
 
 

 

 

Early Drug Development Package 
Welcome and congratulations on developing your pharmaceutical drug or concept for a 
new drug.  Compliance Insight has put together information to assist with navigation of 
the FDA website and determining how to move forward with your new invention.  The 
information and attachments center around FDA regulations related to pharmaceuticals 
for human use.   
 

FDA Website Links 
1. The link to FDA’s webpage on “How Drugs are Developed and Approved”, 

www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApprov
ed/default.htm 

2. The link to FDA Good Manufacturing Practices, 21 CFR Part 210/211.  These are the 
minimum manufacturing requirements for drug manufacturing, 
www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=210 and 
www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=211 

3. Link to the FDA Pre‐IND Consultation Program, 
www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApprov
ed/ApprovalApplications/InvestigationalNewDrugINDApplication/Overview/default.htm 

4. Link to the FDA Handbook Review Processes for: IND, NDA, ANDA, OTC review processes 
and Entire Drug Development process, https://www.quora.com/If‐one‐wants‐to‐
register‐a‐new‐drug‐in‐the‐USA‐what‐laws‐or‐regulations‐will‐apply‐to‐it 

 

What is included? 
1. FDA Drug Approval pathways 
2. FDA Drug Approval Process and Timeline 
3. Abbreviated New Drug Application (ANDA) Timeline 
4. OTC Drug Monograph Process 
5. FDA Pre‐IND Contact List 
6. FY 2019 GDUFA & PDUFA User Fees 
7. Minimum Required Documents for Phases 1‐3 (3 pages) 
8. Common issues with filing an ANDA or NDA 
9. A basic list of SOPs recommended for Virtual and Start UP companies.  This list will be 

modified based upon the drug manufacturing process 
 

 
For additional questions/concerns please set up an initial consultation by 
calling 513‐860‐3512 or email info@compliance‐insight.com. 













https://www.federalregister.gov/documents/2022/10/12/2022-22099/generic-drug-user-fee-rates-for-fiscal-year-2023 

 
 
 
 

2023 GDUFA User Fees 
 

Application Standard Fee 
Abbreviated New Drug Application (ANDA) $240,582 

Drug Master File $78,293 

Facilities Standard Fee 

Active Pharmaceutical Ingredient (API)-
Domestic 

$37,544 

Active Pharmaceutical Ingredient (API)-
Foreign 

$52,544 

Finished Dosage Form (FDF)-Domestic $213,134 

Finished Dosage Form (FDF)-Foreign $228,134 
Contract Manufacturing Organization (CMO) $51,152 

Contract Manufacturing Organization (CMO)-
Foreign 

$66,152 

GDUFA Program Standard Fee 

Large size operation generic drug applicant $1,620,556 

Medium size operation generic drug 
applicant 

$648,222 

Small size operation generic drug applicant $162,056 
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