Instructions for filling out the CTP Portal IAM Request Cover Letter and Rules of Behavior (ROB)
Please read these instructions carefully before completing the forms.
To obtain a CTP Portal account for regulatory submissions, each Tobacco product manufacturer will need
to designate an Industry Account Manager (IAM). The process for designating an IAM requires that you
first complete two forms.

•

The IAM Request Cover Letter

•

A Rules of Behavior (ROB) Agreement

The IAM Cover Letter provides CTP with the information needed to establish the CTP Portal Account and is
available below. Samples of the IAM Cover Letters are provided for your information on the IAM Request
Webpage. The form can be completed, signed and scanned for electronic submission.
The Rules of Behavior (ROB) agreement lists specific rules for use of the CTP Portal. The ROB agreement
form is below. Samples of the IAM ROBs are provided for your information on the IAM Request Webpage.
The form can be completed, signed and scanned for electronic submission.
The following are definitions for clarification on the purpose of the requested information to complete the
IAM Cover Letter and ROB. You can also find definitions for general CTP terms in the CTP Glossary. To
ensure your submission is processed in a timely fashion, please make sure you accurately provide all the
requested information.
If you have any questions about completing your CTP Portal application forms, you can email the CTP Help
Desk at ctpesub@fda.hhs.gov.
Applicant is the Tobacco product manufacturer seeking the CTP Portal account, not an individual requesting IAM
status. The account will be created specifically for access to all documented tobacco product regulatory submissions
registered under this manufacturer name. For these reasons, it is important that you provide the precise name of
the company as it is legally registered as a place of business. For future submissions, consistently use the same
name to ensure that all submissions are correctly associated with your manufacturer name. Any change in the
Applicant name could result in subsequent submissions not being associated and thereby not available for viewing
when you access the CTP Portal account.
Addresses refers to the three required addresses; Applicant, IAM, and Point of Contact. Each should be clearly
stated. For an international applicant/manufacturer, it is very important to provide your country or province codes to
ensure CTP has your correct address.
Agent is a third-party representative that has been given permission by the Applicant (manufacturer) to act on their
behalf and assume the IAM role. FDA requires a signed IAM Request Cover letter and ROB for each Applicant that an
Agent represents. For example, attorneys have often been designated as Agents for tobacco manufacturers.
IAM is the designated representative for the applicant. The IAM will manage and create CTP Portal user accounts for
the Applicant. We recommend that the IAM be a direct employee of the Applicant. However, a third-party
representative known as an Agent, may also be the IAM. Note: If an Agent or the designated IAM no longer
represents your organization, it will be your responsibility as the Applicant to make sure the IAM role is properly
transferred and the previous IAM deactivated.
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IAM Employer is the employer of the designated IAM., The IAM employer could be the Applicant (if they are a direct
employee of the Applicant) or the Agent (a third-party representative). For an Agent, the IAM employer cannot be
the Applicant.
Certification Statement should have the Applicant name clearly stated in the empty bracketed space.
Point of Contact (POC)is an employee or Agent of the Applicant who is authorized to send and receive
communications from CTP on behalf of the Applicant. The IAM can also be the POC, though the POC role is different
from the IAM role. The IAM role is limited to official regulatory submissions, communications and management using
the CTP Portal account. Whereas POC will receive all correspondence from CTP either electronically or by mail,
communicate directly with the CTP assigned Project Manager, not regulatory submissions to the CTP Portal. The POC
is especially important for companies new to CTP to establish a first line of contact when information needs to be
communicated to the Applicant.
Cover Letter Signature must be that of the authorizing representative (e.g. owner, vice president or manager etc.)
from the Applicant manufacturer. It cannot be the signature of the Agent; the signature of the Applicant is required
to show permission has been given to the Agent to represent them.
Rules of Behavior (ROB) must state the Applicant’s name, date and signature of the IAM. If the IAM is an Agent, the
Agent’s name and signature must also be provided on the ROB. By signing the ROB, you are certifying that you, as the
IAM, accept the ROB.
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CTP Portal IAM Request Form and Rules of Behavior (ROB)
Date: ___________
Food and Drug Administration
Center for Tobacco Products
Document Control Center
Building 71, Room G335
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002
Subject: CTP Portal lAM Account for _______________________________________________
(Manufacturer/Applicant Name)
To CTP Document Control Center:
We are requesting the creation of a CTP Portal user account designating the following person as the
Industry Account Manager (IAM):
Applicant Name (must be exact business name of the company):
_________________________________________________________________________
Applicant Address (Street address, City, Zip Code, Country or Provence Code):
_________________________________________________________________________
lAM Name (Last, First and Middle Initial): _______________________________________
lAM Employer (Can be different from the Applicant, if an Agent):
_________________________________________________________________________
lAM Email address: _________________________________________________________
lAM Phone number: ________________________________________________________________
Certification statement to comply with 21 CFR 11.100 such as: Pursuant to Section 11.100 of Title 21 of
______], intends that all electronic
the Code of Federal Regulations, this is to certify that [_______
signatures executed by its employees, agents, or representatives thereof, located anywhere in the world,
are the legally binding equivalent of traditional hand-written signatures.
POC Name (Last, First and Middle Initial. POC can be [but is not required to be] different from the IAM):
_______________________
POC Applicant Address: ______________________________________________________________
(Street address, City, Zip Code, Country or Province Code. POC can be [but is not required to be] different
from Applicant address)
POC Applicant Email (Can be [but is not required to be] different from the IAM):
______________________________________
POC Applicant Phone number (Can be [but is not required to be] different from the IAM):
_________________________________________________
Sincerely,

(must be signed by authorizing Applicant employee)
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