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This presentation reflects the views of the 

speaker which do not reflect FDA, HHS or 

other government opinion/policy. No 

disclosures.
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Introduction

The presentation will provide information 

in sections of the Common Technical 

Document (CTD) format for ANDA 

applications to assist in preparing a 

good, complete, high-quality

application to submit to the FDA. 
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SUBMISSION QUALITY
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The Application Should Demonstrate 

1. The firm fully understands the product and 

process.

2. The firm has a robust and consistent 

manufacturing process.

3. The firm has adequate controls in place 

from excipients, in-process through 

stability.
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How?

1. Well Organized and logical flow of 

information.

2. Use Module 2 to tell your product story

3. Provide enough data to support conclusion 

and decision.
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ICH Common Technical Document
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The Integrated Quality Assessment

Under the Office of Pharmaceutical Quality (OPQ), 

a team-based approach is used to perform the 

quality assessment of an application. The team 

consists of: 

• Drug substance reviewer(s)

• Drug product reviewer(s)
• Process reviewer(s)

• Facility reviewer(s)                       

• Other technical advisors as needed (Micro)

Application Technical Lead (ATL) 

• Oversees the technical content

Regulatory Business Process Manager (RBPM)   

• Manages the process 



 Module 1 – Regional

 Module 2 – CTD Summaries

 Module 3 – Quality
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Module 1 – Regional

 1.1.   Forms

 1.2.   Cover Letter

 1.3.  Administrative Information (contact)

 1.4. References

 1.12  Other Correspondence 

 1.14. Labeling 

 1.16  Risk Management Plan (REMS) 
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Module 2-CTD Summaries 

 2.2.  Introduction

 2.3. Quality Overall Summary(QOS) 

 2.7. Clinical Summary 
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Module 2

Quality Overall Summary (QOS)

1. The QOS summarizes what is known about the drug 

substance(API) in section 2.3.S and the drug product in 

section 2.3.P.

2. It is designed based on QbR (Question based review)

3. Use it to tell your product Story and Provides a summary 
of the chemistry, manufacturing and controls section of the 

application.

4. All information provided in the summary needs to be 

accurate and supported by information, data, or justification 

included in Module 3 or other parts of the application. 
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Recommendation for Model 2

How were potential impurities identified and 

characterized?

Make sure that the proposed limit is in compliance 

with ICH Qualification/Identification Threshold and 

MDD (Maximum Daily Dose) and TDI (Total Daily 

Intake) to avoid the need for a toxicology consult.
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Residual Solvents
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Recommendation for Model 2

Potential Genotoxic Impurities (Ref. to ICH M7)
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Recommendation for Module 2

 DS Retest date: NMT 12 months unless 

conduct in-house Stability tests. 

 Reference Standards for DS and DP: 

 If characterization report not from DP 

manufacturer: applicant still needs to interpret 

all spectral data to confirm all structures 

 If you have used USP reference standard, IR 

comparison is sufficient
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Analytical Test Methods and Validation

 Verification highly recommended for compendial

procedures - refer to USP <1226>

 Verification highly recommended for method transfer

from DMF holder/outside lab to ANDA sponsor- refer

to USP<1224>

 Full validation reports highly recommended for in-

house methods-refer to USP<1225>

 Equivalency data to show that in-house method is

equivalent to or better than the USP method- refer to 

USP<1225>
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Analytical Test Methods

Chromatographic Conditions Validation Summary
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Module 3 – Quality

1.   3.2.S. Drug Substance

2. 3.2.P. Drug Product

3. Appendices (Agents Safety Evaluation)

4. 3.2.R. Regional Information

5. Literature References

 Follow the instruction in “Guidance for Industry 

(DRAFT) ANDA Submissions - Content and 

Format of Abbreviated New Drug Applications 

(June 2014)
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Summary

• Applicant should show an understanding of 

The principles, materials, technology and 

potential sources of variation.

• Provide complete, well written & organized 

documents

• Proofread to avoid discrepancies between 

Modules 2 & 3

• Quality Overall Summary (QOS) or Module 2 

should include a summary of Module 3
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Take Away

Increase the probability of

“right- first-time” submission

Deliver a high quality product 

that meets patient needs

22



Acknowledgements

Thanks to:

• Susan Rosencrance

• Peter Capella

• Geoffrey Wu

• Damaris Maldonado

23



References & Resources

OPQ Questions
CDER-OPQ-Inquiries@fda.hhs.gov

Common Technical Document (CTD) 

e-CTD Questions

esub@fda.hhs.gov
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• MaPP 5015.10: Chemistry Review of 

Question-based Review (QbR) 

Submissions

• ICH M4Q: The CTD - Quality

• Guidance for Industry (DRAFT) ANDA 

Submissions - Content and Format of 

Abbreviated New Drug Applications

Thank you for your attention!

Please evaluate this session:

surveymonkey.com/r/PQS-D2S13

mailto:CDER-OPQ-Inquiries@fda.hhs.gov
mailto:esub@fda.hhs.gov
http://www.fda.gov/downloads/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDER/ManualofPoliciesProcedures/UCM423752.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM073280.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM400630.pdf
https://www.surveymonkey.com/r/PQS-D2S13

