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1. [bookmark: _Toc215481889]OVERVIEW
<The details provided below are for reference>
This report is to summarize conducted a User interface study between [Company Name]’s proposed generic, [Product Name] and the reference listed drug (RLD), [RLD Name], held by [Company Name] (NDA XXXXXX) as outlined in the FDA Draft Guidance for Industry: Comparative Analyses and Related Comparative Use Human Factors Studies for a Drug-Device Combination Product Submitted in an ANDA, January 2017. 
The RLD, [RLD Name] is a pharmacological class indicated for XXXX.

The RLD, [RLD Name] is supplied as description of RLD along with pack details, as follows:
	X.X mL fill in X mL Vial (Carton containing 1 Vial)
	: NDC Number

	X.X mL fill in X mL Vial (Carton)
	: NDC Number




[Company Name] intends to commercialize generic, [Product Name] filled into X mL Vial, description of generic product along with pack details.

Please note [Company Name]’s, [Product Name] and the RLD, [RLD Name] shall be referred to herein as “Generic” and “RLD” respectively. In alignment with FDA’s current expectation for any differences in the generic product presentation relative to RLD for substitutability, a User  Interface has been conducted between the proposed generic product and the associated dose administration to determine whether the generic product is similar to the RLD and be used safely by an intended user without additional training prior to use.

The approved patient insert for the RLD does not provide “Directions for Use”. Hence, the “Directions for Use” was generated and used to simulate the workflow (task analysis) for the preparation and administration of the product in this study.
This user interface study included the following comparisons between the RLD and [Company Name]’s proposed generic product, as specified in the FDA Draft Guidance (Ref.1):
· Physical Comparison: a comparison of the physical features of the delivery device constituent part for each product, performed via visual and tactile inspection.
· Labeling Comparison: a comparison of the prescribing information and other patient- facing labeling, including instructions for use, carton, and on-device labels for each product.
· Comparative Task Analysis: a comparison between the tasks required to use each product.

The focus of this study was on identifying and classifying differences in external critical design attributes between the RLD and the proposed generic. An external critical design attribute is a feature that an end user will rely on to safely and effectively perform a task that is critical to the use of the product. Any differences identified in these comparisons were classified according to their impact on these external critical design attributes using the following criteria:
· No design differences. No differences are identified between the user interface of the products.
· Minor design differences. The differences in the user interface of the products do not affect an external critical design attribute.
· Non-minor design differences. Differences in the design of the products may impact an external critical design attribute that involves administration of the product.

Refer below investigational product details:
	Type of product
	Items
	Batch no./Lot #

	Generic drug product
	[Product Name]
	Batch No. : XXXXXX MFG.: 0X/202X

	Reference listed drug product
	[RLD Name]
	Lot. # XXXX Exp. 202X/0X
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2 [bookmark: _Toc215481890]USER INTERFACE STUDY
[Company Name] obtained samples of the RLD and related product packaging and labeling. The samples were then compared to the product components and labels for [Company Name]’s proposed generic Please see Figure 1 below.
The resulting, Physical Comparison, Labeling Comprehension and Comparative Task Analysis are summarized in the sections below

[bookmark: _Toc215323574]Figure 1. High Resolution Photographic Comparison of [RLD Name] (left) and Generic product (right)
	RLD
	Generic

	<Please add image>
RLD’s carton and its contents
	<Please add image>
Generic’s carton and its contents

	<Please add image>
RLD’s sealed Vial 
	<Please add image>
Generic’s sealed Vial

	<Please add image>
RLD’s stoppered Vial
	<Please add image>
Generic’s stoppered Vial

	<Please add image>
RLD’s Filter
	<Please add image>
Generic’s Filter

	The primary differences between the RLD and [Company Name]’s drug-device are branding, manufacturer identity and contact information. The generic’s label has some differences in layout and font, but none of these differences are anticipated to affect product use as the information and size of the device labels are consistent. 







[bookmark: _Toc215481891]2.1	Physical Comparison
The physical features of the delivery device constituent part for each product were compared via visual and tactile inspection. The results of the physical comparison are presented in Table 1.

[bookmark: _Toc215481992]Table 1. Physical Comparison of the RLD (Left) and Generic Product (Right) and the associated device constituent components
	Feature
	RLD, [RLD Name]
	Generic
	Discussion of Differences/ Potential Effects

	Fully assembled device

	Packaging
	<Please add image>
[RLD Name]
	<Please add image>
[Product Name]
	Minor difference was observed RLD uses “Trademark” name, and the proposed generic product’s label uses only the established name.

This is permitted by FDA regulation for generic products.

No impact on critical task performance.

	Sealed Vial
	<Please add image>

	<Please add image>

	Minor difference in seal on the generic product relative to RLD product.

The generic uses a seal integrated, and the RLD uses plastic wrap around the seal.

No impact on critical task performance.

	Fill Volume
	X.X mL
	X.X mL
	No Difference

	Filter Device

	Filter Dimensions
	
	<Please add image>
	<Please add image>
	Minor difference in geometry and dimensions of the components. Physical design and attributes are virtually identical beyond the dimensions.

No impact on critical task performance.

	
	
	XX.XX mm
	XX.XX mm
	

	
	
	XX.XX mm
	XX.XX mm
	

	Vial

	Vial Dimensions
	Total Height
	XX.XX mm
	XX.XX mm
	Minor difference in geometry and dimensions of the components. Physical design and attributes are virtually identical beyond the dimensions.

No impact on critical task performance.

	
	
	XX.XX mm
	XX.XX mm
	

	
	Color
	<Please add image>
	<Please add image>
	

	Stopper

	Stopper
Dimensions
	Total Height
	XX.XX mm
	XX.XX mm
	Minor difference in the stopper dimensions. Physical design and attributes are virtually identical beyond the dimensions

No impact on critical task performance

	
	
	XX.XX mm
	XX.XX mm
	

	
	Color
	<Please add image>
	<Please add image>
	

	Seal

	Seal Dimensions
	
	XX.XX mm
	XX.XX mm
	Minor difference in the geometry and dimensions of the protective Seal.

Physical design and attributes are virtually identical beyond the dimensions. 

No impact on critical task, performance as both seal provide protection to the content of the vial.

	
	
	XX.XX mm
	XX.XX mm
	

	
	Color
	<Please add image>
	<Please add image>
	



In conclusion, while there are some physical differences between the two devices, in particular the dimensions and geometry of the Vial and Stopper and the seal; the generic drug-device presentation has similar user interface as the RLD. However, these minor differences do not introduce any new tasks in the required workflow for using the generic product relative to RLD. These differences are minor and are unlikely to affect device use and dose administration compared to the RLD.

[bookmark: 2.2_Labeling_Comparison][bookmark: _bookmark7]Thus, from device functionality and usability point of view, the generic device possesses all the critical design attributes provided by the RLD necessary to administer a dose in the same manner as the RLD. Additionally, Labeling Comparison and Comparative Task Analysis aspects of the User Interface study presented below further confirm this assertion.

[bookmark: _Toc215481892]2.2	Labeling Comparison
The prescribing information and other patient-facing labeling, including carton, and on-device labels for each product were compared. A comprehensive prescribing information and other patient-facing labeling are included in this assessment. i.e. comparison between the text, graphics, layout, and use of color were herein considered.

Table 2, 3 and 4 summarize differences in the carton, vial labeling and prescribing information between (RLD), [RLD Name] (on left) and [Product Name] (on right) Only minor differences were found, relating primarily to branding and manufacturer identity and contact information.


[bookmark: _Toc215481993]Table 2. Comparison of Outer Carton Labeling for RLD (left) and [Company Name]’s Generic Device (right)
	RLD
	Generic

	<Please add image>
	<Please add image>

	Minor differences only.
The primary differences between the outer cartons are branding, manufacturer identity and contact information. None of these differences are anticipated to affect product use as the information and size of the cartons are consistent with FDA labeling regulations for generic products.



[bookmark: _Toc215481994]Table 3. Comparison of the Primary Label for RLD (Left) and [Company Name]’s Generic (right)
	RLD
	Generic

	<Please add image>
	<Please add image>

	Minor differences only.
The primary differences between the RLD Vial label and [Company Name]’s Vial label are branding, manufacturer identity and contact information. [Company Name]’s label has some differences in layout and font, but none of these differences are anticipated to affect product use as the information and size of the device labels are consistent.



[bookmark: _Toc215481995]Table 4. Comparison of Prescribing Information for RLD and Proposed Generic [Product Name]
	Information/ Element
	Differences
	Assessment

	Manufacturer Information
	RLD, [RLD Name] and the proposed generic [Product Name], have different manufactures names which are provided in the respective PIs.

Distributed by: Add RLD details	                                           Manufactured by: XX
                                           Distributed by: XX

Revised: XX/202X
	Minor difference only. Manufacturer name and address.

This is permitted by FDA regulations

	Tradename/ Drug Name
	The RLD uses tradename “[RLD Name]”, and the generic product uses a generic name [Product Name]
	Minor difference only. RLD uses a trademark.

This is permitted by FDA regulations

	Letter Case
	· RLD, [RLD Name] and [Company Name]’s generic [Product Name], use similar letter cases for certain words:

“[Product Name]”
“Rx only”	“Rx only”
“Sterile”	“Sterile”
	

	Table Formatting
	· RLD uses a gridded approach to tables
· [Company Name]’s uses a gridded approach to tables
	No difference







[bookmark: _Toc215481893]2.3	Comparative Task Analysis
A comparative tasks analysis using the PCA (perception, cognition, action) method is to be performed on the steps to prepare and administer a dose to determine the critical design attributes and analyze the differences between use of the RLD and the generic devices.

This study is to determine whether any differences in design for the user interface of the proposed generic product as compared to the reference listed drug (RLD) are acceptable and whether the proposed product can be expected to have the same clinical effect and safety profile as the RLD when administered to patients under the conditions specified in the labeling. And, to demonstrate whether the proposed product can be substituted for the RLD without the intervention of a health care provider and/or without additional training prior to use. Please note that RLD, [RLD Name], does not have “Instruction of Use” and the User Interface study was conducted as per FDA current thinking to demonstrate the generic product’s substitutability relative to RLD.

The analyst conducted the comparative task analysis (tasks) using the generated IFU, noting any perceptional, cognitive, and tactile differences between the RLD and generic device with emphasis on end user ease of use in terms of holding the device prior to use, removing the device from the package, and administering the dose as well as any perceptional differences of effort required for performing these tasks. The comparative task analysis results are presented in Table 5.


[bookmark: _Toc215481996]Table 5. Results of Comparative Task Analysis for RLD and Generic proposed [Product Name]
	RLD, [RLD Name]
	Generic Product [Product Name]

	Task
	#
	Subtask
	Perception
	Cognition
	Action
	Differences compared to RLD

	Remove from Packaging

	
	a
	Remove device from packaging (carton)
<Please add image>
	Identify carton Opening
	Understand how to open carton
	Open carton
	No difference
<Please add image>

	
	
	<Please add image>
	Identify package insert
	Understand how to unfold package insert
	Remove and unfold package insert
	Minor difference.
The generic has folded glued package insert.
No impact on critical task performance
<Please add image>

	
	
	<Please add image>
	Identify device in the carton
	Determine how to grip device to remove from the carton
	Grip and remove device from the carton
	No difference
<Please add image>

	
	b
	Read and understand the patient insert (PI)
	Read and understand text
	Understand written Instructions.

Understand that the medication is for use only, keep out of the reach of children
	Read written instructions
	No difference
<Please add image>

	Preparation and Administration of Dose

	
	Step 1
	Read and understand the PI
	Read and understand text
	Understand written Instructions
	Read written instructions
	No difference

	
	Step 2
	Washing of hand
	Recognize that the hands have to be washed
	Understand that the hand has to be washed with soap and water before using the medication
	Wash hands with soap and water
	No difference

	
	Step 3
	Inspection of the seal
<Please add image>
	Identify the protective seal
	Understand to inspect the seal before using the medication for the first time, and make sure the protective Seal on the Vial is unbroken.
	Inspect the seal. Find out if the protective Seal on the Vial is unbroken
	Minor difference

The RLD has seal, but the generic seal has integrated seal, which has to be broken for use.

No impact on critical task performance.
<Please add image>

	
	Step 4
	Removal seal
<Please add image>
	Identify the seal
	Understand that the safety seal has to be to break the seal
	
	Minor difference
No impact on critical task performance.

	
	Step 5
	
	
	
	
	

	Simulation of infusion: Dosage Recommendation

	
	Step 6
	
	
	
	
	No difference

	
	Step 7
	
	
	
	
	No difference

	
	Step 8
	
	
	
	
	No difference

	
	Step 9
	
	
	
	
	No difference

	
	Step 10
	Administration of dose
<Please add image>
	
	
	
	No difference

	
	Step 11
	
	
	
	
	No difference
<Please add image>

	
	Step 12
	
	
	
	
	No difference
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3 [bookmark: _Toc215481894]DISCUSSION
This User Interface study was conducted to identify and assess differences in the design of the user interface of the RLD, [RLD Name] and [Company Name]’s proposed generic, [Product Name].

As per FDA’s Guidance, “Comparative Analyses and Related Comparative Use Human Factor Studies for a Drug-Device Combination Product Submitted in an ANDA: Guidance for Industry, January 2017”, the User Interface included a physical comparison of the device constituents for the products, a comparison of the patient-facing labeling for the two products and a comparative task analysis, the results for each comparison are summarized in Table 7 below.

[bookmark: _Toc215481997]Table 6. Summary of User Interface Study
	Type of Analysis
	Outcome
	Classification of difference
	Effect on Critical Task performance

	Physical Comparison
	There are some physical differences between the two devices, in terms of appearance, dimensions and geometry of the vial, seal design. These are purely cosmetics

	Minor difference in seal on the generic product relative the RLD product.
	These minor differences in the seal geometry and dimensions, and do not introduce any new tasks in the required workflow for the use of generic devices relative to RLD

	Labeling Comparison
	Carton: The differences between RLD and the proposed Generic are in branding, manufacturer identity, and layout/position of the information on the carton.
	Minor difference
	The differences are permitted by FDA regulations for generic products

	
	Vial: The design of the vial for the generic product is similar to RLD.
The differences in labeling between RLD and the proposed Generic are branding, manufacturer identity, and layout of the information on the carton. color contrast of dosing information.
	Minor difference
	

	
	Filter: 
	Minor difference
	

	Comparative Task Analysis
	As noted in the physical comparison section above, few minor differences were found in the comparative task performance for removing the seal.
The analyst was able to follow the instruction of use generated for conducting the critical task analysis and did not identify any differences between the RLD and the generic device, with exception of the seal removal.
	Minor difference
	These minor differences in the device  do not introduce any new tasks in the generated (simulated) workflow for the use of generic devices relative to RLD



In summary, while some differences were identified in the physical dimensions of the container/ closure and the components that constitute the device, these were minor and are not expected to affect device use.

The differences identified in labeling were related primarily to the branding and manufacturer identification which are acceptable to the Agency.

The differences identified from comparative task analysis have been subjected to risk assessment for potential failure modes as delineated in Table 7. Please note the RLD does not have “Instruction of Use.” An Instruction of Use was generated for this study purpose.

[bookmark: _Toc215481998]Table 7. Risk Assessment of differences identified between RLD, [RLD Name] and Proposed Generic, [Product Name]
	IFU Step*
	Difference
	Failure mode
	Potential impact
	Risk Mitigation/ Justification

	
	
	
	
	


*IFU was generated for this study, the RLD does not have IFU.




4 [bookmark: _Toc215481895]CONCLUSION
The end- users, i.e., patients, HCP or Care givers, who administer [Company Name]’s proposed generic, [Product Name] will be able to use it in the same way as with RLD, [RLD Name] and are at no greater risk of experiencing use-related issues than the RLD.

In conclusion, a user of the RLD, [RLD Name] would not require any additional training to use [Company Name]’s generic [Product Name] to perform the same critical tasks to use the generic device. Therefore, based on the findings of the User Interface study, no additional studies are required to demonstrate similarity between the RLD and the generic drug- device from the point of exterior user interface and usability of [Company Name]’s generic device. Also, the proposed drug-device can be expected to have the same clinical effect and safety profile as the RLD when administered to patients under the conditions specified in the labeling. Furthermore, the study indicates that the generic drug-device can be substituted for the RLD without the intervention of a health care provider and/or without additional training prior to use.

5 [bookmark: _Toc215481896]REFERENCES
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