DD
 Month 20YY
U.S. Food and Drug Administration
Center for Drug Evaluation and Research
Central Document Room
5901-B Ammendale Road

Beltsville, MD 20705-1266

Attn:  
Jane Doe


Regulatory Project Manager, Division of XXX
RE:   
Annual
 Report, New Protocol, Change in Protocol….
IND XXXXXX, Serial 00##


Dear Ms. Doe:
Sample cover letter language is provided below for IND maintenance submissions. Common IND maintenance submission types are included as a reference, but the list is not exhaustive. You should modify the language based on the contents of the submission.  Remove all language that is not applicable.

Annual Report
Please find enclosed the annual report for IND XXXXXX. The reporting period for this annual report is Month DD, 20YY through Month DD, 20YY. 
New Protocol

Please find enclosed a new clinical protocol entitled Phase II Study of Drug X in Disease Y.  Dr. John Smith will serve as the Principal Investigator for this study.  This submission contains a copy of the study protocol, informed consent form, Form FDA 1572, a CV for Dr. Smith, and Form FDA 3674.
I have
 no intent to commercialize the products under investigation, and thus we are continuing to submit this IND as a Research IND exempt from the eCTD requirements.
Change in Protocol

Please find enclosed an amended protocol for the clinical study entitled Phase I Study of Drug X in Disease Y.   The
 revised protocol (Version X) includes changes to…   

The revised documents are also being submitted to the reviewing IRB, and we plan to implement these changes upon IRB approval. 
New Investigator

This submission contains investigator information for a newly activated site for the clinical study entitled Phase I Study of Drug X in Disease Y.  A Form FDA 1572 and CV for the new investigator, Dr. John Smith at University of X, are included. 
OR 
The submission contains a change in the Principal Investigator for the clinical study entitled Phase I Study of Drug X in Disease Y from Dr. Blue Devil to Dr. John Smith.  A Form FDA 1572 and CV for Dr. John Smith are included in this submission along with a revised informed consent form containing the updated PI information.
IND Safety Report

Please find enclosed an (initial or follow-up) (7-day or 15-day) IND Safety Report for SAE X experienced by Subject ## on the clinical study entitled Phase I Study of Drug X in Disease Y.  A Form FDA 3500A describing the event is included in this submission.  SAE X was assessed to be serious, unexpected, and possibly related to Drug X. A
 prior IND Safety Report for SAE X was submitted in Serial 00XX. OR There have been no prior reports of SAE X in clinical studies of Drug X.
Response to FDA Information Request

Please find enclosed our responses to the (CMC, Clinical, Nonclinical) Information Request(s) received via e-mail on MM/DD/YY.  Our responses were initially provided to the Agency via e-mail on MM/DD/YY, and we are now formally submitting them to the IND.  Updates made in response to the Information Request(s) have been incorporated into the (clinical protocol, CMC section of the IND, etc.)
Information Amendment

Please find enclosed a (CMC, Clinical, Nonclinical) Information Amendment containing…
Letter of Authorization

This submission contains a letter of authorization for FDA to cross reference IND XXXXXX for the purpose of review of IND YYYYYY (if an IND number is not available yet, add a description such as “an individual patient expanded access IND to be submitted by Dr. Smith”).
IND Withdrawal

This submission contains a request to withdraw IND XXXXXX.  All clinical investigations are complete, and no additional clinical studies are planned under this application.  All investigators have been informed of the IND withdrawal
, and the remaining study drug has been destroyed/returned.

IND Inactivation

This submission contains a request to place IND XXXXXX on inactive status.  All investigators have been informed the IND is inactive
.  We will submit a request for IND reactivation prior to beginning any activities under this IND. 

The
 clinical study titled Phase I Clinical Study Drug X has been completed.  The remaining study drug has been recalled/returned.  We are in the process of obtaining funding for the phase II study, but we do not have an anticipated timeline for when this will be available.  

OR 

Due to funding issues, there has been no activity under this IND, and no subjects have been enrolled in the clinical study.

Include for All Maintenance Submissions
If there are any questions regarding this submission, please contact myself or Sarah Durham, PhD at (919) 66#-#### or at s.durham@duke.edu. Dr. Durham is authorized to communicate with the FDA on issues relating to this IND.
Sincerely,

Josephine Duke, MD
Professor, Department of Something
Duke University 

Phone: 919-XXX-XXXX

Email: j.duke@mc.duke.edu
�List the date the submission will be sent to the FDA.  You should schedule the submission with ORAQ and enter the date on the form prior to the Sponsor signing the cover letter. 


�If your submission is going to CBER, update this address to:





U.S. Food and Drug Administration�Center for Biologics Evaluation and Research�Document Control Center�10903 New Hampshire Avenue�WO71, G112�Silver Spring, MD 20993-0002


�The submission should be sent to the attention of the regulatory project manager.  This person is identified in your IND Acknowledgement letter.


�Identify the content of the submission.  You can include multiple items if the submission contains more than one. Additional examples:


New Investigator


IND Safety Report


Response to FDA Request for Information


Information Amendment- Chemistry, Manufacturing, and Controls, Clinical, Nonclinical


Letter of Authorization


Request for Inactive Status


Request for IND Withdrawal  


�Each submission gets a sequential Serial Number.  Ensure you are updating this as maintenance submissions are made to the IND.


�Include this sentence only if you are submitting a new Phase 2/3 protocol to a research IND.  Include a justification explaining your rationale for why the Phase 2 or Phase 3 protocol is still solely for research. For more information, refer to the instructions for the Form FDA 1571 (� HYPERLINK "https://www.fda.gov/about-fda/reports-manuals-forms/forms" ��found here� by searching for 1571).





Modify this statement as needed or remove if not applicable.


�Include a description of changes to the protocol.  Alternatively, it is also appropriate to include a separate document containing a summary of changes or a tracked version of the protocol showing changes.  


�Identify all previous IND Safety Reports concerning a similar or related suspected adverse reaction for the same drug


�Include this statement for multi-center studies with more than one Principal Investigator


�Include this statement for multi-center studies with more than one Principal Investigator


�This is sample language- Consider including appropriate language to describe the status of the clinical studies and why you are placing the IND on inactive status (i.e. indicate to FDA that no studies are active at this time).  





