
COMPLIQLNCE POLKX’ GWDE 
Compliance Policy Guidance for FDA Staff 

CHAPTER - 5 
SUB CHAPTER - 555 

This draft com@iance policy document will be an update to the Compliance Policy Guides Manual (2000 edition). It is a 
revised Co~~~ia~~e Policy Guide and will be included in the next printing of the Compliance Policy Guides Manual once 
finalized. It is intended for FDA personnel and may also be used by the industry. It is available to the public. This draft 
ridable doc~eut represents the Agency’s cm-rent thinking on filth from insects, rodents, and other pests based on recent 
advances in science. It does not create or confer any rights for of: on any person and does nut operate to b&d FDA or the 
public. An alternative approach may be used if such approach satisfies the requirements of the applicable statute, regulation, 
or both. 

ific advances have increased the precision of the scientific criteria used to iriterpret the regulatory sig~~~~~e 
of adultera~on involving insects, rodents, and other pests in foods. The revisions of this guideline are based on those 
advances in science.* 

Attraction - drawn by a sensory stimulus such as odor, color, etc. Observations indicating the presence of pests e~ibiti~g 
~~~~~~~~~~ include, but are not limited to: 

1. I~spe~tional observations such as live flies observed on exposed product in cutting room (attracted to 
human food) or rodent tracks observed in dust in a trash disposal area (attracted to filth). 

2. Analytical observations such as a filth exhibit identified as one insect entrance hole, 114 inch in diameter, 
penetrating to inside of a product container (at&acted to human food) or static material fomd to contain one 
egg case of the oriental cockroach (attracted to filth). 

Copulative behavior - oscillating between filth (eg., garbage, nmmrualian excreta or other sources of ~a~oge~s~ and 
human food, Observatiom indicating the presence ofpests exhibiting ~~~~~~ic~~~~e b~~ovior include, but are not 
limited to: 

1. Inspectional observations such as a rodent runway exhibiting smear marks and numerous rodent excreta 
pellets observed between a garbage can and a raw materials storage bin. 

2. Analytical observations such as finding filth from the American cockroach in a filth exhibit of food product 
and finding cockroach excreta in a filth exhibit collected from the toilet facility. 
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~~dophily - observed willingness to enter buildings. Observations indicating the presence of pests exhibiting ~~~~~~i~ 
include, but are not limited to: 

l* Inspectional observations such as live cockroaches observed on the north wafl approximately 10 feet &om 
the northeast corner inside building A of the production plant. 

2. Analytical observations such as striated hair identified as belonging to the Asian musk shrew, ~~~~~s 
mzcrWs, an endophilic species. 

Exophily - observed reluctance to enter buildings. Observations indicating the presence of pests exhibiting e~~~~~~y Ilrrelude, 
but are not limited to: 

1. ~ns~e~t~ona~ observations such as five sparrows observed on the roof over the open loading dock door on 
the south side of a buildmg but no sparrows observed entering the building. 

or - 

2. Analytical observations such as a filth exhibit identified as the corn earworm, an exophihe insect. 

~~~~opy - association with humans or their dweflings. Observations indicating the presence of pests e~b~t~g 
~y~#~~~~~~y include, but are not limited to: 

1. X_nspectional observations such as live flies observed in the vicinity of the main production f~~i~i~~ both 
inside and outside the facility. 

2. Analytical observations such as a Hth exhibit identified as one aduh house fly, ~~$~~ ~~~~~~~~~ L., a 
synanthropic species. 

PQLICY: 
regulator action criteria are organized into three categories: vectors (pests that carry pathogens from one host, source or 
place to another), indicators of insanitary conditions, and incidental pests. Each category has a unique forensic profile to 
intewret the regulatory significance of adulteration from potentially food~~ont~ating pests. 

The following forensic profiles are used to interpret the regulatory significance ofadu~t~ration from food-~onta~~at~~~ 
pests. 

Forensic Category f. Vectors 

This category includes vectors of foodbome pathogens regardless of whether a ~~robiolog~~a~ hazard is detected. A pest 
should meet (211 of the attributes in the following profile in order to be placed in category I: 

1. ~~an~o~y 
2. ~ndoph~ly 
3. Attraction to filth and to human food 
4. ~o~~~~ative behavior 
5. Past or present evidence that foodborne pathogens are associated with natural ~o~u~~tions of the pest 

2 



Examples include, but are not limited to: house fly, oriental r;ockroach, pharaoh ant, house mouse. 

Forensic Category II. Pests that are Indicators of ~nsa~tation. 

This category includes pests whose presence in food or in the vicinity of food processing or storage areas is an indication of 
insanita~ conditions. A pest should meet all of the attributes of any one of the following profiles (A., FL, or G.) in order to be 
placed in Category II. 

A. ~po~sti~ Pests 
1 I ~~nt~opy 
2. ~ndop~ily 
3. Attraction to stored food 
4. Co~~iGative behavior 

Examples include, btrt are not limited to: common silverfish, Argentine ant., lesser band&o& rat. 

B. Adventive Pests 
1. ~~an~opy 
2. Endophily 
3. A lack of attraction to stored food 
4. A lack of communicative behavior 

examples include, but are not limited to: cluster fly, cellar spider, pigeon, little brown bat. 

6. ~bligato~ Pests 
(storage insects and other stored-product pests) 

1. ~~ant~opy 
2. ~~dophily 
3. Attraction to stored food 
4, A lack of ~o~~cative behavior 

Examples include, but are not limited to: granary weevil, conf&ed flour beetle, cigarette beetle, ~~dia~eal moth, 
cheese skipper, booklouse. 

D. Parasites and Predators 
1. s~an~opy 
2. endophily 
3. adaption to a host or prey that fits a profile from category I or category II 

Examples include, but are not limited to: lesser ensign wasp, warehouse pirate bug, window pane fly, house 
pseudoscorpion. 

Forensic Category IIX. Incidental Pests 

This category includes agricultural pests, nuisance pests and other incidental pests that do not meet the attributes of one of the 
profiles described in category E and category If.* 

Specific numerical defect action levels for *incidental pests* or insect f?agments in foods (refer to Ebod Defect Action Levels, 
1998, Industry Activities Staff, WFS-56.5, FDA, 200 C Street, SW., Was~ngton, DC 202234) do not include *category I pests 

ests, unless there are specific references to category f or category II pests* in the Regulatory Action Guidance 
section of the Compliance Policy Guide. 
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