precision range (%)
	

	
	
	

	
	

	
	
	

	
	

	
	
	

	
	

	
	
	

	QC Intraday accuracy range (%) (reported as %Bias**)


	

	
	
	

	
	

	
	
	

	
	

	
	
	

	QC Inter-day precision range (%)
	
	

	QC Inter-day accuracy range (%) (reported as %Bias**)
	
	

	QC Intraday precision range (%)
	Unaltered matrix (Un. M)

	
	

	
	
	

	
	

	
	
	

	
	

	
	
	

	QC Intraday accuracy range (%) (reported as %Bias**)
	

	
	
	

	
	

	
	
	

	
	

	
	
	

	QC Inter-day precision range (%)
	
	

	QC Inter-day accuracy range (%) (reported as %Bias**)
	
	

	Bench-top stability (hrs)
	

	Stock stability (days)
	

	Processed stability (hrs)
	

	
	

	Freeze-thaw stability (cycles)
	

	Long-term storage stability (days)
	

	Dilution integrity
	

	Selectivity
	

	**: % Bias     =
	
	

	
	
	


Please include table for each analyte. 

Please submit all Method Validation SOPs.
2.7.1.2 Summary of Results of Individual Studies

The following table provides summary information for the individual study.

Table 7A.
Reanalysis of Study Samples – Study# XXXX (Fasting Study, Strength)
	Study No. #XXXXX
Module 5.3.1.4, File Name, Table X, Page XX

	Reason why assay was repeated
	Number of samples reanalyzed
	Number of recalculated values used after reanalysis

	
	Actual number
	% of total assays
	Actual number
	% of total assays

	
	Test
	Reference
	Test
	Reference
	Test
	Reference
	Test
	Reference

	Pharmacokinetic1
	
	
	
	
	
	
	
	

	Inconsistent ISTD Area (IIS)
	
	
	
	
	
	
	
	

	Analytical Batch Failure    
	
	
	
	
	
	
	
	

	Total
	
	
	
	
	
	
	
	


1 - If no repeats were performed for pharmacokinetic reasons, insert “0.0.”

Table 7B.
Reanalysis of Study Samples – Study # (Fasting Study, Strength)
	Study No. #XXXXX
Module 5.3.1.4, File Name, Table X, Page XX

	Reason why assay was repeated
	Number of samples reanalyzed
	Number of recalculated values used after reanalysis

	
	Actual number
	% of total assays
	Actual number
	% of total assays

	
	Test
	Reference
	Test
	Reference
	Test
	Reference
	Test
	Reference

	Pharmacokinetic1
	
	
	
	
	
	
	
	

	Inconsistent ISTD Area (IIS)
	
	
	
	
	
	
	
	

	Analytical Batch Failure   
	
	
	
	
	
	
	
	

	Total
	
	
	
	
	
	
	
	


1 - If no repeats were performed for pharmacokinetic reasons, insert “0.0.”

Table 7C.
Reanalysis of Study Samples – Study # (Fed Study, Strength) 

	Study No. #XXXXX
Module 5.3.1.4, File Name, Table X, Page XX

	Reason why assay was repeated
	Number of samples reanalyzed
	Number of recalculated values used after reanalysis

	
	Actual number
	% of total assays
	Actual number
	% of total assays

	
	Test
	Reference
	Test
	Reference
	Test
	Reference
	Test
	Reference

	Pharmacokinetic1
	
	
	
	
	
	
	
	

	Inconsistent ISTD Area (IIS)   
	
	
	
	
	
	
	
	

	Analytical Batch Failure   
	
	
	
	
	
	
	
	

	Total
	
	
	
	
	
	
	
	


1 - If no repeats were performed for pharmacokinetic reasons, insert “0.0
Table 8A.
Dropout Information – Study# (Fasting Study, Strength)
	Study No. #

	Subject No.
	Reason for dropout/replacement
	Period
	Replaced
	Replaced with

	There were no subjects withdrawn/dropped out during conduct of the study.


Table 8B.
Dropout Information – Study # (Fasting Study, Strength)
	Study No. #

	Subject No.
	Reason for dropout/replacement11
	Period
	Replaced
	Replaced with

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


NA: Not Applicable, T1 & T2: Test Product

Table 8C.
Dropout Information – Study 10 # (Fed Study, Strength)
	Study No. #

	Subject No.
	Reason for dropout/replacement
	Period
	Replaced
	Replaced with

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


NA: Not Applicable, (T1&T2): Test Product, R: Reference product

Provide time, treatment (test or reference), and cause of dropout, if reason is other than “personal reasons.”
Table 9A.
Protocol Deviations – Study# (Fasting Study, Strength)
	Study No. #

	Type
	Subject #s
(Test)
	Subject #s 
(Ref.)

	Sampling Deviation*
	Period 01
	
	

	
	Period 02
	
	

	Other Deviation

	
	


Note: In superscription, frequency of deviation for the particular subject is mentioned.

Table 9B.
Protocol Deviations – Study # (Fasting Study, Strength)
	Study No. #

	Type
	Subject #s
(Test)
	Subject #s 
(Ref.)

	Sampling Deviation*
	Period 01
	
	

	
	Period 02
	
	

	Other Deviation

	
	


Note: In superscription, frequency of deviation for the particular subject is mentioned.

Table 9C.
Protocol Deviations – Study # (Fed Study, Strength)

	Study No. #

	Type
	Subject #s
(Test)
	Subject #s 
(Ref.)

	Sampling Deviation*
	Period 01
	
	

	
	Period 02
	
	

	Other Deviation

	
	


Note: In superscription, frequency of deviation for the particular subject is mentioned.

Table 10A.
Summary of Standard Curve and QC Data for Bioequivalence Sample – Study# (Fasting Study, Strength)
	Bioequivalence Study No. #
Analyte Name Product Name

	Parameter
	Standard Curve Samples

	Concentration (ng, mcg/mL) 
	
	
	
	
	
	
	
	
	
	

	Inter day Precision (%CV) 
	
	
	
	
	
	
	
	
	
	

	Inter day Accuracy (reported as %Bias**)

(%Actual)
	
	
	
	
	
	
	
	
	
	

	Linearity (Range of R2 values)
	

	Linearity Range (ng, mcg/mL)
	

	Sensitivity/LOQ (ng, mcg/mL)
	

	

	Bioequivalence Study No. #
Analyte Name Product Name

	Parameter
	Quality Control Samples

	Altered Matrix

	Concentration (ng/mL)
	
	
	
	

	Inter day Precision (%CV) 
	
	
	
	

	Inter day Accuracy (reported as %Bias**)
	
	
	
	

	Un-altered matrix

	Concentration (ng/mL)
	
	
	
	

	Inter day Precision (%CV) 
	
	
	
	

	Inter day Accuracy (reported as %Bias**)
	
	
	
	

	**: % Bias     =
	Observed Value-Nominal Value
	X 100

	
	Nominal Value
	


Table 10B.
Summary of Standard Curve and Qc Data for Bioequivalence Sample Analyses – Study # (Fasting study, Strength)
	Bioequivalence Study No. #
Analyte Name Product Name

	Parameter
	Standard Curve Samples

	Concentration    (ng/mL) 
	
	
	
	
	
	
	
	
	
	

	Inter day Precision (%CV) 
	
	
	
	
	
	
	
	
	
	

	Inter day Accuracy (reported as %Bias**)

(%Actual)
	
	
	
	
	
	
	
	
	
	

	Linearity (Range of R2 values)
	

	Linearity Range (ng/mL)
	

	Sensitivity/LOQ (ng/mL)
	

	

	Bioequivalence Study No. #
Analyte Name Product Name

	Parameter
	Quality Control Samples

	Altered Matrix

	Concentration (ng/mL)
	
	
	
	

	Inter day Precision (%CV) 
	
	
	
	

	Inter day Accuracy (reported as %Bias**)
	
	
	
	

	Unaltered matrix

	Concentration (ng/mL)
	
	
	
	

	Inter day Precision (%CV) 
	
	
	
	

	Inter day Accuracy (reported as %Bias**)
	
	
	
	


	**: % Bias     =
	Observed Value-Nominal Value
	X 100

	
	Nominal Value
	


Table 10C.
Summary of Standard Curve and QC Data for Bioequivalence Sample Analyses – Study # (Fed study, Strength)
	Bioequivalence Study No. #
Analyte Name Product Name

	Parameter
	Standard Curve Samples

	Concentration    (ng/mL) 
	
	
	
	
	
	
	
	
	
	

	Inter day Precision (%CV) 
	
	
	
	
	
	
	
	
	
	

	Inter day Accuracy (reported as %Bias**)

(%Actual)
	
	
	
	
	
	
	
	
	
	

	Linearity (Range of R2 values)
	

	Linearity Range (ng/mL)
	

	Sensitivity/LOQ (ng/mL)
	

	

	Bioequivalence Study No. #

Analyte Name Product Name

	Parameter
	Quality Control Samples

	Altered Matrix

	Concentration (ng/mL)
	
	
	
	

	Inter day Precision (%CV) 
	
	
	
	

	Inter day Accuracy (reported as %Bias**)
	
	
	
	

	Unaltered matrix

	Concentration (ng/mL)
	
	
	
	

	Inter day Precision (%CV) 
	
	
	
	

	Inter day Accuracy (reported as %Bias**)
	
	
	
	

	**: % Bias     =
	Observed Value-Nominal Value
	X 100

	
	Nominal Value
	


2.7.1.2.1 In Vitro Dissolution Data

In vitro dissolution profile comparison studies were conducted on Company Product Name versus RLD Company and Product Name The results determined that the in-vitro dissolution profile of Company Name product is comparable to the dissolution profiles of the Reference Product. 

Table B below provides a listing of the site used for in vitro dissolution analysis.

Table B.
In-Vitro Testing Facilities

	Company Name/ Address
	Functions
	Self-Identification Status

	
	In Vitro BE Testing Site
	FEI # 

DUNS 

Refer to Appendix 3


Please refer to Module 5.3.1.3 for the in vitro dissolution study report. Table 11 and subset tables provide a summary of the in-vitro dissolution study. In addition to the summary table, subset tables provide the individual in-vitro dissolution data.
For the Certificate of Analysis of Company and Product Name please refer to Appendix 4, Appendix 5, Appendix 6, Appendix 7, Appendix 8 and Appendix 9, respectively. For the Certificate of Analysis of the RLD Product Name please refer to Appendix 10, Appendix 11, Appendix 12, Appendix 13, Appendix 14 and Appendix 15, respectively.
Table 11.1
Summary of In Vitro Dissolution Studies of Company and Product Name vs. RLD Product Name 
	Dissolution Conditions
	Apparatus:
	

	
	Speed of Rotation:
	

	
	Medium:
	

	
	Volume:
	

	
	Temperature:
	

	Firm’s Proposed Specifications
	

	Dissolution Testing Site
(Name, Address)
	

	Study
Ref No.
	Testing Date
	Product ID \ Batch No.
(Test - Manufacture Date)
(Reference – Expiration Date)
	Dosage
Strength
& Form
	No. of
Dosage
Units
	
	Collection Times (minutes)
	Study
Report
Location

	
	
	
	
	
	
	15
	30
	45
	60
	75
	90
	105
	120
	

	####
	
	
	
	
	Mean
	
	
	
	
	
	
	
	
	Module 5.3.1.3 App 3

	
	
	
	
	
	Range
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	% CV
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	Mean
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	Range
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	% CV
	
	
	
	
	
	
	
	
	


Provide dissolution data for all strengths (test and reference).
Table 11.1A.
Summary of In-Vitro Dissolution Profile of Company Name in OGD Media

	Product Name
	
	Method No.
	
	Apparatus
	

	Lot No.
	
	Mfg Date
	
	Medium & Temperature
	

	Analysis Date
	
	Reference
to CofA
	
	Volume
	
	Speed
	

	% Dissolved

	Unit #
	1
	2
	3
	4
	5
	6
	7
	8
	9
	10
	11
	12
	Mean
	Min
	Max
	% RSD

	Capsule Wt. (mg)
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	15 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	30 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	45 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	60 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	75 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	90 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	105 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	120 minutes
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Table 11.1B.
Summary of In-Vitro Dissolution Profile of RLD Product Name in OGD Media

	Product Name
	
	Method No.
	
	Apparatus
	

	Lot No.
	
	Exp Date
	
	Medium & Temperature
	

	Analysis Date
	
	Reference
to CofA
	
	Volume
	
	Speed
	

	% Dissolved

	Unit #
	1
	2
	3
	4
	5
	6
	7
	8
	9
	10
	11
	12
	Mean
	Min
	Max
	% RSD

	Capsule Wt. (mg)
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	15 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	30 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	45 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	60 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	75 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	90 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	105 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	120 minutes
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Table 11.2
Summary of In Vitro Dissolution Studies of Company and Product Name (Biobatch) vs. RLD Product Name (Reference) 
	)Dissolution Conditions
	Apparatus:
	

	
	Speed of Rotation:
	

	
	Medium:
	

	
	Volume:
	

	
	Temperature:
	

	Firm’s Proposed Specifications
	

	Dissolution Testing Site
(Name, Address)
	

	Study
Ref No.
	Testing Date
	Product ID \ Batch No.
(Test - Manufacture Date)
(Reference – Expiration Date)
	Dosage
Strength
& Form
	No. of
Dosage
Units
	
	Collection Times (minutes)
	Study
Report
Location

	
	
	
	
	
	
	15
	30
	45
	60
	75
	90
	105
	120
	

	####
	
	
	
	
	Mean
	
	
	
	
	
	
	
	
	Module 5.3.1.3 App 3

	
	
	
	
	
	Range
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	% CV
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	Mean
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	Range
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	% CV
	
	
	
	
	
	
	
	
	


Table 11.2A.
Summary of In-Vitro Dissolution Profile of Company and Product Name in OGD Media

	Product Name
	
	Method No.
	
	Apparatus
	

	Lot No.
	
	Mfg Date
	
	Medium & Temperature
	

	Analysis Date
	
	Reference
to CofA
	
	Volume
	
	Speed
	

	% Dissolved

	Unit #
	1
	2
	3
	4
	5
	6
	7
	8
	9
	10
	11
	12
	Mean
	Min
	Max
	% RSD

	Capsule Wt. (mg)
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	15 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	30 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	45 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	60 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	75 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	90 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	105 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	120 minutes
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Table 11.2B.
Summary of In-Vitro Dissolution Profile of RLD Product Name in OGD Media

	Product Name
	
	Method No.
	
	Apparatus
	

	Lot No.
	
	Exp Date
	
	Medium & Temperature
	

	Analysis Date
	
	Reference
to CofA
	
	Volume
	
	Speed
	

	% Dissolved

	Unit #
	1
	2
	3
	4
	5
	6
	7
	8
	9
	10
	11
	12
	Mean
	Min
	Max
	% RSD

	Capsule Wt. (mg)
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	15 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	30 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	45 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	60 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	75 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	90 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	105 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	120 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Book/Page# 


Table 11.3
Summary of In Vitro Dissolution Studies of Company and Product Name (Test) vs. RLD Product Name (Reference) 
	Dissolution Conditions
	Apparatus:
	

	
	Speed of Rotation:
	

	
	Medium:
	

	
	Volume:
	

	
	Temperature:
	

	Firm’s Proposed Specifications
	

	Dissolution Testing Site
(Name, Address)
	

	Study
Ref No.
	Testing Date
	Product ID \ Batch No.
(Test - Manufacture Date)
(Reference – Expiration Date)
	Dosage
Strength
& Form
	No. of
Dosage
Units
	
	Collection Times (minutes)
	Study
Report
Location

	
	
	
	
	
	
	15
	30
	45
	60
	75
	90
	105
	120
	

	####
	
	
	
	
	Mean
	
	
	
	
	
	
	
	
	Module 5.3.1.3 App 3

	
	
	
	
	
	Range
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	% CV
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	Mean
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	Range
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	% CV
	
	
	
	
	
	
	
	
	


Table 11.3A.
Summary of In-Vitro Dissolution Profile of Company and Product Name in OGD Media

	Product Name
	
	Method No.
	
	Apparatus
	

	Lot No.
	
	Mfg Date
	
	Medium & Temperature
	

	Analysis Date
	
	Reference
to CofA
	
	Volume
	
	Speed
	

	% Dissolved

	Unit #
	1
	2
	3
	4
	5
	6
	7
	8
	9
	10
	11
	12
	Mean
	Min
	Max
	% RSD

	Capsule Wt. (mg)
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	15 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	30 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	45 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	60 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	75 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	90 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	105 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	120 minutes
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Table 11.3B.
Summary of In-Vitro Dissolution Profile of RLD Product Name in OGD Media

	Product Name
	
	Method No.
	
	Apparatus
	

	Lot No.
	
	Exp Date
	
	Medium & Temperature
	

	Analysis Date
	
	Reference
to CofA
	
	Volume
	
	Speed
	

	% Dissolved

	Unit #
	1
	2
	3
	4
	5
	6
	7
	8
	9
	10
	11
	12
	Mean
	Min
	Max
	% RSD

	Capsule Wt. (mg)
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	15 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	30 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	45 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	60 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	75 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	90 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	105 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	120 minutes
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Table 11.4
Summary of In Vitro Dissolution Studies of Company and Product Name (Test) vs. RLD Product Name  (Reference) 
	Dissolution Conditions
	Apparatus:
	

	
	Speed of Rotation:
	

	
	Medium:
	

	
	Volume:
	

	
	Temperature:
	

	Firm’s Proposed Specifications
	

	Dissolution Testing Site
(Name, Address)
	

	Study
Ref No.
	Testing Date
	Product ID \ Batch No.
(Test - Manufacture Date)
(Reference – Expiration Date)
	Dosage
Strength
& Form
	No. of
Dosage
Units
	
	Collection Times (minutes)
	Study
Report
Location

	
	
	
	
	
	
	15
	30
	45
	60
	75
	90
	105
	120
	

	####
	
	
	
	
	Mean
	
	
	
	
	
	
	
	
	Module 5.3.1.3 App 3

	
	
	
	
	
	Range
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	% CV
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	Mean
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	Range
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	% CV
	
	
	
	
	
	
	
	
	


Table 11.4A.
Summary of In-Vitro Dissolution Profile of Company and Product Name in OGD Media

	Product Name
	
	Method No.
	
	Apparatus
	

	Lot No.
	
	Mfg Date
	
	Medium & Temperature
	

	Analysis Date
	
	Reference
to CofA
	
	Volume
	
	Speed
	

	% Dissolved

	Unit #
	1
	2
	3
	4
	5
	6
	7
	8
	9
	10
	11
	12
	Mean
	Min
	Max
	% RSD

	Capsule Wt. (mg)
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	15 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	30 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	45 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	60 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	75 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	90 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	105 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	120 minutes
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Table 11.4B.
Summary of In-Vitro Dissolution Profile of Company and Product Name in OGD Media

	Product Name
	
	Method No.
	
	Apparatus
	

	Lot No.
	
	Exp Date
	
	Medium & Temperature
	

	Analysis Date
	
	Reference
to CofA
	
	Volume
	
	Speed
	

	% Dissolved

	Unit #
	1
	2
	3
	4
	5
	6
	7
	8
	9
	10
	11
	12
	Mean
	Min
	Max
	% RSD

	Capsule Wt. (mg)
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	15 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	30 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	45 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	60 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	75 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	90 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	105 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	120 minutes
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Table 11.5
Summary of In Vitro Dissolution Studies of Company and Product Name (Test) vs. RLD Product Name (Reference) 
	Dissolution Conditions
	Apparatus:
	

	
	Speed of Rotation:
	

	
	Medium:
	

	
	Volume:
	

	
	Temperature:
	

	Firm’s Proposed Specifications
	

	Dissolution Testing Site
(Name, Address)
	

	Study
Ref No.
	Testing Date
	Product ID \ Batch No.
(Test - Manufacture Date)
(Reference – Expiration Date)
	Dosage
Strength
& Form
	No. of
Dosage
Units
	
	Collection Times (minutes)
	Study
Report
Location

	
	
	
	
	
	
	15
	30
	45
	60
	75
	90
	105
	120
	

	####
	
	
	
	
	Mean
	
	
	
	
	
	
	
	
	Module 5.3.1.3 App 3

	
	
	
	
	
	Range
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	% CV
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	Mean
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	Range
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	% CV
	
	
	
	
	
	
	
	
	


Table 11.5A.
Summary of In-Vitro Dissolution Profile of Company and Product Name in OGD Media

	Product Name
	
	Method No.
	
	Apparatus
	

	Lot No.
	
	Mfg Date
	
	Medium & Temperature
	

	Analysis Date
	
	Reference
to CofA
	
	Volume
	
	Speed
	

	% Dissolved

	Unit #
	1
	2
	3
	4
	5
	6
	7
	8
	9
	10
	11
	12
	Mean
	Min
	Max
	% RSD

	Capsule Wt. (mg)
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	15 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	30 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	45 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	60 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	75 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	90 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	105 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	120 minutes
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Table 11.5B.
Summary of In-Vitro Dissolution Profile of RLD Product Name in OGD Media

	Product Name
	
	Method No.
	
	Apparatus
	

	Lot No.
	
	Exp Date
	
	Medium & Temperature
	

	Analysis Date
	
	Reference
to CofA
	
	Volume
	
	Speed
	

	% Dissolved

	Unit #
	1
	2
	3
	4
	5
	6
	7
	8
	9
	10
	11
	12
	Mean
	Min
	Max
	% RSD

	Capsule Wt. (mg)
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	15 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	30 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	45 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	60 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	75 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	90 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	105 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	120 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Book/Page# 


Table 11.6
Summary of In Vitro Dissolution Studies of Company and Product Name (Test) vs. RLD Product Name (Reference) 
	Dissolution Conditions
	Apparatus:
	

	
	Speed of Rotation:
	

	
	Medium:
	

	
	Volume:
	

	
	Temperature:
	

	Firm’s Proposed Specifications
	

	Dissolution Testing Site
(Name, Address)
	

	Study
Ref No.
	Testing Date
	Product ID \ Batch No.
(Test - Manufacture Date)
(Reference – Expiration Date)
	Dosage
Strength
& Form
	No. of
Dosage
Units
	
	Collection Times (minutes)
	Study
Report
Location

	
	
	
	
	
	
	15
	30
	45
	60
	75
	90
	105
	120
	

	####
	
	
	
	
	Mean
	
	
	
	
	
	
	
	
	Module 5.3.1.3 App 3

	
	
	
	
	
	Range
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	% CV
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	Mean
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	Range
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	% CV
	
	
	
	
	
	
	
	
	


Table 11.6A.
Summary of In-Vitro Dissolution Profile of Company and Product Name in OGD Media

	Product Name
	
	Method No.
	
	Apparatus
	

	Lot No.
	
	Mfg Date
	
	Medium & Temperature
	

	Analysis Date
	
	Reference
to CofA
	
	Volume
	
	Speed
	

	% Dissolved

	Unit #
	1
	2
	3
	4
	5
	6
	7
	8
	9
	10
	11
	12
	Mean
	Min
	Max
	% RSD

	Capsule Wt. (mg)
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	15 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	30 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	45 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	60 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	75 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	90 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	105 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	120 minutes
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Table 11.6B.
Summary of In-Vitro Dissolution Profile of RLD Product Name in OGD Media

	Product Name
	
	Method No.
	
	Apparatus
	

	Lot No.
	
	Exp Date
	
	Medium & Temperature
	

	Analysis Date
	
	Reference
to CofA
	
	Volume
	
	Speed
	

	% Dissolved

	Unit #
	1
	2
	3
	4
	5
	6
	7
	8
	9
	10
	11
	12
	Mean
	Min
	Max
	% RSD

	Capsule Wt. (mg)
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	15 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	30 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	45 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	60 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	75 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	90 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	105 minutes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	120 minutes
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2.7.1.3 Comparison and Analyses of Results Across Studies

2.7.1.3.1 Study No. # – Product Name Fasted Study
<Please add description of study>
Summary of Adverse Events (AEs)

<Please add brief description of adverse events of study>

Results Summary

<Please add results summary of study>

Table 16A provides a summary of the results.

Based on the statistical analysis of Analyte name, it was concluded that Test product Product Name of Company Name. was found bioequivalent with Reference Product, RLD Product Name of RLD Company Name. in normal, healthy, adult, male human subjects under fasting conditions.

Please refer to Module 5.3.1.2 for the clinical study report.
2.7.1.3.2 Study No. # – Product Name Fasted Study

<Please add description of study>

Summary of Adverse Events (AEs)

<Please add brief description of adverse events of study>

Results Summary

<Please add results summary of study>

Table 16B provides a summary of the results.

Based on the statistical analysis of Analyte name, it was concluded that Test product Product Name of Company Name. was found bioequivalent with Reference Product, RLD Product Name of RLD Company Name. in normal, healthy, adult, male human subjects under fasting conditions.

Please refer to Module 5.3.1.2 for the clinical study report.
2.7.1.3.3 Study No. # – Product Name Fed Study

<Please add description of study>

Summary of Adverse Events (AEs)

<Please add brief description of adverse events of study>

Results Summary

<Please add results summary of study>

Table 16C provides a summary of the results.

Based on the statistical analysis of Analyte name, it was concluded that Test product Product Name of Company Name. was found bioequivalent with Reference Product, RLD Product Name of RLD Company Name. in normal, healthy, adult, male human subjects under fasting conditions.

Please refer to Module 5.3.1.2 for the clinical study report.
2.7.1.3.4 Retention Samples for Study No. # (Product Name Fasted) and Study No. #
The initial intentions for Study No. # (Product Name Fasted) and Study No. # (Product Name Fed) were to be pilot studies to determine which of Company Name proposed test formulation was most adequate and bioequivalent to the RLD. As per the results of the study, Test Formulation 2 was determined to be bioequivalent to the RLD under both fasting and fed conditions (see Section 2.7.1.3.2 and Section 2.7.1.3.3)

After review of the results, Company Name considered these studies as pivotal studies as opposed to just pilot studies. The reason for this is to avoid the requirement to unnecessarily dose more healthy subjects with this teratogenic drug subject to a REMS (Risk Evaluation and Mitigation Strategy). The studies were adequately conducted as per the study protocol, under GCP/GLP/ICH requirements and were adequately powered at 24 subjects and the study batches were manufactured un cGMP conditions at exhibit scale size for an ANDA submission. Please refer to Module 5.3.1.2 for Study Report No. # XXX and Study Report No. #XXX .
The only caveat is that because these studies were initially treated as pilot studies, investigational product samples were not randomly selected to keep as reserve samples as described in the Guidance for Industry, Handling and Retention of BA and BE Testing Samples, May 2004.

Please note that for both studies <Samples Number> of each Test and Reference product were shipped to the CRO. As per discussion with the CRO, after product verification and dosing in each of the studies, the remaining investigational product, although not explicitly kept as retention samples, were maintained as such. They have been kept in a totally segregated and fully compliant in-house storage area with controlled access to the samples. The table below provides a breakdown of the remaining investigational product.

	Investigational Product
	Units Shipped to CRO
	Units Utilized for Physical Verification
	Units Dosed in Study number 
	Units Dosed in Study number
	Total Remaining IPs

	Test (T1)
	
	
	
	
	

	Test (T2)
	
	
	
	
	

	Reference (R)
	
	
	
	
	


As per the Guidance for Industry: Compliance Policy for the Quantity of Bioavailability and Bioequivalence Samples Retained Under 21 CFR 320.38(c), dated August 2020,  for drug products that are manufactured in single-dose units FDA does not intend to enforce the requirement to retain a sufficient quantity to perform five times all the release tests required, so long as the minimum quantity of drug product for sample retention is 30 units each of the test article and reference standard from each shipment is retained. Company Name acknowledges that less than 30 units of the Test and Reference products are available to designate as retains. However, based on the aforementioned reasons for not conducting additional studies, namely, to limit further exposure to this teratogenic, REMS controlled drug, Company Name hereby requests an exception.

<Please add description if any controlled correspondence done on BE study.>
Table 12.
Summary of Bioavailability Study - Study # (Fasting, Strength), Study # (Fasting, Strength) and Study # (Fed, Strength)
	Study

Ref. No.
	Study Title/Objective
	Study Design
	Treatments

(Dose, Dosage Form, Route)

[Product ID]
	Subjects

(No. (M/F)

Type

Age: mean

(Range)
	Arithmetic Mean Parameters (+/-SD) (%CV)
	Study Report Location

	
	
	
	
	
	Cmax (ng/mL) or (unit/mL)
	Tmax (hr)#
	AUC0-t (hr*ng /mL) or units
	AUC0-∞ (hr*ng /mL) or units
	t½ (hr) 
	Kel (1/hr) 
	

	Product Name – Study# (Fasting Study) For Baseline Corrected Product Name

	####
	
	
	
	
	
	
	
	
	
	
	Module 5.3.1.2

	
	
	
	
	
	
	
	
	
	
	
	

	Product Name – Study# (Fasting Study) For Baseline Uncorrected Product Name

	####
	
	
	
	
	
	
	
	
	
	
	Module 5.3.1.2

	
	
	
	
	
	
	
	
	
	
	
	

	Product Name – Study# (Fasting Study) For Baseline Uncorrected Product Name

	####
	
	
	
	
	
	
	
	
	
	
	Module

5.3.1.2

	
	
	
	
	
	
	
	
	
	
	
	

	Study# (Fasting study) For Baseline Uncorrected Product Name

	####
	
	
	
	
	
	
	
	
	
	
	Module 5.3.1.2

	
	
	
	
	
	
	
	
	
	
	
	

	Product Name – Study# (Fed Study) For Baseline Uncorrected Product Name

	####
	
	
	
	
	
	
	
	
	
	
	Module 5.3.1.2

	
	
	
	
	
	
	
	
	
	
	
	

	Product Name – Study# (Fed Study) For Baseline Uncorrected Product Name

	####
	
	
	
	
	
	
	
	
	
	
	Module 5.3.1.2

	
	
	
	
	
	
	
	
	
	
	
	


#For Tmax Median (min – max)

Table 13A.
Statistical Summaries of the Comparative Bioavailability Data for Unscaled Average BE Studies - Study # (Fasting, Strength), Study # (Fasting, Strength) and Study # (Fed, Strength)
	Reference Scaled Average Bioequivalence Approach Used 
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	Product Name
(No of subjects completed= XX) 

Dose (XX mg) 

Least Squares Geometric Means, Ratio of Means, and 90% Confidence Intervals

	 Fasting Bioequivalence Study (Study No.: #) For Baseline Corrected

	Parameter
	Test 
	N
	RLD
	N
	Ratio 
	90% C.I. 

	AUC0-t
	
	
	
	
	
	

	AUC∞
	
	
	
	
	
	

	Cmax
	
	
	
	
	
	

	Product Name
(No of subjects completed= XX) 

Dose (XX mg) 

Least Squares Geometric Means, Ratio of Means, and 90% Confidence Intervals

	 Fasting Bioequivalence Study (Study No.: # XXX) For Baseline Uncorrected

	Parameter
	Test 
	N
	RLD
	N
	Ratio 
	90% C.I. 

	AUC0-t
	
	
	
	
	
	

	AUC∞
	
	
	
	
	
	

	Cmax
	
	
	
	
	
	

	Product Name
(No of subjects completed=XX) 
Dose (XX mg) 

Least Squares Geometric Means, Ratio of Means, and 90% Confidence Intervals

	Fasting Bioequivalence Study (Study No.: #XXX) For Baseline Corrected

	Parameter
	Test (T2)
	N
	RLD
	N
	Ratio (T2/R)
	90% C.I. 

for (T2/R)

	AUC0-t
	
	
	
	
	
	

	AUC∞
	
	
	
	
	
	

	Cmax
	
	
	
	
	
	

	Product Name
(No of subjects completed=XX)
Dose (XX mg)
Least Squares Geometric Means, Ratio of Means, and 90% Confidence Intervals

	Fasting Bioequivalence Study (Study No.: #XXXX) For Baseline Uncorrected

	Parameter
	Test (T2)
	N
	RLD
	N
	Ratio (T2/R)
	90% C.I.

for (T2/R)

	AUC0-t
	
	
	
	
	
	

	AUC∞
	
	
	
	
	
	

	Cmax
	
	
	
	
	
	

	Product Name
(No of subjects completed=XX) 
Dose (XX mg) 

Least Squares Geometric Means, Ratio of Means, and 90% Confidence Intervals

	Fed Bioequivalence Study (Study No.: #XXX) For Baseline Corrected

	Parameter
	Test (T2)
	N
	RLD
	N
	Ratio (T2/R)
	90% C.I.

for (T2/R)

	AUC0-t
	
	
	
	
	
	

	AUC∞
	
	
	
	
	
	

	Cmax
	
	
	
	
	
	

	Product Name
(No of subjects completed=XX) 
Dose (XX mg) 

Least Squares Geometric Means, Ratio of Means, and 90% Confidence Intervals

	Fed Bioequivalence Study (Study No.: #XXX) For Baseline Uncorrected

	Parameter
	Test (T2)
	N
	RLD
	N
	Ratio (T2/R)
	90% C.I.

for (T2/R)

	AUC0-t
	
	
	
	
	
	

	AUC∞
	
	
	
	
	
	

	Cmax
	
	
	
	
	
	


If Reference Scaled Average Bioequivalence Approach is not Used, then complete Table 3A only If Yes, then complete Tables 13A and 13B.

Table 13B.
Statistical Summary of the Comparative Bioavailability Data for Reference-Scaled Average BE Studies - Study # (Fasting, Strength), Study # (Fasting, Strength) and Study # (Fed, Strength)
	Parameter
	T/R Ratio
	Lower 90% CI
	Upper90% CI
	s2wr
	sWR
	Criteria Bound
	Method Used
	Outcome

	LAUCT 
	
	
	
	
	
	
	
	

	LAUCI 
	
	
	
	
	
	
	
	

	LCMAX 
	
	
	
	
	
	
	
	


NA = Not Applicable

Table 14.
Composition of Non-Standard Breakfast Meal Used in Fed Bioequivalence Study # (Strength)
	Standard FDA Meal Used?
	 No  Yes                                  

	If No, then meal components and composition is listed in the tables below

	Composition of Non-standard FDA Meal Used in Fed Bioequivalence Study

	Ingredients
	Amount (g)
	Energy (kcal)
	Protein (kcal)
	Fat (kcal)
	Carbohydrate (kcal)

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	Total (Calories)
	
	
	
	

	%
	
	
	


If the standard meal referenced in the guidance for industry Food-Effect Bioavailability and Fed Bioequivalence studies is used, then it is not necessary to complete the table. In that case, please state in the fed bioequivalence study report that the FDA standard meal was used. If an alternative meal is used, please complete the summary table.
Table 15.
SOP’s dealing with Bioanalytical Repeats of Study – Study# (Fasting Study, Strength), Study # (Fasting study, Strength) and Study # (Fed study, Strength)
	SOP No.
	Effective Date of SOP
	SOP Title

	
	
	


Include the SOP for bioanalytical repeats in your submission.
2.7.1.4 Demographic and Other Characteristics of Study Population

Table 15A.
Demographic Profile of Subjects Completing the Bioequivalence Study - # (Fasting Study, Strength)
	Study No. #

	
	Treatment Groups

	
	Test Product (T)

N = XX
	Reference Product (R)

N = XX

	Age (years)
	Mean ± SD
	
	

	
	Range
	
	

	Age Groups
	< 18
	
	

	
	18 – 40
	
	

	
	41 – 64
	
	

	
	65 – 75
	
	

	
	> 75
	
	

	Sex
	Male
	
	

	
	Female
	
	

	Race
	Asian
	
	

	
	Black
	
	

	
	Caucasian
	
	

	
	Hispanic
	
	

	
	Other
	
	

	BMI

(Kg/m²)
	Mean ± SD
	
	

	
	Range
	
	

	Height

(cm)
	Mean ± SD
	
	

	
	Range
	
	

	Weight

(Kg)
	Mean ± SD
	
	

	
	Range
	
	


Table 15B.
Demographic Profile of Subjects Completing the Bioequivalence Study: # (Fasting study, Strength)
	Study No. #

	
	Treatment Groups

	
	Test Product (T)

N = XX
	Reference Product (R)

N = XX

	Age (years)
	Mean ± SD
	
	

	
	Range
	
	

	Age Groups
	< 18
	
	

	
	18 – 40
	
	

	
	41 – 64
	
	

	
	65 – 75
	
	

	
	> 75
	
	

	Sex
	Male
	
	

	
	Female
	
	

	Race
	Asian
	
	

	
	Black
	
	

	
	Caucasian
	
	

	
	Hispanic
	
	

	
	Other
	
	

	BMI

(Kg/m²)
	Mean ± SD
	
	

	
	Range
	
	

	Height

(cm)
	Mean ± SD
	
	

	
	Range
	
	

	Weight

(Kg)
	Mean ± SD
	
	

	
	Range
	
	


Table 15C.
Demographic Profile of Subjects Completing the Bioequivalence Study: # (Fed study, Strength)
	Study No. #

	
	Treatment Groups

	
	Test Product (T)

N = XX
	Reference Product (R)

N = XX

	Age (years)
	Mean ± SD
	
	

	
	Range
	
	

	Age Groups
	< 18
	
	

	
	18 – 40
	
	

	
	41 – 64
	
	

	
	65 – 75
	
	

	
	> 75
	
	

	Sex
	Male
	
	

	
	Female
	
	

	Race
	Asian
	
	

	
	Black
	
	

	
	Caucasian
	
	

	
	Hispanic
	
	

	
	Other
	
	

	BMI

(Kg/m²)
	Mean ± SD
	
	

	
	Range
	
	

	Height

(cm)
	Mean ± SD
	
	

	
	Range
	
	

	Weight

(Kg)
	Mean ± SD
	
	

	
	Range
	
	


2.7.1.5 Common Adverse Events
Table 16A.
Incidence of Adverse Events in Individual Studies – Study# (Fasting Study, Strength)
	Body System /

Adverse Event
	Reported Incidence by Treatment Groups

	
	Fasting Bioequivalence Study

Study No. #XXX

	
	Test Product (T)
	Reference Product (R)
	Not related with investigational product

	

	
	
	
	

	
	

	
	
	
	

	
	
	
	

	Total
	
	
	


<Note: Please add adverse events based on study>
Table 16B.
Incidence of Adverse Events in Individual Studies6 – Study #  (Fasting study, Strength)
	Body System /

Adverse Event
	Reported Incidence by Treatment Groups

	
	Fasting Bioequivalence Study

Study No. #XXX

	
	Test Product (T)
	Reference Product (R)
	Not related with investigational product

	

	
	
	
	

	
	

	
	
	
	

	
	
	
	

	Total
	
	
	


<Note: Please add adverse events based on study>
Table 16C.
Incidence of Adverse Events in Individual Studies – Study # (Fed study, Strength)
	Body System /

Adverse Event
	Reported Incidence by Treatment Groups

	
	Fasting Bioequivalence Study

Study No. #XXX

	
	Test Product (T)
	Reference Product (R)
	Not related with investigational product

	

	
	
	
	

	
	

	
	
	
	

	
	
	
	

	Total
	
	
	


Appendix 1 Bioequivalence Recommendation of Product Name 
Appendix 2 Site name’s GDUFA Self-identification Status
Appendix 3 Company Name GDUFA Self-identification

Appendix 4 Company Name COA – Product Name
Appendix 5 Company Name COA – Product Name
Appendix 6 Company Name COA – Product Name
Appendix 7 Company Name COA – Product Name
Appendix 8 Company Name COA – Product Name
Appendix 9 Company Name COA – Product Name
Appendix 10 Reference Product’s COA – RLD Product Name
Appendix 11 Reference Product’s COA – RLD Product Name
Appendix 12 Reference Product’s COA – RLD Product Name
Appendix 13 Reference Product’s COA – RLD Product Name
Appendix 14 Reference Product’s COA – RLD Product Name
Appendix 15 Reference Product’s COA – RLD Product Name
Appendix 16 Controlled Correspondence # XXXX (If any)
Confidential 
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