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Investigational New Animal Drug 
Exemptions (INAD) 

• What are they and why are they important? 
• An FDA process that authorizes and controls the transport, 

possession, and use of certain unapproved drugs 

• Used under FDA approved study protocols to maintain the 
health and fitness of aquatic species and to meet 
management needs 

• Contribute drug effectiveness and safety data that may be 
used to support future drug approvals 

What they are not? 
• A “use permit”!!!   



Key Personnel Involved 

• Study Investigator 
• Designated by the facility  
• Responsible for conducting the INAD study 

 
 
 
 
 

• Field Trial Coordinator (a.k.a. me) 
• USFWS Employee with the AADAP Office  
• Responsible for administrating the NIP 

Study Monitor 
• Designated by the facility  
• Responsible for supervision of the study 



Benefits of Participating in the National 
INAD Program (NIP) 

• Access to needed drugs  
• Facility is enrolled under the INAD Program 
• Notify FDA and drug manufacturers of your facility’s 

participation 
 
 
 

 
 
 
 

• Establishes a centralized database 
• Actual data under each INAD on efficacy and safety 
 

Submit study data to Field Trial Coordinator 
• Quarterly Drug Receipt Reports and Annual Reports 

 



• Aqui-S 20E 
 

• Benzoak 
 

• sGnRHa  
(implant and injection) 
 
• CCP   

 
• CP 

 
• LHRHa 
 
• Calcein 

 
• MT Med. Feed 

 
 

 
 

• Florfenicol  
(Fish & Lobster) 

 
• OTC Med. Feed 
(Fish & Shrimp) 
 
• Chloramine – T 

 
• Diquat 

 
• OTIMM 

 
• H2O2 

 
• SLICE 

 

 INADs Administered by NIP 
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INAD Field Data for  
Years 2004 - 2010 

• 119 Fish Species Treated 
•  30 Salmonid 
•  75 non-Salmonid 
•  18 Marine 
•  10 Other 

 

• Total number of fish 
treated 
• 574.9 M 

• Total of ≈ 5,000 Studies 
Conducted 
 

• 83% successful 
• 4% unsuccessful 
• 13% inconclusive 
 
 

• Virtually no adverse effects  
     from INAD use 

 



INAD Forms 

• Drug Receipt Form – Form 1 
– Filled out each time INAD drug is received 

• Study Worksheet – Form W  
– Filled out prior to the start of a study 

• Inventory Form – Form 2 
– Filled out each time an INAD drug is used 

• Results Report – Form 3 
– Filled out after the completion of the study 

 
 



INAD Program Management System 
(Online Data Reporting) 

• Allow INAD participants to enter data directly into the 
NIP online database 
• Accurate and complete data 

• Less transcription errors 
• Prompts for all required data to be filled out 

• Built in system of “crosschecks” 
• Set criteria for each INAD to ensure Study Protocol is followed 

• Fish species; dosage, duration; purpose of drug 
 

  Launched February 2012 
•Over 425 INAD participants 
•Over 650 studies in various stages 



Login page: 
 
http://www.aadapinad.com/ 
 
 

INAD Program Management System 
(Online Data Reporting) 

http://www.aadapinad.com/
http://www.aadapinad.com/


Enrollment Form – Who you are 



Enrollment Form –  
and what you need to use 



Investigator Homepage 







Menu Bar 

• Investigator Homepage 
• New Study Request 
• Manage/View Drug 

Inventory 
• Account Info 

• Useful Links 
• Glossary 
• FAQ 
• Contact 
• Manual 



Manage/View Drug Inventory 



Drug Receipt - Form 1 



Drug 
Receipt 
Report 
Sent to 

FDA 



Chemical use Log – Form 2 

 



Menu Bar 

New Study Request –  
 Initiated prior to treatment 
 Best estimate on what you are planning 
 Starts your study treatment record keeping 
  



Study Work Sheet - Form W  
what you are planning 



Study Work Sheet – Form W 
drop downs specific to each INAD 



 

Study Work Sheet – Form W 
Must fix errors before form can be submitted 



Investigator Homepage 



Results Report – Form 3 
 what actually happened 



Results Report – Form 3 
Data is copied over from study worksheet! 



Shortcut for creating study worksheets! 

 



Drug Specific Tables 



Results Report – Form 3 



It’s Easy Peasy! 



Summary 

• The NIP continues to collect a wealth of very useful data that 
is generated by end-users in real world/production settings.  
This data is likely the most accurate reflection of what end-
users should expect regarding a potential new drug’s 
effectiveness and safety.   

• All NIP participants must recognize their responsibilities to 
properly use, account for, and safe-guard INADs and to 
comply with study protocol requirements in the collection and 
submission of data. 



Questions 

• AADAP Website: 
http://www.fws.gov/fisheries/aadap/home.htm 

• IPMS online database: http://www.aadapinad.com/ 
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