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Disclaimer:  The presentation today should not be 
considered, in whole or in part as being statements 
of policy or recommendation by the US Food and 
Drug Administration.
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Presenter
Presentation Notes
The Food and Drug Administration is one of the nation's oldest and most respected consumer protection agencies.  This presentation will tell you about FDA's responsibilities, the tools we use to fulfill those responsibilities, and our priorities for improving the way we serve the public.



Stated most simply, FDA's mission is to promote and protect the public health by helping safe and effective products reach the market in a timely way, and monitoring products for continued safety after they are in use. 





The FDA is made up of 9 The FDA is made up of 9 
CentersCenters

Center for Biologics Evaluation and Center for Biologics Evaluation and 
Research (CBER)Research (CBER)
Center for Devices and Radiological Center for Devices and Radiological 
Health (CDRH)Health (CDRH)
Center for Drug Evaluation and Research Center for Drug Evaluation and Research 
(CDER)(CDER)
Center for Food Safety and Applied Center for Food Safety and Applied 
Nutrition (CFSAN)Nutrition (CFSAN)
Center for Veterinary Medicine (CVM)Center for Veterinary Medicine (CVM)



The FDA is made up of 9 The FDA is made up of 9 
CentersCenters

National Center for Toxicological National Center for Toxicological 
Research (NCTR)Research (NCTR)
Office of Chief CounselOffice of Chief Counsel
Office of the Commissioner (OC)Office of the Commissioner (OC)
Office of Regulatory Affairs (ORA)Office of Regulatory Affairs (ORA)





Varied Products
$1 Trillion A Year

Varied Approaches

Presenter
Presentation Notes
Every day, every American comes in contact with a host of FDA-regulated products.



Varied products (adds text line)

.  . . Everything from the most common food ingredients to complex medical and surgical devices, lifesaving drugs, and radiation-emitting consumer and medical products.



$ 1 trillion a year (adds text line)

In fact, FDA-regulated products account for about 25 cents of every consumer dollar spent.



Varied approaches (adds text line)

FDA's regulatory approaches are as varied as the products it regulates. 

Some products -- such as new drugs and complex medical devices -- must be proven safe and effective before companies can put them on the market.  

Other products -- such as x-ray machines and microwave ovens -- must measure up to performance standards.

And some products -- such as cosmetics and dietary supplements -- can be marketed with no prior approval.

These differences are dictated by the laws we enforce and the relative risks that the products pose to consumers.





ORA Field Staff Safeguards High ORA Field Staff Safeguards High 
StandardsStandards

Regulates almost 124,000 business Regulates almost 124,000 business 
establishmentsestablishments

Which annually produce, warehouse, import Which annually produce, warehouse, import 
and transport $1 trillion worth of consumer and transport $1 trillion worth of consumer 
goodsgoods



ORA Field Staff Safeguards High ORA Field Staff Safeguards High 
StandardsStandards

ORA is about 1/3 of FDAORA is about 1/3 of FDA’’s personnels personnel
Locate in more than 160 office, resident Locate in more than 160 office, resident 
posts and laboratories from coast to coast posts and laboratories from coast to coast 
and in Puerto Ricoand in Puerto Rico
Eyes, ears and the long arm of the agency Eyes, ears and the long arm of the agency 
that ensures the implementation of FDAthat ensures the implementation of FDA’’s s 
high public health standardshigh public health standards



Presenter
Presentation Notes
To carry out its mission, FDA employs some 9,000 staff who work in locations around the country. 



The network of 167 field offices is generally the first point of contact for the public and regulated manufacturers.  The employees in these offices focus on inspection and surveillance, laboratory work, and public and industry education.



The FDA staff who work in the greater Washington, D.C., area focus on product review and regulatory policy.



(Speaker may want to compare the size of FDA's work force with that of a familiar local corporation or other organization)



Consumer Safety Officers (CSOs)Consumer Safety Officers (CSOs)

Conduct about 22,000 domestic and Conduct about 22,000 domestic and 
foreign inspections a year foreign inspections a year 

to ensure that regulated products destined for to ensure that regulated products destined for 
the U.S. market meet FDAthe U.S. market meet FDA’’s standardss standards



Consumer Safety Officers (CSOs)Consumer Safety Officers (CSOs)

Inspections are in firmsInspections are in firms
Before the FDA approves the productBefore the FDA approves the product
To make sure that the firm has the capacity To make sure that the firm has the capacity 
for highfor high--quality productionquality production
Periodically to ascertain the firm follows Periodically to ascertain the firm follows 
appropriate manufacturing processesappropriate manufacturing processes

Monitor clinical trialsMonitor clinical trials
Conducted before the products are submitted Conducted before the products are submitted 
to FDA for approvalto FDA for approval



ScientistsScientists

13 Laboratories analyze more than 13 Laboratories analyze more than 
41,00 0 product samples annually 41,00 0 product samples annually 

To determine adherence to FDATo determine adherence to FDA’’s standardss standards



ScientistsScientists

Analyzed products include samples of the Analyzed products include samples of the 
9.3 million import shipments that are 9.3 million import shipments that are 
overseen in the nationoverseen in the nation’’s ports of entrys ports of entry

Imported products that do not measure up to Imported products that do not measure up to 
FDAFDA’’s standards are not allowed on the U.S. s standards are not allowed on the U.S. 
marketmarket



Public Affairs Specialists (PAS)Public Affairs Specialists (PAS)

Reach out to consumer groups, health Reach out to consumer groups, health 
care professionals and state health care professionals and state health 
authorities authorities 

To explain FDA policies and encourage To explain FDA policies and encourage 
compliance with FDA standardscompliance with FDA standards



Less than Less than 
22¢¢ a daya day

Presenter
Presentation Notes
All of this is a bargain for America's taxpayers.  



Less than 2¢ a Day (Adds text to slide)



When you divide FDA's budget by the number of people we protect, it costs just over a penny a day per person. 





Presenter
Presentation Notes
FDA's work can be described as five types of jobs or activities.  Here is a brief look at what FDA does:





Presenter
Presentation Notes
When a problem arises, FDA can take a number of actions to protect the public health. Initially, the agency works with the manufacturer to correct the problem voluntarily.



If that fails, legal remedies include asking the manufacturer to recall a product, having federal marshals seize products if a voluntary recall is not done, and detaining imports at the port of entry until problems are corrected. If warranted, FDA can ask the courts to issue injunctions or prosecute those that deliberately violate the law.



The Federal Food, Drug, and Cosmetic The Federal Food, Drug, and Cosmetic 
Act  (also known as the FD&C Act)Act  (also known as the FD&C Act)

Is the basic food and drug law of the Is the basic food and drug law of the 
United States.  United States.  
It has numerous amendments and is the It has numerous amendments and is the 
most extensive law of its kind in the world.most extensive law of its kind in the world.
Many States in the US have laws similar to Many States in the US have laws similar to 
the Federal law and some have provisions the Federal law and some have provisions 
to add automatically any new Federal to add automatically any new Federal 
requirementsrequirements



The lawThe law’’s intentions intention

To assure the consumer that foods are 
pure and wholesome, safe to eat, and 
produced under sanitary conditions;
That drugs and devices are safe and 
effective for their intended uses;
That cosmetics are safe and made from 
appropriate ingredients;
That all labeling and packaging is truthful, 
informative, and not deceptive. 



Regulations

FDA regulations are an important part of 
enforcing the Federal Food, Drug, and 
Cosmetic Act.
Especially important are such regulations 
as:

Current Good Manufacturing Practice 
Regulations, aka GMPs which set 
requirements for sanitation, inspection of raw 
materials and finished products, and other 
quality controls



DISCOVERY

NDA

IND

TO MARKET

Drug Development: The Simplified View



US Drug Approval Process

http://www.fda.gov/cder/_vti_bin/shtml.dll/handbook/develop.htm/map


CLINICAL

Clin Pharm

Investigation

Bio-Statistics

Pharm-Tox

Chemistry

Project
Management

The Drug Review Team





FDA inspects all firms who FDA inspects all firms who 

make drugs to see that they make drugs to see that they 

are made under are made under ““good good 

manufacturing practices.manufacturing practices.””



Types of inspection assignmentsTypes of inspection assignments

Routine

Directed product specific

For Cause



Systems ApproachSystems Approach

Quality SystemQuality System
Facilities and Equipment SystemFacilities and Equipment System
Materials SystemMaterials System
Production SystemProduction System
Packaging and Labeling SystemPackaging and Labeling System
Laboratory Control SystemLaboratory Control System



State of ControlState of Control

Operating under a Operating under a State of ControlState of Control
produces finished drug products for which produces finished drug products for which 
there is adequate level of assurance of there is adequate level of assurance of 
quality, strength, identity and purityquality, strength, identity and purity



Common Manufacturing ProblemsCommon Manufacturing Problems

Quality Control procedures not in writing or Quality Control procedures not in writing or 
fully followedfully followed
Production and process controls not Production and process controls not 
followed or documentedfollowed or documented
Variability in the characteristics of the drug Variability in the characteristics of the drug 
productproduct



Recalls --Recalling Violative 
Products

A recall is a firm’s removal or correction of 
marketed product that FDA considers to 
be in violation of the laws it administers 
and against which FDA would initiate legal 
action; e.g., seizure.



Recalls --Recalling Violative 
Products

During a recall, a firm can expect to work 
more closely with FDA than under almost 
any other circumstance.  

In fact, the step, when a product must be 
recalled, is for the manufacturer or distributor 
to call the nearest FDA field office and talk 
with the recall coordinator



Product RecallProduct Recall
A marketed violative productA marketed violative product
A violation of FD&C ActA violation of FD&C Act
Product has been in distribution channelsProduct has been in distribution channels
Is subject to legal action by FDAIs subject to legal action by FDA

Class I RecallClass I Recall = reasonable probability of serious = reasonable probability of serious 
adverse health consequences/deathadverse health consequences/death
Class II RecallClass II Recall = may cause temporary or medically = may cause temporary or medically 
reversible adverse health consequences or where reversible adverse health consequences or where 
probability of serious ones is remoteprobability of serious ones is remote
Class III RecallClass III Recall = not likely to cause adverse health = not likely to cause adverse health 
consequencesconsequences



FDA Action for FDA Action for Class I RecallsClass I Recalls

Issuance of public warning/Press ReleaseIssuance of public warning/Press Release
Immediate notification and terminationImmediate notification and termination
Notification to user/consumer levelNotification to user/consumer level
Removal of products from consumersRemoval of products from consumers
100% effectiveness checks100% effectiveness checks



Market WithdrawalMarket Withdrawal

A marketed product A marketed product 
Product has been in distribution channelsProduct has been in distribution channels
A minor/no violation of FD&C ActA minor/no violation of FD&C Act
Is NOT subject to legal action by FDAIs NOT subject to legal action by FDA



BIORESEARCH  MONITORINGBIORESEARCH  MONITORING 
(BIMO(BIMO))

A comprehensive program of on-site 
inspections and data audits designed to 
monitor all aspects of the conduct and 
reporting of FDA-regulated research.



BIMO OBJECTIVESBIMO OBJECTIVES

to ensure that human subjects taking part 
in investigations are protected from undue 
hazard and risk.

to ensure the quality and integrity of data     
and information supporting premarket     
submissions



CriteriaCriteria-- Approving Approving 
ResearchResearch

Risks are reasonable in           Risks are reasonable in           
relationship to benefitsrelationship to benefits
Risks to subjects are minimizedRisks to subjects are minimized
Selection of subjects is equitableSelection of subjects is equitable
Informed consent is documentedInformed consent is documented
All data are monitoredAll data are monitored



Who we inspect ...Who we inspect ...

Clinical Investigators (CIs)
Sponsors, Monitors, and Contract 
Research Organizations (S/M, CROs)

(includes * Sponsor-Investigators)
Institutional Review Boards (IRBs)
Nonclinical/Toxicology Labs (GLPs)
In-vivo Bioequivalence facilities (BEQs)



Types of inspection assignmentsTypes of inspection assignments

Routine

Directed/study specific

For Cause



Common ProblemsCommon Problems

Investigation not conducted in accordance with Investigation not conducted in accordance with 
investigational planinvestigational plan
Failure to prepare or maintain adequate or Failure to prepare or maintain adequate or 
accurate case histories with respect to accurate case histories with respect to 
observations and data pertinent to the observations and data pertinent to the 
investigationinvestigation
Failure to obtain informed consent from each Failure to obtain informed consent from each 
human subject prior drug administration or human subject prior drug administration or 
conducting study related testsconducting study related tests



PostPost--market market 
SurveillanceSurveillance

Process is not perfectProcess is not perfect
Unexpected sideUnexpected side--effectseffects
May change labels, new warningsMay change labels, new warnings
Phase IV Clinical trialsPhase IV Clinical trials



Presenter
Presentation Notes
In 1937, a public health disaster tragically drove home the need for a stronger federal law.  A new antibiotic preparation, Elixir of Sulfanilamide, was formulated and marketed for use in children.  But the drug contained a poison, the same chemical used in antifreeze, and it killed 107 people, most of them children.  The earlier law did not require the drug's manufacturer to test the formulation for safety before it was sold. 



Congress corrected this weakness in the law the next year when it passed the Federal Food, Drug, and Cosmetic Act. This law, for the first time, required companies to prove the safety of new drugs before putting them on the market.   The new act also added the regulation of cosmetics and therapeutic devices, and generally updated the law to improve consumer protection.



Congress has continued to give FDA new responsibilities over the years, including the requirement that drugs and medical devices be proven effective as well as safe before they can be sold.





2000s2000s

AntiAnti--Terrorism ResponsibilitiesTerrorism Responsibilities
Computers and 21CFR11Computers and 21CFR11
VIOXXVIOXX
GXPs and GuidanceGXPs and Guidance
GMPs for Dietary SupplementsGMPs for Dietary Supplements
GlobalismGlobalism

Presenter
Presentation Notes
In 2001, one month after the 9/11 terrorist attack on the World Trade Center, congressional offices were shut down when anthrax spores were  sent by a domestic terrorist to members of congress through the mail. FDA was given increased responsibilities for interstate food safety and for incoming material entering the U.S. at the ports.



Increasing use of computers to generate data that would be submitted to FDA caused the FDA to create regulations regarding Electronic Records and Signatures (21CFR11). They also created substantial guidance documents around the use of computers in medical devices.

After the popular prescription drug Vioxx was shown to be associated with an increased risk of heart disease, the Institute of Medicine studied ways to improve the review of drugs and published recommendations for restoring integrity to the drug review process. In 2007 the U.S. Congress passed the 2007 FDA Amendments Act giving FDA expanded authority for postmarket surveillance and marketing review.

FDA  - whose last major hiring period was in the early 1970s, received funds in the summer of 2008 to hire inspectors to replace those that had retired. They also received funds from Congress to open inspection stations in China, Europe, and India and post FDA inspectors overseas to help maintain the safety of products bound for the U.S.



FDA has updated it’s regulations numerous times since its standards for animal testing, clinical trials and manufacturing have been adopted. FDA continues to publish guidance in-between updates to the regulations. 



One of the most recent regulations is the GMPs for Dietary supplements which will be required in 2009.



Finally, globalization has increased the amount of FDA regulated material entering the United States from overseas. FDA has had to respond to numerous issues with finished products and also ingredients and components from unscrupulous or unaware suppliers that have endangered U.S. health. The FDA’s established practices of working with U.S. national producers proved inadequate to deal with increasing reliance on offshore production of finished products and raw materials. New products including semi-processed produce like bagged spinach, and nanomaterials is providing new challenges.





Scientific
Breakthroughs

More Sophisticated
Products

New Public Health
Threats

International
Commerce

Consumer
Information

Presenter
Presentation Notes
Today, more than ever, FDA needs to respond to a rapidly changing world. There are many obstacles to overcome if we are to continue our high standards of consumer protection.  The most important of these challenges are:

Scientific breakthroughs (Adds text to slide)

FDA scientists will need to keep up with rapidly-advancing technologies in all product areas.



More sophisticated products (Adds text to slide)

These technologies will translate into products with new complexities and risks.



New public health threats (Adds text to slide)

We'll need to be prepared to respond rapidly to unexpected health risks, such as tougher strains of antibiotic-resistant bacteria or more dangerous foodborne illnesses.



International commerce (Adds text to slide)

Monitoring of imports and cooperation with foreign regulators will become more important as international commerce continues to grow.



Consumer information (Adds text to slide)

Finally, today's sophisticated consumers and the wide availability of information about FDA-regulated products will challenge us to be sure consumers are getting the information they need from the right sources.



Science and the LawScience and the Law
FDA is a Public Health AgencyFDA is a Public Health Agency
ItIt’’s mission is to review consumable and medical s mission is to review consumable and medical 
products people reasonably expect to be safe products people reasonably expect to be safe 
and effectiveand effective
ItIt’’s a law enforcement agency and a consumer s a law enforcement agency and a consumer 
protection agencyprotection agency
Laboratory results submitted to FDA must be Laboratory results submitted to FDA must be 
true, verifiable, and repeatabletrue, verifiable, and repeatable
Lying to the FDA is a Title 18 Violation (Fraud Lying to the FDA is a Title 18 Violation (Fraud 
against the federal governmentagainst the federal government))

Presenter
Presentation Notes
FDA has relied during its long history, on dedicated personnel who are experts in their field. They are a public health agency and a consumer protection agency.

Their twofold mission is to help ensure that safe and effective products reach the marketplace in a timely fashion, and that dangerous and ineffective products are removed.

The FDA is a scientific agency, a consumer protection agency, and a public health agency. It’s success relies on a combination of strong laws, consistent enforcement, and an adequate number of trained personnel working under competent management.

Most of all, the FDA is a law enforcement agency. When people regulated by the FDA are inspected by them, it’s important to understand that FDA and regulated industry are both on the same side. They’re both in the people protection business. FDA protects business confidentiality, but it’s records can be seen by making a freedom of information request.

Clear communication with the FDA – whether you agree or disagree with them – is essential to ensure that they can carry out their mission without adversely effecting productivity or hampering innovation.







Useful WebsitesUseful Websites
DRUGSDRUGS

www.fda.gov/cder/about/smallbiz/default.htmwww.fda.gov/cder/about/smallbiz/default.htm
(Center for Drug, small business assistance)(Center for Drug, small business assistance)

www.fda.gov/cder/drls/default.htmwww.fda.gov/cder/drls/default.htm
(Drug Registration and listing)(Drug Registration and listing)

www.fda.gov/ola/drugsonline.htmlwww.fda.gov/ola/drugsonline.html, , 
( Selling drugs on internet, Statement by Janet Woodcock, MD, ( Selling drugs on internet, Statement by Janet Woodcock, MD, 
Director of CDER, before the Sub committee on Oversight & Director of CDER, before the Sub committee on Oversight & 
Investigations, Committee on Investigations, Committee on Commerce,dtdCommerce,dtd 7/30/99)7/30/99)

www.fda.gov/cder/workshop.htmwww.fda.gov/cder/workshop.htm
(up coming drug workshop information)(up coming drug workshop information)

http://http://www.fda.gov/cder/directories/reference_guide.htmwww.fda.gov/cder/directories/reference_guide.htm
Quick Index to general Subjects of Interest Related to Drug Quick Index to general Subjects of Interest Related to Drug 
Regulation, includes telephone #s)Regulation, includes telephone #s)

http://www.fda.gov/cder/about/smallbiz/default.htm
http://www.fda.gov/cder/drls/default.htm
http://www.fda.gov/ola/drugsonline.html
http://www.fda.gov/cder/workshop.htm
http://www.fda.gov/cder/directories/reference_guide.htm
http://www.fda.gov/cder/directories/reference_guide.htm


Useful WebsitesUseful Websites

DEVICESDEVICES
http://www.accessdata.fda.gov/scripts/cdrhhttp://www.accessdata.fda.gov/scripts/cdrh
/cfdocs/cfReferral/referral.cfm/cfdocs/cfReferral/referral.cfm

(telephone #s for device information)(telephone #s for device information)
www.fda.gov/cdrh/dsma/workshop.htmlwww.fda.gov/cdrh/dsma/workshop.html

(up coming device workshops)(up coming device workshops)

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfReferral/referral.cfm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfReferral/referral.cfm
http://www.fda.gov/cdrh/dsma/workshop.html


Useful WebsitesUseful Websites

FOODSFOODS
http://http://vm.cfsan.fda.gov/~dms/sbel.htmlvm.cfsan.fda.gov/~dms/sbel.html, , 

(Small Business Food Labeling Exemption)(Small Business Food Labeling Exemption)

http://http://vm.cfsan.fda.gov/~dms/supplmnt.htmlvm.cfsan.fda.gov/~dms/supplmnt.html, , 
(dietary supplements)(dietary supplements)

http://http://vm.cfsan.fda.gov/~dms/foodcode.htmlvm.cfsan.fda.gov/~dms/foodcode.html
(restaurant or retail stores.  This reference guides (restaurant or retail stores.  This reference guides 
retail outlets such as restaurants and grocery stores retail outlets such as restaurants and grocery stores 
and institutions such as nursing homes on how to and institutions such as nursing homes on how to 
prevent prevent foodbornefoodborne illness).  illness).  

http://vm.cfsan.fda.gov/~dms/sbel.html
http://vm.cfsan.fda.gov/~dms/sbel.html
http://vm.cfsan.fda.gov/~dms/supplmnt.html
http://vm.cfsan.fda.gov/~dms/supplmnt.html
http://vm.cfsan.fda.gov/~dms/foodcode.html
http://vm.cfsan.fda.gov/~dms/foodcode.html


Useful WebsitesUseful Websites
IMPORTS and EXPORTSIMPORTS and EXPORTS

www.fda.gov/ora/importwww.fda.gov/ora/import
(Imports)(Imports)

www.fda.gov/ora/compliance_ref/cpg/cpggenl/default.htwww.fda.gov/ora/compliance_ref/cpg/cpggenl/default.ht
m#sc110m#sc110

(Exports & Imports)(Exports & Imports)
www.fda.gov/ora/compliance_ref/cpg/cpggenl/cpg110www.fda.gov/ora/compliance_ref/cpg/cpggenl/cpg110--
100.html100.html

(Certification for Exports)(Certification for Exports)
http://http://www.fda.gov/oc/guidance/exportguidance.htmlwww.fda.gov/oc/guidance/exportguidance.html

( FDA Guidance for Industry on:  Exports and Imports Under the ( FDA Guidance for Industry on:  Exports and Imports Under the 
FDA Export Reform and Enhancement Act of 1996)FDA Export Reform and Enhancement Act of 1996)

http://www.fda.gov/ora/import
http://www.fda.gov/ora/compliance_ref/cpg/cpggenl/default.htm#sc110
http://www.fda.gov/ora/compliance_ref/cpg/cpggenl/default.htm#sc110
http://www.fda.gov/ora/compliance_ref/cpg/cpggenl/cpg110-100.html
http://www.fda.gov/ora/compliance_ref/cpg/cpggenl/cpg110-100.html
http://www.fda.gov/ora/compliance_ref/cpg/cpggenl/cpg110-100.html
http://www.fda.gov/oc/guidance/exportguidance.html
http://www.fda.gov/oc/guidance/exportguidance.html


Useful WebsitesUseful Websites

OTHEROTHER
www.fda.govwww.fda.gov

(FDA home page)(FDA home page)
http://http://www.fda.gov/oc/history/default.htmwww.fda.gov/oc/history/default.htm

(FDA History)(FDA History)
http://http://www.fda.gov/opacom/laws/fdcact/fdctoc.htmwww.fda.gov/opacom/laws/fdcact/fdctoc.htm

(FD&C Act)(FD&C Act)

http://www.fda.gov/
http://www.fda.gov/oc/history/default.htm
http://www.fda.gov/oc/history/default.htm
http://www.fda.gov/opacom/laws/fdcact/fdctoc.htm
http://www.fda.gov/opacom/laws/fdcact/fdctoc.htm


Useful WebsitesUseful Websites
OTHEROTHER

http://http://www.gpoaccess.gov/nara/index.htmlwww.gpoaccess.gov/nara/index.html
[Code of Federal Regulations, (CFR) Detailed [Code of Federal Regulations, (CFR) Detailed 
registration instructions appear in Title 21, Part 207.  registration instructions appear in Title 21, Part 207.  
Good Manufacturing Practices (Good Manufacturing Practices (GMPsGMPs) Title 21, Parts ) Title 21, Parts 
210 & 211.  OTC drug review process, Title 21, Part 210 & 211.  OTC drug review process, Title 21, Part 
330.  Final drug monographs Title 21, Parts 331330.  Final drug monographs Title 21, Parts 331--358.  358.  
Negative "OTC" drug monographs, Title 21, Sections Negative "OTC" drug monographs, Title 21, Sections 
310.519 to 310.544.  Active ingredients that have 310.519 to 310.544.  Active ingredients that have 
been prohibited from use in OTC products in advance been prohibited from use in OTC products in advance 
of the publication of a final monograph, Title 21, of the publication of a final monograph, Title 21, 
Section 310.545].Section 310.545].

http://http://www.fda.gov/cder/consumerinfo/Buy_meds_onlinewww.fda.gov/cder/consumerinfo/Buy_meds_online
_text.htm_text.htm

(Internet Selling)(Internet Selling)

http://www.fda.gov/cder/consumerinfo/Buy_meds_online_text.htm
http://www.fda.gov/cder/consumerinfo/Buy_meds_online_text.htm
http://www.fda.gov/cder/consumerinfo/Buy_meds_online_text.htm


Presenter
Presentation Notes
We hope that this presentation has given you a clearer picture of the Food and Drug Administration's mission and how we protect consumers and promote the public health.



Please take advantage of the information available from the agency about all of the topics we've touched on today.  And be in touch -- we want to hear from you!  Thank you!
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