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WHERE HAVE WE BEEN? 



THE PURE FOOD & DRUG ACT 

(1906) 



FEDERAL FOOD, DRUG & 

COSMETIC (FDC) ACT  (1938) 

 Rescinded and “modernized” pure food 

and drug act 

 General intent 

 Prevention of adulteration & misbranding 

of foods, drugs, cosmetics and medical 

devices in interstate commerce 

 

 



FDA ENFORCEMENT  OPTIONS 

UNDER FDC Act 

 NON-JUDICAL 

 RECALLS (VOLUNTARY) 

 WARNING LETTERS 

 PUBLICITY 

 JUDICAL 

 CIVIL ACTIONS 

 INJUNCTIONS 

 SEIZURES 

 CRIMINAL ACTIONS 

 



FOOD SAFETY LEGISLATIVE AND 

REGULATORY ACTIVITY IN THE NEW 

MILLENNIUM 



WEBSITES OF POTENTIAL 

INTEREST 

 www.thomas.gov 

 

 http://www.govtrack.us 

 

 http://www.fda.gov 

 

 www. leavittpartnersblog.com 

 

 

 

 

http://www.thomas.gov
http://www.govtrack.us
http://www.fda.gov
http://leavittpartnersblog.com/author/global-food-safety-solutions


PUBLIC HEALTH SECURITY AND  

BIOTERRORISM PREPAREDNESS AND 

RESPONSE ACT (2002)  

[“BIOTERRORISM ACT”] 



IMPACT OF BIOTERRORISM LEGISLATION 

ON FDA FOOD REGULATORY PROGRAMS 

 Protection against adulteration 

 Increased FDA budget 

 

 Amended FDC act at sect 304(h) & 801(m) 

 Administrative detention authority  

 Prior notice of imported foods 

 Facility registration 

 Maintenance and inspection of records 

 



ADMINISTRATIVE DETENTION  

GIVES FDA AUTHORITY TO - 

detain suspect food 

 If “Credible Evidence” that it 

„„presents a threat of serious 

adverse health consequences 

or death …” 



SANITARY FOOD 

TRANSPORTATION ACT 

 Transferred from DOT to FDA 

enforcement 

 Advance Notice Of Proposed Rule 

(ANPR) -- FDA ( April 2010) 

 Http://Edocket.Access.Gpo.Gov/2010/2010-

10078.Htm 

 To Request Data And Information On The Food 

Transportation Industry And Its Practices.  

 To Request Data And Information On The 

Contamination Of Transported Foods And Any 

Associated Outbreaks 

 

http://edocket.access.gpo.gov/2010/2010-10078.htm
http://edocket.access.gpo.gov/2010/2010-10078.htm
http://edocket.access.gpo.gov/2010/2010-10078.htm


FOOD SAFETY MODERNIZATION 

(2009-2011) ??? 

 

 



US HOUSE OF 

REPRESENTATIVES 

 H. R. 759  - FDA Globalization Act  of 

2009  -- Dingell (MI)  

 1/28/2009 

 H. R. 814 - Tracing and Recalling 

Agricultural Contamination 

Everywhere Act  (TRACE) of  2009  -  

DeGette (CO) 

 2/3/2009 

 H. R. 875 -  Food Safety Modernization 

Act  of 2009  - DeLauro  (CT) 

 2/4/2009 

 H.R. 1332 - Safe Food Enforcement, 

Assessment, Standards, And Targeting 

(FEAST) Act of 2009 – Costa (CA) 

 3/5/2009 



 

 

HR. 2749 - FOOD SAFETY ENHANCEMENT ACT 

(2009) 



GENERAL ASPECTS OF HR. 

2749 

 Combined other bills 

 Especially 

 H. R. 759  - FDA Globalization Act  -- Dingell (MI)  

  H. R. 875 -  Food Safety Modernization Act - 

DeLauro  (CT) 

 Introduced 

 6/8/2009 

 Passed House (as Amended) 

 7/30/2009 

 Wrapped into S 510 FDA FOOD SAFETY 

MODERNIZATION ACT  



US  SENATE     

 S.425  - Food Safety And Tracking Improvement Act  of 

2009 -  Brown  (OH) 

 2/12/2009 

 S.510  FDA Food Safety Modernization Act  of 2009 

(Durbin IL; Gregg, NH) 

 3/3/2009 

 S.1269  -  Food Safety Rapid Response Act  of 2009  -  

Klobuchar (MN) 

 6/16/2009 

 S1477 – Bill To Establish A User Fee……  -  Feingold 

(WI) 

 7/21/2009 

 S. 2819 - Processed Food Safety Act of 2009  

(Feinstein, CA) 

 11/30/2009 

 



S.510  FDA FOOD SAFETY 

MODERNIZATION ACT   



GENERAL ASPECTS OF S.510 

 Introduced 

 3/3/2009 

 Passed unanimously by the Health, 

Education, Labor and Pensions (HELP) 

Committee 

 11/2009 

 Strong support from consumer as well 

as food industry trade associations 

 Amended version enacted into law  

 01/04/2011 

 



TITLE I: IMPROVING CAPACITY TO 

PREVENT FOOD SAFETY PROBLEMS 

 Inspection of Records 

 Registration 

 Hazard Analysis and Risk Based Preventative Controls  

 Performance Standards 

 Standards for Produce Safety 

 Protection against intentional adulteration 

 Authority to Collect Fees 

 National Agriculture and Food Defense Strategy 

 Food & Agricultural Coordinating Councils 

 Building Domestic Capacity 

 Sanitary Food Transportation 

 Food allergy and anaphylaxis management 

 New Dietary Guidelines 

 Guidance relating to post harvest Processing of Raw Oysters 

 Port Shopping 

 Alcohol-related facilities 

 

 



Inspection Of Records -- 

 allows records access and inspection 

if reasonable probability that the use 

of or exposure of food will cause 

serious adverse health consequences 

or death 

 Excludes farms and restaurants 

 

 



REGISTRATION 

 

Expanded Food Facility 

registration requirements  

All food facilities will need to 

register, and renew biennially.  

Registration may be suspended if 

there is a reasonable probability 

that food will cause serious 

adverse health consequences. 

  

 



HAZARD ANALYSIS AND RISK BASED 

PREVENTATIVE CONTROLS  -  REQUIREMENTS 

 evaluate the hazards that could affect 

food (Unintentional and intentional) 

 identify and implement preventive 

controls  

 monitor the Effectiveness of those 

controls  

 Establish and implement corrective 

action procedures 

 Verification,  

 Recordkeeping 

 Written Plan and Documentation 

 Re-analysis Requirements 



ALMOST HACCP!  (AHACCP??) 

 

HACCP WITHOUT SAYING HACCP  

(HACCP- WSHACCP) 



EXEMPTIONS 

 Seafood, juice, low acid canned foods 

subject to HACCP 

 Qualified facilities 

 Very small business 

 Limited annual monetary value of sales 



PERFORMANCE STANDARDS – 

FDA TO- 

review and evaluate relevant 

health data and other 

information to  

 determine the most significant food- 

borne contaminants 

 issue contaminant-specific and 

science-based  

 guidance documents,  

 action levels, or  

 regulations. 

 



PROTECTION AGAINST 

INTENTIONAL ADULTERATION 

 FDA shall  

 conduct vulnerability assessment of food 

systems 

 Consider the best available risk 

assessment 

 Determine science-base mitigation 

strategies 

 



FEES – FDA can assess fees 

for 

Domestic facilities 

 re-inspection   

 food recalls 

 Imports 

  importer re-inspection 

 the voluntary qualified importer 

program 

Exports  

 Export certification 

 



ESTIMATED FY 2012 REVENUE 

FROM FEES 

 REINSPECTIONS 

 $14,700,000 

 RECALLS 

 $12,364,000 

 QUALIFIED IMPORTER PROGRAM 

 $71,066,000 

 EXPORT CERTIFICATION 

 $1,267,000 

 TOTAL 

 $99,397,000 

 

www. leavittpartnersblog.com 

 

 

  

http://leavittpartnersblog.com/author/global-food-safety-solutions
http://leavittpartnersblog.com/author/global-food-safety-solutions


BUILDING DOMESTIC CAPACITY 

– FDA to submit to congress 

Comprehensive Report 

 On programs and practices that promote 

safety and security of food 

Biennial reports on programs and 

practices 

Biennial food safety research 

plan 

 

 

 

 



FOOD TRANSPORTATION 

FLORIDA 

PLATE  

 



SANITARY FOOD 

TRANSPORTATION  

 to set regulations on sanitary 

transportation practices for the 

transportation of food. 

 Within 18 months 

 

 

 



TITLE II: IMPROVING CAPACITY TO DETECT 

AND RESPOND TO FOOD SAFETY PROBLEMS  

 Targeting of inspection resources  

 Laboratory accreditation for analyses of foods  

 Integrated consortium of laboratory networks. 

 Enhancing trace- back and recordkeeping. 

 Surveillance 

 Mandatory recall authority 

 Administrative detention of food. 

 Decontamination and disposal standards and 

plans. 

 Improving the training of state, local, territorial, and 

tribal food safety officials. 

 Grants to enhance food safety. 

 Improving the reportable food registry 

 



TARGETING OF INSPECTION 

RESOURCES  - FDA to 

 allocate resources to inspect facilities 

and articles of food imported into the 

United States based on their risk 

profiles;  

 increase the frequency of inspection of 

all facilities; and  

 report to the appropriate 

congressional committees annually on 

food facility and food import 

inspections. 



ENHANCING TRACE-BACK AND 

RECORDKEEPING 

 to explore, evaluate and improve methods for 

rapidly and effectively tracking and tracing 

processed food 

 To establish pilot projects (2011) 

 to enhance food- borne illness surveillance 

systems to improve  

 Data collection 

 Data analysis 

 Reporting 

 Usefulness 

 To issue proposed rule requiring the 

maintenance of records by facilities that will 

allow the FDA to trace high risk food during an 

outbreak (By 2013 ) 

 



MANDATORY RECALL AUTHORITY 

– FDA authorized to 

 provide a responsible party with an 

opportunity to cease distribution and 

recall an adulterated or misbranded 

article of high risk food;  

 order a responsible party to immediately 

cease distribution and provide notice to 

relevant persons if the responsible party 

does not voluntarily cease distribution 

of or recall such article of food; and  

 order a recall if the Secretary 

determines that removal of the article 

from commerce is necessary, but only 

after providing an opportunity for a 

hearing. 

 



ADMINISTRATIVE DETENTION 

 Revises and expands the standard for 

the administrative detention 

 Expands authority to all adulteration and 

misbranding 

 Revisions In FDC Act 

 striking „„credible evidence or information 

indicating‟‟ and inserting „„reason to 

believe‟‟; and 

 striking „„presents a threat of serious 

adverse health consequences or death to 

humans or animals‟‟ and inserting „„is 

adulterated or misbranded‟‟ 

 

 



DECONTAMINATION AND DISPOSAL 

STANDARDS AND PLANS 

 To develop collaborative plan between 

HHS agencies and EPA for disposal of 

contaminated food 

 Plus state – local involvement 



FOOD IMPORT PROVISIONS 



TITLE III: IMPROVING THE SAFETY 

OF IMPORTED FOOD - 

 Foreign supplier verification program.  

 Voluntary qualified importer program.  

 Authority to require import certifications for food  

 Prior notice of imported food shipments  

 Review of a regulatory authority of a foreign country.  

 Building capacity of foreign governments with respect to 

food. 

 Inspection of foreign food facilities. 

 Accreditation of third-party auditors and audit 

agents. 

 Foreign offices of the food and drug 

administration. 

 Smuggled food. 

 



TITLE IV: MISCELLANEOUS 

PROVISIONS - 

 Funding for food safety. 

 Employee protection (whistle blower 

protection) 

 Jurisdiction; authorities. 

 Compliance with international agreements 

 Determination of budgetary effects. 



PROVISIONS OF FSMA WHICH IMPACT 

FOOD EQUIPMENT STANDARDS 

3-A Sanitary Standards  

 shall be developed for all food 

processing and handling 

equipment 

 shall be required for all food 

processing and handling 

equipment 

 



IMPACT ON DAIRY INDUSTRY? 

 Unique federal-state 

partnership under NCIMS 

 Pasteurized Milk 

Ordinance (PMO) 

 Laboratory program 

 Farm to the customer 



FDA REPORT 

NATIONAL CONFERENCE ON 

INTERSTATE MILK 

SHIPMENTS 

MAY 1,2011 

 

Nega Beru, Ph. D. 

Director, Office of Food Safety 

Center for Food Safety and Applied Nutrition 

Food and Drug Administration 



PMO/NCIMS ASPECTS  

 The PMO  

 Mentioned in FSMA Sec. 103 

 Laboratory accreditation 

 Will Grade A lab program need to be 

accredited under FSMA??? 

 To soon to tell. 



FSMA SECT.103 HAZARD ANALYSIS AND 

RISK-BASED PREVENTIVE CONTROLS. 

 The secretary shall review regulatory 

hazard analysis and preventive control 

programs in existence on the date of 

enactment of the FDA food safety 

modernization act, including the grade 

„A‟ pasteurized milk ordinance to 

ensure that such regulations are 

consistent, to the extent practicable, with 

applicable domestic and internationally-

recognized standards in existence on such 

date. 



FSMA AND THE PMO 

 The required review has been done and 

is being written 

 It will be a reference to the preamble 

for the new preventive controls 

regulation 

 Early indications are that no 

significant issues arise between PMO 

and draft text under development 



OTHER DAIRY ISSUE? 

 Food defense plan requirements under 

FSMA 

 Will it impact dairy farms under NCIMS 

 

 

 Your guess is as good as mine.   



THE END 

 

 


