1-888-463-6332
Find FDA employees: http://directory.psc.gov/employee.htm 
Is it legal for me to personally import drugs?

https://www.fda.gov/AboutFDA/Transparency/Basics/ucm194904.htm#collapseOne 

In most circumstances, it is illegal for individuals to import drugs into the United States for personal use. This is because drugs from other countries that are available for purchase by individuals often have not been approved by FDA for use and sale in the United States. For example, if a drug is approved by Health Canada (FDA’s counterpart in Canada) but has not been approved by FDA, it is an unapproved drug in the United States and, therefore, illegal to import. FDA cannot ensure the safety and effectiveness of drugs that it has not approved.

FDA, however, has a policy explaining that it typically does not object to personal imports of drugs that FDA has not approved under certain circumstances, including the following situation:

· The drug is for use for a serious condition for which effective treatment is not available in the United States;

· There is no commercialization or promotion of the drug to U.S. residents;

· The drug is considered not to represent an unreasonable risk;

· The individual importing the drug verifies in writing that it is for his or her own use, and provides contact information for the doctor providing treatment or shows the product is for the continuation of treatment begun in a foreign country; and

· Generally, not more than a 3-month supply of the drug is imported.

Personal Importation

https://www.fda.gov/forindustry/importprogram/importbasics/ucm432661.htm 
If you are entering the United States (U.S.) with FDA-regulated products in personal baggage or sending products by mail or courier from abroad, FDA has guidance that governs personal importations. Below you will find useful information regarding importing personal goods that are regulated by FDA.

· What is personal importation? 
· Can I purchase or bring drug or device products from a foreign country to the U.S.? U.S. Citizens and Foreign National Specific Answers

· What if my prescription drug is a controlled substance?
· What if I want to bring in medical marijuana for personal use?
· Can pet medications be considered personal importations?
· Can I purchase or bring biological or medical device products from a foreign country to the U.S.?
· Can FDA-regulated food products be imported for personal use?
· Are there any exemptions from the prior notice requirements for personal importation? 
· When would FDA refuse a personal importation?
What is personal importation?

A personal importation is a product not for further sale or distribution into U.S. commerce.  These products may be carried in baggage or shipped by courier or international mail.

Can I purchase or bring drug or device products from a foreign country to the U.S.?

U.S. Citizens:

In most circumstances, it is illegal for individuals to import drugs or devices into the U.S. for personal use because these products purchased from other countries often have not been approved by FDA for use and sale in the U.S. For example, a drug approved for use in another country but not approved by FDA would be considered an unapproved drug in the U.S. and, therefore, illegal to import.
FDA cannot ensure the safety and effectiveness of medicine purchased over the Internet from foreign sources, storefront businesses that offer to buy foreign medicine for you, or during trips outside the U.S. For these reasons, FDA recommends only obtaining medicines from legal sources in the U.S.

Are there any circumstances when I could purchase or bring an unapproved drug or device into the U.S.?
FDA has guidance for personal importation of drug or device products.  Below provides information regarding situations for which this might be allowed:

· Product is not for treatment of a serious condition and there is no known significant health risk (Over the Counter, OTC); and 

· Product is for the treatment of a serious condition ( Prescription Drug Products): 

· The product is for a serious condition for which effective treatment may not be available domestically either through commercial or clinical means.

· There is no known commercialization or promotion of the product to persons residing in the U.S.

· The product does not represent an unreasonable risk.

· The consumer affirms in writing that the product is for personal use.

· The quantity is generally not more than a three month supply and either: 

a. Provide the name and address of the doctor licensed in the U.S. responsible for your treatment with the product, or

b. Provide evidence that the product is for the continuation of a treatment begun in a foreign country.

Foreign Nationals:

A foreign national is any person who is not a citizen or permanent resident of the U.S.

If you are traveling to the U.S. from a foreign country for vacation, attending university, travel for work, etc… FDA understands that you will need to bring your personal medication while you are in the U.S.

FDA will allow foreign nationals to bring or ship a 90-day supply of drug products. If the foreign national is staying longer than 90 days, they may have additional medication sent to them.

If you are having medication sent to you by mail or courier, it is suggested that you include documentation that provides evidence that the medication is being sent for your own use while visiting the U.S. This may include:

· A copy of the visa/passport

· Letter from doctor

· Copy of Prescription (in English)

What if my prescription drug is a controlled substance?

While some medications are also controlled substances, the Drug Enforcement Agency (DEA) makes the decision on whether controlled substances are allowed as personal importation. If the prescription drug product you are bringing with you is considered a controlled substance, contact DEA for their requirements.

Visit the DEA website for additional information.

What if I want to bring in medical marijuana for personal use?

Medical Marijuana is not regulated by the FDA. You should contact Customs and Border Protection (CBP) for questions about the admissibility of medical marijuana (cannabis).

Visit the CBP website for additional information.

Can pet medications be considered personal importations?

The same policy applies to animal drugs as humans. However, instead of a letter from a Physician, you should include a letter from the Licensed Veterinarian that is treating your pet.

Can I purchase or bring biological or medical device products from a foreign country to the U.S.?

The same personal importation policy for drug products applies to biological products and medical devices.

Can FDA-regulated food products be imported for personal use?

Yes, you can import food for personal use but prior notice may be required. See Prior Notice of Imported Food Questions and Answers Scope section for more information.

Other government agencies, such as the U.S. Department of Agriculture (USDA), have specific requirements for importation of some types of food.  Visit the USDA website related to Importing Goods for more information.

Are there any exemptions from the prior notice requirements for personal importation?

Yes, for:

· Food for an individual’s personal use (e.g., for consumption by the individual, family, or friends, and not for sale or other distribution) when it is carried by or otherwise accompanies the individual when arriving in the U.S.;

· Food that was made by an individual in his/her personal residence and sent by that individual as a personal gift (i.e., for non-business reasons) to an individual in the U.S.;

· Food subject to Article 27(3) of the Vienna Convention on Diplomatic Relations (1961) (i.e.,shipped as baggage or cargo constituting the diplomatic bag).

See Prior Notice of Imported Food Questions and Answers Scope section for more information.

When would FDA refuse a personal importation?

· Product is on an FDA import alert for previous violations.

· Shipment appears to be intended for commercial distribution.

· Product appears to present a serious risk to health.

· FDA-regulated article that appears to represent a health fraud.

· Food imported with inadequate prior notice.

More Information

· FDA Regulatory Procedures Manual, Section 9-2 “Coverage of Personal Importations (PDF - 1.5MB) 

· Prior Notice of Imported Food Questions and Answers 

· U.S. Department of State Traveler's Checklist 

· 5 Tips for Traveling to the U.S. With Medications 

Human Drugs

https://www.fda.gov/ForIndustry/ImportProgram/ImportBasics/RegulatedProducts/ucm511482.htm 

Overview
This page provides an overview of human drugs and the requirements that FDA verifies/enforces at the time they are imported or offered for import into the United States.

The Center for Drug Evaluation and Research (CDER) is the FDA Center responsible for overseeing the drug program which includes over-the-counter and prescription drugs, including biological therapeutics and generic drugs.

Visit the Drug webpage for more information.

· Overview 

· What is a drug? 
· What drug requirements are verified at the time of importation? 
· How does FDA verify compliance with the drug requirements? 
· Registration and Listing 
· How does FDA verify registration and listing? 
· How do I obtain the manufacturer’s registration and listing information? 
· Types of Drug Applications 
· NDA (New Drug Application) 
· ANDA (Abbreviated New Drug Application) 
· IND (Investigational New Drug) 
· How does FDA verify pre-market submission information? 
· Drug Labeling 
· Import for Export 
· Affirmations of Compliance codes for human drugs 
· Combination Products 
· Can my drug be considered a personal importation? 
What is a drug?

The Federal Food Drug and Cosmetic Act (FD&C Act) and FDA regulations define the term drug, in part, by reference to its intended use, as “articles intended for use in the diagnosis, cure, mitigation, treatment, or prevention of disease” and “articles (other than food) intended to affect the structure or any function of the body of man or other animals.” Therefore, almost any ingested or topical or injectable product that, through its label or labeling (including internet websites, promotional pamphlets, and other marketing material), is claimed to be beneficial for such uses will be regulated by FDA as a drug.  The definition also includes components of drugs, such as active pharmaceutical ingredients.

For more information on intended use, visit Is It a Cosmetic, a Drug, or Both? (Or Is It Soap?)
What drug requirements are verified at the time of importation?

At the time of importation, FDA will verify compliance with the following requirements as applicable:

· Registration

· Listing

Additionally:

· Certain drug products also may need to have an approved New Drug or Abbreviated New Drug Application (NDA or ANDA).

· FDA conducts field examinations and analyzes samples of drug products to ensure they comply with applicable standards and/or label requirements.

· FDA lists foreign manufacturers not in compliance with the drug current good manufacturing practices (GMPs) on Import Alert 66-40. 

How does FDA verify compliance with the drug requirements?

FDA entry reviewers are trained to verify compliance with applicable product requirements. The FDA Entry Reviewers use the information provided to FDA in the importer’s entry transmission, such as:

· Declared Manufacturer

· Declared Importer/Consignee

· Product Description

· Affirmations of Compliance (A of C) 
These entry declarations are compared to information in FDA’s internal data systems. If the information matches, then compliance is verified; if the information does not match, FDA may need to gather additional information or may detain the product.

The submission of correct and accurate entry data and A of C codes will help expedite the entry review process. This increases the likelihood that your shipment may be processed electronically and not held for manual review. FDA’s screening tool, PREDICT, has the ability to verify the declared information against FDA internal data systems. 

Note:  Submitting inaccurate or incomplete information may delay the review of your entry.

Registration and Listing

Foreign drug establishments whose drugs are imported or offered for import into the United States are required to register with FDA and submit listing information for their drugs intended for commercial distribution in the United States.

Additionally, if the foreign manufacturer has not previously registered, they are required to register with the FDA within 5 days after submitting a drug application, biological license application, or medicated feed mill license application.

These regulations also require importers to identify a U.S. Agent.  Registration and Listing must be completed electronically with CDER unless a waiver from the electronic submission requirement is obtained.

Please see more information on electronic registration and listing here.

How does FDA verify registration and listing?

FDA will verify that the declared manufacturer is registered by comparing the submitted information to CDER’s establishment registration and listing databases.  FDA will also verify the declared importer is registered.  Listing of the declared product is verified by comparing the declared product description to CDER’s establishment registration and listing databases.   If the information matches, then compliance is verified; if the information does not match, FDA may need to gather additional information or may detain the product.

How do I obtain the manufacturer’s registration and listing information?

You may search the Drug Establishments Current Registration Site (DECRS) for specific registration information for any drug establishment that is registered with FDA.    In order to obtain the listing number, you will have to contact the firm that listed the drug.   

Types of Drug Applications

FDA requires that all drugs in the United States be shown to be both safe and effective prior to marketing.

NDA (New Drug Application)

Every new drug must have an approved NDA before becoming available for sale in the United States. For more information visit our NDA page.

ANDA (Abbreviated New Drug Application)

The ANDA contains data which provides for the review and ultimate approval of a generic drug product. For more information visit our ANDA page.

IND (Investigational New Drug)

FDA requires that certain drugs be the subject of an approved marketing application (NDA/ANDA) before it is offered for importation into the United States. To submit a marketing application for approval, data must be gathered during animal and human clinical trials. A sponsor must seek an exemption from this legal requirement in order to import the drug for these clinical trials.  The IND is the means through which the sponsor technically obtains this exemption from the FDA. For more information visit our IND page.

How does FDA verify pre-market submission information?

When required, FDA will verify the declared NDA, ANDA or IND by comparing the submitted information to CDER’s data systems.  If the NDA, ANDA or IND information is not supplied, or is incomplete or inaccurate, it may delay the review of your entry.  If the information matches, then compliance is verified; if the information does not match, FDA may need to gather additional information or may detain the product.

If the product requires a NDA, ANDA or IND and does not have one, it will be subject to refusal.   

For further technical information or questions regarding the human drug approval process and/or human drug requirements, please contact 
CDER’s Division of Drug Information/Human Drug Information

 HYPERLINK "http://www.fda.gov/AboutFDA/AboutThisWebsite/WebsitePolicies/Disclaimers/default.htm" \o "Disclaimer Icon" 
.

Drug Labeling

All drug products offered for importation into the United States are subject to labeling requirements.  FDA may review drug labeling at the time the product is offered for import to verify compliance with the regulations.  Specific drug labeling requirements depend on the type of drug product. Over–the-counter drugs, prescription drugs, and drugs imported for drug efficacy studies are subject to specific labeling requirements in addition to the general drug label provisions. Visit our Drug Labeling, OTC Drug Facts Panel, and OTC Guidance for more information.

Import for Export

FDA allows unapproved drugs and drug products into the United States that are only intended for further processing or incorporation into another product and subsequent export as long as certain conditions are met. Visit the Import for Export page for more information.

Affirmations of Compliance codes for human drugs

Affirmation of Compliance codes (A of C) are three letter codes that can be provided at the time of import to facilitate FDA review.

Providing the correct A of C codes reduces the likelihood that your shipment will be held for further FDA entry review during FDA’s import screening process. FDA uses A of C codes to assist in verifying that your product meets the appropriate requirements. Submission of A of C codes is only mandatory in some instances and is not required for all scenarios. Submitting voluntary A of C codes in addition to all mandatory A of C codes may expedite initial screening and review of your entry.  

For information on drug affirmation of compliance codes as well as examples of drug affirmation of compliance codes, refer to the “Affirmation Of Compliance References” at the bottom of the affirmation of compliance codes page.

Combination Products

Combination products are therapeutic and diagnostic products that combine drugs, medical devices, and/or biological products.  Based on primary mode of action, a combination product is assigned to a “lead-center” that has primary jurisdiction for its regulation.  For more information on combination products, including product jurisdiction and assignment of the lead center, visit the Frequently Asked Questions About Combination Products page. 

Can my drug be considered a personal importation?

FDA has guidance for personal importation of drug products.  For more information on FDA’s Personal Importation Policy visit our Personal Importations page. 

Useful Links 

· FDA ACE External Outreach Presentation-Drugs (PDF - 409KB) 

· Automated Commercial Environment/International Trade Data System (ACE/ITDS) 

· 5 Tips for Traveling to the U.S. With Medications 

· Drug Import and Export Compliance 

· Guidance Documents for Drugs 
Contact FDA

Toll Free

(855) 543-3784, or

(301) 796-3400

druginfo@fda.hhs.gov
Human Drug Information 

Division of Drug Information (CDER)

Office of Communications

Feedback Form
10001 New Hampshire Avenue

Hillandale Building, 4th Floor

Silver Spring, MD 20993 

Contact FDA

Report an emergency

· If you are experiencing a life-threatening medical emergency, call 9-1-1.

· To report an emergency involving food, drugs, medical devices, dietary supplements, or cosmetics, call 1-866-300-4374 or 1-301-796-8240.



Report a problem with FDA-regulated products

By phone:
· Call 1-888-INFO-FDA (1-888-463-6332).

· Call the FDA Consumer Complaint Coordinator for your state or region.

For more details, see How to Report a Problem
Online:

· MedWatch: Use the MedWatch Online Reporting Form to report adverse events with human food and medical products.

· Safety Reporting Portal: Use this online form to report problems with pet food, dietary supplements, and tobacco products. This form also accepts mandatory reports, such as the Reportable Food Registry for Industry.

Stay informed

· Get email updates.

· Subscribe to podcasts and news feeds (RSS).

All press inquiries

· Call 301-796-4540.

· Contact FDA’s Office of Media Affairs.

Freedom of Information Act (FOIA)

· Call 301-796-3900.

· FDA’s FOI Points of Contact
Find an FDA staff member

· Search the HHS employee directory (includes FDA employees).

· Contact an FDA Public Affairs Specialist (FDA’s community-based educators in your region or state).

Comment on proposed regulations

· View FDA’s proposed regulations and submit comments online (on Regulations.gov).

· How to comment on proposed regulations or submit petitions.
Resolve a dispute

· Contact the FDA Ombudsman
Report a problem with this website

Send email to webmail@oc.fda.gov. Indicate the web address (URL) where you encountered the problem and the type of issue (such as a broken link, problem downloading a document, etc.).

Contact FDA Centers and Offices

· Center for Food Safety and Applied Nutrition (CFSAN, includes Cosmetics) 
1-888-SAFEFOOD (1-888-723-3366) or go to cfsan.force.com/Inquirypage 

· Center for Drug Evaluation and Research (CDER) 
1-855-543-3784 or 1-301-796-3400 or druginfo@fda.hhs.gov 

· Center for Devices and Radiological Health (CDRH) 
1-800-638-2041 or 1-301-796-7100 or DICE@fda.hhs.gov 

· Center for Biologics Evaluation and Research (CBER) 
1-800-835-4709 or 1-240-402-8010 or ocod@fda.hhs.gov 

· Center for Veterinary Medicine (CVM) 
240-402-7002 or 1-888-INFO-FDA (1-888-463-6332) or AskCVM@fda.hhs.gov 

· National Center for Toxicological Research (NCTR) 
1-870-543-7000 or NCTRInformation@fda.hhs.gov 

· Office of Regulatory Affairs (ORA) 
1-301-827-3101 

· Center for Tobacco Products 
1-877-287-1373 or AskCTP@fda.hhs.gov 

· FDA Division of Dockets Management 
240-402-7500 

FDA Public Affairs Specialists

From https://www.fda.gov/AboutFDA/ContactFDA/ucm2005604.htm
Field Public Affairs Specialists (PASs) are key links between the Agency and our constituents throughout the United States and Puerto Rico. They serve as FDA's community-based educators.

The PASs respond to consumer, health professional, academia, health educator, media, industry, and Federal, State, and local official requests related to FDA's authority, outreach activities, and the products that FDA regulates. 

PASs promote FDA initiatives and outreach programs by:

· planning, developing, and conducting presentations, workshops, and seminars

· designing and staffing local exhibits and assisting with national exhibit programs

· working with Federal, State and local governments and organizations

· serving as local broadcast and print media spokespersons

· conducting outreach programs for minority and under-served populations

· facilitating and implementing special national and local educational programs

To find the Public Affairs Specialist near you, find your location in the table below. Do not e-mail requests for information to multiple Public Affairs Specialists as it will only delay receipt of a response.

	Public Affairs Specialist
	District Offices Covered
	States Covered

	Anitra D. Brown-Reed, Health Communications Specialist 
(215) 717-3004
anitra.brownreed@fda.hhs.gov
	· Cincinnati District Office

· Philadelphia District Office
	· Delaware

· Kentucky

· Ohio

· Pennsylvania

	Adrienne Dukes, Public Affairs Specialist
(410) 779-5136  
adrienne.dukes@fda.hhs.gov
	· Baltimore District Office
	· Maryland

· Virginia

· Washington, D.C.

· West Virginia

	Carol Gallagher, Public Affairs Technician 
(317) 226-6500 x 109
carolann.gallagher@fda.hhs.gov
	· Indianapolis Resident Post
	· Indiana

· Michigan

	Sylvia E. Gaytan, Public Affairs Specialist
(214) 253-5295
sylvia.gaytan@fda.hhs.gov
	· Southwest Imports District
	· Arizona

· Arkansas

· California

· Colorado

· Kansas

· Iowa

· Missouri

· Nebraska

· New Mexico

· Oklahoma

· Texas

· Utah

· Wyoming

	Dilcia Granville, Ph.D., Public Affairs Specialist
(718) 662-5445
dilcia.granville@fda.hhs.gov
	· New York District Office
	· Downstate New York

	Devin Koontz,
(303) 236-3019
devin.koontz@fda.hhs.gov
	· Denver District Office
	· Colorado

· New Mexico

· Utah

· Wyoming

	Joan G. Lytle, Health Communications Specialist 
(732) 390-3823
joan.lytle@fda.hhs.gov
	· New Jersey District Office
	· New Jersey

	Christinae` Hudson – Health Communications Specialist (Acting)
(312) 596-4161
Christinae.Hudson@fda.hhs.gov
	· Chicago District Office
	· Illinois

	Diana Monaco, RDN, CDN - Public Affairs Specialist
(716) 846-6204
diana.monaco@fda.hhs.gov
	· Denver District Office

· New York District Office
	· Upstate New York

	JoAnn Pittman, Public Affairs Specialist 
(404) 253-1272
joann.pittman@fda.hhs.gov
	· Atlanta District Office

· New Orleans District Office
	· Alabama

· Georgia

· Louisiana

· Mississippi

· North Carolina

· South Carolina

· Tennessee

	Kim Prenter, Health Communications Specialist
(305) 816-1474
kim.prenter@fda.hhs.gov
	· Florida District Office
	· Florida

	Dawn Pyant, Public Affairs Specialist 
(313) 393-8196
dawn.pyant@fda.hhs.gov
	· Detroit District Office
	· Indiana

· Michigan

	Rosario Quintanilla, Public Affairs Specialist
(949) 608-4407
maria.quintanilla@fda.hhs.gov
	· Los Angeles District Office
	· Alaska

· Arizona

· Southern California

· Idaho

· Oregon

· Montana

· Nevada

· Washington

	Susan Seefeld, Public Affairs Technician 
(612) 758-7130
Susan.Seefeld@fda.hhs.gov
	· Minneapolis District Office

· Kansas City District Office
	· Iowa

· Minnesota

· Kansas

· Missouri

· Nebraska

· North Dakota

· South Dakota

· Wisconsin

	Mary Ellen Taylor, Health Communications Specialist
(510) 337-6888
maryellen.taylor@fda.hhs.gov
	· San Francisco District Office

· Seattle District Office
	· Alaska

· Northern CA

· Hawaii

· Idaho

· Montana

· Nevada

· Oregon

· Washington

	Lisa Theirl, Health Communications Specialist
(214) 253-5266
lisa.theirl@fda.hhs.gov
	· Dallas District Office

· Kansas District Office
	· Iowa

· Kansas

· Nebraska

· Missouri

· Oklahoma

· Texas

	Nilda Villegas, Public Affairs Specialist
(787) 729-8727 
nilda.villegas@fda.hhs.gov
	· San Juan District Office
	· Puerto Rico

· U.S. Virgin Islands

	Stewart Watson, Educator 
(407) 475-4756
stewart.watson@fda.hhs.gov
	·  Florida District Office
	· Florida

	Mary B. Yebba, Public Affairs Specialist 
(781) 587-7466
mary.yebba@fda.hhs.gov
	· New England District Office
	· Connecticut

· Maine

· Massachusetts

· New Hampshire

· Rhode Island

· Vermont


The FDA Ombudsman

https://www.fda.gov/AboutFDA/CentersOffices/OC/OfficeofScientificandMedicalPrograms/ucm197508.htm 

The FDA Office of the Ombudsman is the Agency's focal point for addressing complaints and assisting in resolving disputes between companies or individuals and FDA offices concerning fair and even-handed application of FDA policy and procedures.

It serves as a neutral and independent resource for members of FDA-regulated industries when they experience problems with the regulatory process that have not been resolved at the center or district level.

The Office works to resolve externally and internally generated problems for which there are no legal or established means of redress by finding approaches that are acceptable to the affected party and the Agency.

Type of Cases Handled
· Disputes from regulated industry regarding agency product center or District Office actions.

· Disputes about import detentions.

· Complaints from small businesses, including those referred by the U.S. Small Business Administration.

· Inquiries about the agency's handling of consumer complaints.

· Requests for information and assistance from regulated industry.

Additional Functions
· Coordination of Appeals from decisions made by offices within the Office of the Commissioner under 21 CFR 10.75.

· Coordination of certain administrative hearings that fall under 21 CFR Part 16.

· Coordination of Requests for Reinstatement by disqualified clinical investigators.

Staff
Laurie Lenkel, Director
Talisha Williams, Assistant Ombudsman 
Phone: (301) 796-8530
Fax: (301) 595-8041

E-mail: ombuds@oc.fda.gov
Contact FDA

(301) 796-8530

Fax:(301) 595-8041

ombuds@oc.fda.gov
FDA Office of the Ombudsman 

Laurie Lenkel, Director

10903 New Hampshire Avenue

White Oak Building 1, Room 4213

Silver Spring, MD 20993 

