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National List Manager Sherbrooke, December 22, 2016 
USDA/AMS/NOP, Standards Division 
1400 Independence Ave. SW 
Room 2648-So., Ag Stop 0268 
Washington, DC 20250-0268 
 

SUBJECT: Petition for the inclusion of Thymol on the National List of Substances Allowed in Organic 

Production and Handling.  

 

Dear Sir or Madam, 

The following petition is submitted by Laboratoire M2 for the listing of thymol on the National List of 

Substances Allowed in Organic Production for livestock production.  

 

Please advise if any additional information is required by the USDA or AMS for consideration of our 

request.  

 

Best Regards,  

Emilie St-Pierre, M. Sc. 
Regulatory Affairs & QC/QA Manager 
 
4005-A, rue de la Garlock,   
Sherbrooke (Québec)   J1L 1W9  
CANADA  
 
1-866-898-0697 #226 
estpierre@thymox.com 

 
c.c.  Frank Palantoni, CEO 
c.c.   Geneviève Leagault, Regulatory Affairs & QC/QA Manager  
 

 
 

  
   
  
  

Encl.:
Petition for thymol
Annex 1 Label Thymox Footbath 1P
Annex 2 Safety Data Sheet for thymol crystals
Annex 3 Tolerance exemption from FDA
Annex 4 Thymol GRAS / EPA Registration Eligibility Decision  
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Petition for inclusion on the National List of Substances Allowed in Organic Production and Handling.  

Thymol  

To be included in the petition: 

Item A.1 — Indicate which section or sections the petitioned substance will be included on and/or 

removed from the National List. The current National List may be viewed at 

www.ams.usda.gov/NOPNationalList.    

Petition Substance:  Thymol 

Proposed section of the listing:  Synthetic substances allowed for use in organic livestock production 

(§205.603 (b)) - as a topical treatment, external parasiticide or local anesthetic as applicable 

Item B—Provide concise and comprehensive responses in providing all of the following information on 

the substance being petitioned. 

For petitions to add or change an annotation for a substance that is already on the National List, 

items 5-11 are optional. Petitioners are encouraged to address these items if the information has 

changed since the NOSB’s original review of the substance. 

1. Substance Name Provide the substance’s chemical and/or material common name.  

THYMOL (2-Isopropyl-5-methylphenol) 

CAS - 89-83-8 

2. Petitioner and Manufacturer Information Provide the name, address, and telephone number 

for the petitioner and manufacturer (if different) 

Petitioner: Laboratoire M2, 4005-A de la Garlock Sherbrooke J1L 1W9 819-563-0698 

Manufacturer of Thymol: Thymol crystals can be purchased from many various manufacturers. We 

petition for the use of a standardized, USP/EP grade ingredient. The thymol crystals used by our 

company is supplied from a GMP, FDA and HACCP certified vendor. Our relationship with our supplier 

is proprietary and confidential and should remain undisclosed. 

3. Intended or Current Use Describe the intended or current use of the substance, e.g., use as a 

pesticide, animal feed additive, processing aid, nonagricultural ingredient, sanitizer, or 

disinfectant. If the substance is an agricultural ingredient, the petition must provide a list of 

the types of product(s) (e.g., cereals, salad dressings) for which the substance will be used 

and a description of the substance’s function in the product(s) (e.g., ingredient, flavoring 

agent, emulsifier, processing aid). 

Thymol is a GRAS compound. The antimicrobial and antifungal efficacy of this plant-derived compound 

has long been shown by scientific evidence, in addition to various uses including as a food additive and 

preservative1,2. Other scientific studies also show that thymol demonstrates wound healing promotion 

on skin surfaces3.   

Thymol is to be used as the active ingredient (0.23% concentration) of a processing aid in livestock 

production, a footbath disinfectant solution for dairy cows. The main infectious disease causing 

http://www.thymox.com/
http://www.thymox.com/
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lameness and inducing important economic loss in dairy production is digital dermatitis4; an accurately 

formulated 0.23% thymol footbath has proven efficacy as an effective tool in the control of infectious 

disease5 .  

4. Intended Activities and Application Rate Provide a list of the crop, livestock, or handling 

activities for which the substance will be used. If used for crops or livestock, the substance’s 

rate and method of application must be described.  

When used in specially formulated footbath solutions, this proven antimicrobial compound has a 

proven efficacy in the control of Digital Dermatitis, an infectious disease of high importance in cattle 

management. Typical frequency for use of dairy cattle footbath solution is generally around 3 to 5 

times a week, after each milking (up to 3 times per day). It is recommended to change the 0.23% thymol 

solution after the passage of 200 cows, or after visibly soiled.  

5. Manufacturing Process Provide the source of the substance and a detailed description of its 

manufacturing or processing procedures from the basic component(s) to the final product. 

Thymol crystals are produced industrially from the precursor compound meta-cresol, an organic 

chemical extracted from coal tar. The typical process is to mix meta-cresol and iso-propyl alcohol and 

heat the mixture, resulting in vapor phase alkylation6. This simple reaction is the following: 

meta-cresol + iso-propyl alcohol → thymol + water 

Thymol is purified (distillation columns) and crystallized, resulting in a high purity ingredient produced 

under strict quality parameters, namely USP NF grade under the FDA cGMPs (Good Manufacturing 

Practices).  

The resulting thymol crystal is completely nature identical to pure thymol that could be extracted from 

plant sources. Crystals are then mixed with inert substances for a specially formulated pH-neutral, 

chemically stable and of accurate purity, resulting in the desired high antimicrobial efficacy solution 

needed for the use in dairy cattle footbath.  

6. Ancillary Substances For substances petitioned for use in organic handling or processing, 

provide information about the ancillary substances (including, but not limited to, carriers, 

emulsifiers, or stabilizers) that may be included with the petitioned substance, including 

function, type of substance, and source, if known. 

The inert ingredients used in the final solution are a mix of specifically chosen diluents and surfactants. 

The formulation is confidential and protected by international patents. The final solution presents the 

following characteristics at use dilution:  

- Thymol content: 0.23% (w/w) 

- pH-neutral 

- Non-toxic for animals (EPA category IV)  

- Non-corrosive for surfaces  

- Readily biodegradable  

- Non-toxic to aquatic life 

http://www.thymox.com/
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7. Previous Reviews Provide a summary of any available previous reviews of the petitioned 

substance by State or private certification programs or other organizations. If this 

information is not available, this should be stated in the petition. If the substance has been 

previously reviewed and rejected by the NOSB, the petition must provide new information 

that was not submitted in an earlier petition or provided for in the previous technical reports 

for the substance. 

In April 2016, a complete file was submitted to the Organic Materials Review Institute for the addition 

of the specially formulated 0.23% thymol solution to the OMRI listing, as a footbath treatment listed 

under “Livestock Health Care” Class. The submission was rejected on the basis that the active 

ingredient, thymol, was not listed as a synthetic active ingredient approved under the National List at 

§ 205.603 (b). We are respectfully requesting the NOSB to review this current petition in order to add 

synthetically produced thymol crystals to this list of substances approved for use in organic production.  

8. Regulatory Authority Provide information regarding EPA, FDA, and State regulatory authority 

registrations, including registration numbers. The information provided must confirm that the 

intended use of the substance is permitted under EPA or FDA regulations, as applicable. For 

food ingredients and processing aids, the substance must be approved by FDA for the 

petitioned use. For pesticide active ingredients, the substance must have an EPA tolerance or 

tolerance exemption, as applicable. If this information does not exist or is not applicable, the 

petitioner should state this in the petition.  

FDA and EPA regulations are not applicable. Thymol is a GRAS compound and exempted from the 

requirement of a tolerance (§ 180.1240). 

9. Chemical Abstracts Service (CAS) Number and Product Labels Provide the CAS number or 

other product numbers of the substance. If the substance does not have an assigned product 

number, the petitioner should state so in the petition. For food additives, the International 

Numbering System (INS) number should also be provided. This item should also include labels 

of products that contain the petitioned substance. If a product label does not apply to this 

substance, please provide a brief explanation. Product specification sheets, product data 

sheets, non-retail labels, or other product information may be substituted for the product 

label, if appropriate. 

THYMOL (2-Isopropyl-5-methylphenol) 

CAS - 89-83-8 

See attached label of product that contains petitioned substance (Annex 1) 

10. Physical and Chemical Properties Provide the substance’s physical properties and chemical 

mode of action including the following:  

(a) Chemical interactions with other substances, especially substances used in organic 

production;  

None known.  

(b) Toxicity and environmental persistence;  

http://www.thymox.com/
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None known. The 0.23 % thymol-based footbath solution is readily biodegradable according to OECD 

301E and is non-toxic to animals.  

(c) Environmental impacts from its use and/or manufacture;  

None known. The manufacturing processes of both thymol crystals and the 0.23 % thymol based 

footbath solution releases no discharges in the environment. Both manufacturing plants are compliant 

to local environmental regulating authority.   

(d) Effects on human health; and 

None known. At use dilution, the 0.23 % thymol-based footbath solution is non-toxic (EPA Category 

IV).  

(e) Effects on soil organisms, crops, or livestock. 

None known. At use dilution, the 0.23 % thymol-based footbath solution was shown to present a low 

aquatic toxicity.  

11. Safety Information Provide safety information about the substance including a Material 

Safety Data Sheet (MSDS) and a substance report from the National Institute of 

Environmental Health Studies. If this information does not exist or is not applicable, the 

petitioner should state so in the petition. 

There is no report for Thymol from the National Institute of Environmental Health Studies 

Please refer to Annex 2 Safety Data Sheet for thymol crystals   

Please refer to Annex 3 Exemption from a requirement of a tolerance - EPA 

Please refer to Annex 4 Thymol GRAS / EPA Registration Eligibility Decision 

12. Research Information This item should include research information about the substance. 

The research should include comprehensive substance research reviews and research 

bibliographies, including reviews and bibliographies that present contrasting positions to 

those presented by the petitioner in supporting the substance’s inclusion on or removal from 

the National List. For petitions to include nonorganic agricultural substances on the National 

List for organic handling, this information should include research on why the substance 

should be permitted in the handling of an organic product, including the availability of 

organic alternatives. If research information does not exist for the petitioned substance or for 

the contrasting position, the petitioner should state so in the petition. 

The petition request for the addition of thymol on the listing for Synthetic substances allowed for use 

in organic livestock production (§205.603 (b)) - as topical treatment, external parasiticide or local 

anesthetic.  

The actual standard in organic dairy production is to use copper sulfate in footbath. This synthetic 

compound is allowed under NOP listing for use in organic dairy farms as a topical treatment. Various 

concerns have been identified by key stakeholders for copper sulfate, such as bioaccumulation, toxicity 

http://www.thymox.com/
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for users and animals and effect on aquatic life. This is extensively discussed in the following section 

(13.Petition Justification Statement).  

Many well-known products use thymol as an active ingredient within antiseptics, preservatives, 

disinfectants, repellents, etc. This simple phenolic compound presents many advantages in 

comparison to harsh chemical with similar activities. It has a rapid degradation when released in the 

environment, presents virtually no risks when used according to recommendations and is highly 

effective.  

Organic dairy farmers constantly reach out to us to learn about our thymol-based footbath solution 

because they see it as a logical, better alternative to copper sulfate. According to the latest NOSB 

Sunset Subcommittee Review7, concerns were raised for the environmental impacts of the use of 

copper sulfate as a footbath product, specifically regarding toxic bioaccumulation. However, due to 

lack of better alternatives, the motion proposing the removal of copper sulfate from the NOP listing 

was rejected. We see this as evidence of a growing, grass roots pressure to find sustainable and 

biodegradable solutions to replace the only approved solutions on the market today which contain the 

known, toxic and hazardous copper sulfate.  

 

The use of non-synthetic thymol, extracted from essential oils, has been extensively reviewed while 

designing the formulation for the 0.23 % thymol-based footbath. Major limits were faced: sufficient 

commercial availability of the oils, purity and thymol quality content (essential oils contain many other 

compounds with unknown characteristics for practical application) resulting in a much higher end-user 

price, which would be prohibitively higher.  A much higher end-price, in turn, would prevent dairy 

farmers from switching to a safer product for the cows, workers, and environment, who are already 

experiencing record high prices to run their farms, and very low market milk prices. Even with 

potentially better milk prices in the future, the roughly 5x higher price for the farmer of an essential 

oils product to wash their cows’ hooves would still be operationally unaffordable. Current formulation 

using synthetic thymol is available on the market at similar pricing (cost per footbath) as copper sulfate.  

 

13. Petition Justification Statement Provide a “Petition Justification Statement,” which provides 

justification for any of the following actions requested in the petition: 

a. Inclusion of a Synthetic on the National List (7 C.F.R. §§ 205.601, 205.603, 205.605(b))  

i.  Explain why the synthetic substance is necessary for the production or 

handling of an organic product. 

ii. Describe any nonsynthetic substances, synthetic substances on the National 

List, or alternative cultural method that could be used in place of the 

petitioned synthetic substance. 

iii. Describe the beneficial effects to the environment, human health, or farm 

ecosystem from use of the synthetic substance that support its use instead of 

the use of a nonsynthetic substance or alternative cultural method. 

The intention is to provide to organic dairy farmers an alternative to the actual organically approved 

standard solution for use in dairy cattle footbath, acidic copper sulfate solutions. Copper sulfate is a 

synthetic substance listed under §205.603 (b) (1).  

The current standard in organic dairy farming for footbath solutions: Copper Sulfate 

http://www.thymox.com/
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In our view, the only reason why copper sulfate is still the sole solution used today is due to the 

“footbath market”, considered an orphan market by the large Animal Health companies; too small to 

be of commercial interest for a “new” product to replace it. To date, no other suitable footbath method 

has been developed and proposed for organic use. 

To cite the findings of EXTOXNET (Extension Toxicology Network) of Cornell University, Michigan State 

University, Oregon State University, and University of California at Davis:  
 “Copper is strongly bioaccumulated.  […] As a naturally-occurring substance, copper can persist indefinitely. No 

evidence has been found to show that this material gets removed from water through volatilization. 

 One of the limiting factors in the use of copper compounds is their serious potential for phytotoxicity, or poisonous 

activity in plants. Copper sulfate can kill plants by disrupting photosynthesis. 200 ppm of copper was found in grass 

five months after it was sprayed with copper sulfate to control liver fluke. 

 High concentrations of this type of copper are toxic to aquatic organisms and may cause a significant decrease in 

populations of aquatic invertebrates, plants, and fish. A state Fish and Game Agency should be consulted before 

copper sulfate application to public waters, as permits may be required for such treatment.”8 

 

Copper sulfate is dissolved at a rate of 5% in water (typically 10 lbs. of copper sulfate in 50 gallons of 

water for every 200 cows) in a trough. The cows are forced to walk through the caustic solution 

(between 6 to 14 times per week) to cleanse the hooves and kill the disease causing bacteria; the 

treatment is especially painful when the cows have open lesions from the disease. 

Since there are more than 250 000 organic cows in the US9, about 4 million pounds of copper sulfate 

is used each year in footbaths for organic farming. Unlike other toxic substances, used copper sulfate 

in the footbath water is not handled as a ‘toxic substance’ and isolated, rather, the standard practice 

is to drain the footbaths into a ‘manure lagoon,’ where the water, manure and copper sulfate are all 

subsequently pumped out and returned to the soil as a fertilizing mixture, exposing the soil, water 

resources and fish to extreme risk, hazards and toxicity. This seems to us as highly inconsistent with 

the approved EPA handling practices of copper sulfate and the basis of organic farming which should 

promote ecological balance and environmental sustainability.  

 

Rising concerns for the use of Copper Sulfate in footbath  

US regulators and scientists have expressed serious concerns about the environmental impact of 

copper sulfate in general10,11. In the case of an organic dairy farm footbath’s waste stream, the toxic 

mixture of copper sulfate and manure, is discharged into a manure lagoon. Common practice is to 

apply the slurry of the manure lagoon to the crop (hay) fields of the organic dairy farm as a fertilizer. 

Since Copper is not biodegradable, the copper in the manure slurry binds tightly to soil particles when 

the slurry is applied to the fields and can rapidly surpass phytotoxic concentrations in as little as 5 

years12. This level of copper poisoning, typically called soil acidification, can render the land on an 

organic farm permanently infertile. Therefore, the use of any product on an organic farm which leads 

to heavy metal soil pollution seems counterintuitive and incongruous to the spirit of the USDA National 

Organic Program (NOP) Rule (7 CFR Part 205).   

 

Copper sulfate, even at the appropriate footbath dilution (5-10% in water), can be extremely painful 

to cows.  One of the resulting effects of copper sulfate footbaths is to partially chemically cauterize 

hoof lesions caused by the disease of digital dermatitis. Veterinarians describe the pain cows 

experience to be similar to a cigarette burn on human skin. If you were to watch cows walk through 

http://www.thymox.com/
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these highly acidic copper sulfate footbaths, you would witness the cows flinching in pain. It is that 

obvious. This vital, though extremely painful, daily practice seems contrary to the organic spirit of 

humane animal management, and does not appear to be in line with an environmental protocol most 

closely replicating a natural environment for the animals. The pain suffered by cows from the use of 

this highly acid treatment is particularly discordant with organic foundations and standards set in CFR 

§205.238 (a). We compare that practice to the use of 0.23 % thymol-based footbath solution, which is 

pH neutral, and specifically design for footbaths, affording dairy cows the highest degree of protection 

against digital dermatitis while being pain-free.  

 

Copper sulfate is shipped to farms and handled as a powder. It is difficult to dissolve the copper sulfate 

powder in the footbath water, and the process of pouring and mixing the powder creates ambient 

dust.  Workers preparing the footbath solution are unavoidably exposing their skin, eyes, and their 

lungs through inhalation, to a synthesized compound (copper sulfate is industrially produced) which is 

intended to cause necrosis of living tissue. In fact, inadvertent drinking of the copper sulfate based 

footbath solution has been proven to be fatal to mammals13 and is highly toxic to aquatic life, an 

important environmental concern in all runoff and watershed areas surrounding an organic dairy 

farm14,15.  Again, it seems that these dangerous consequences are inconsistent with the intentions and 

standards of organic farming, and that the copper sulfate-based protocols would not, under any 

circumstances, satisfy consumers’ expectations toward sustainable organic farming and animal 

welfare. 

 

Opportunity for a novel solution for dairy footbath displaying a natural fit with organic principles  

In opposition, the use of 0.23 % thymol-based footbath solution seems to be much more consistent 

with the organic principles, as defined in the National Organic Program Strategic Planning 2015-18: 

“The organic standards require the use of cultural, biological, and mechanical practices that support 

the cycling of on-farm resources, promote ecological balance, and conserve biodiversity.”16 Thymol-

based footbath product is completely biodegradable, poses virtually no risks to human and animals at 

use dilution and is compatible with methane biodigestors, thus meeting the promotion of sustainable 

management practices.  

 

Our company has been dedicated to the reduction and elimination of toxic compounds in cleaning and 

disinfecting for over a decade. We kindly ask that you allow us to continue our efforts to help save and 

protect the environment, provide more humane treatments for animals, and improve the safety of 

farm workers by approving this desperately needed product for organic dairy farming. 
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Petition for the inclusion of Thymox on the National List of Substances Allowed in Organic Production 
and Handling.

Annex 1 : Label Thymox Footbath 1P  
  



A NEW STANDARD OF HOOF CARE . NotToxic like Formaldehyde. Dissolves instantly, unlike Copper Sulfate. Cleanses hooves better. At 1:
100 dilution, this patented concentrate is part of a new standard of care program with a different cleansing mode of action compared to 
other chemicals. 
FIRST AID: In case of contact with eyes or skin, flush thoroughly with water; seek medical attention if irritation persists. If ingested, seek 
medical advice immediately. CAUTION: Irritant. May irritate eyes and skin. KEEP OUT OF REACH OF CHILDREN – DO NOT INGEST. Storage: 
Store in original container, between -5°C and 30°C (23°F and 86°F). If product freezes,bring to room temperature and stir until 
homogeneous before use. Disposal: Rinse container prior to recycling. Dispose of any unused or waste  product  in  compliance  with  the  
local  regulations.  FOR  MORE  INFORMATION VISIT:  thymox.com

5 15 55 275
GALLONS :

  
  

  

 Hooves Cleaner made from thymol concentrate

Works in any water .. Stays active with organic matter
.. 100% Biodegradable

No field contamination .. Non-corrosive, neutral pH

GENERAL USE PROTOCOL
(3 days/week)

INTENSIVE TRANSITION
PROTOCOL (5 days/week)

INTENSIVE INTRODUCTION
PROTOCOL (5 days/week)

READ LABEL
BEFORE USE

If conventional product currently

used: Use THYMOX Footbath 1P 
3 non-consecutive days per week, 
every  milking.  Use  conventional 
product 2 days per week. Use this 
regime  during  6  weeks  before 
switching  to  the  General  Use 
protocol. 

If no other product currently used:

Use THYMOX Footbath 1P 5 days 
per week, every milking.
Use this regime during 6 weeks 
before switching to the General 
Use protocol. 

Use THYMOX Footbath 1P 3 non- 
consecutive days per week, every 
milking.
Change the solution after 200 cow 
crossings.

Footbath preparation

(1% dilution):

Stir concentrate before first use.
Pour 1/2 gal of THYMOX Footbath 
1P in a 50 gal footbath. Fill with 
water. Remove excess dirt prior
to filling footbath.

4005-A de la Garlock Street 
Sherbrooke, Quebec
CANADA  J1L 1W9

thymox.com
Manufactured in USA
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Petition for the inclusion of Thymox on the National List of Substances Allowed in Organic Production 
and Handling.

Annex 2 Safety Data Sheet for thymol crystals  
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SIGMA-ALDRICH sigma-aldrich.com 
SAFETY DATA SHEET 

Version 4.7 
Revision Date 10/12/2015 

Print Date 10/27/2016 

 
1. PRODUCT AND COMPANY IDENTIFICATION 

Product name : Thymol 
 

Product Number : T0501 
Brand : Sigma 
Product Use : For laboratory research purposes. 
 
Supplier : Sigma-Aldrich Canada Co. 

2149 Winston Park Drive 
OAKVILLE ON  L6H 6J8 
CANADA 

Manufactur
er 

: Sigma-Aldrich Corporation 
3050 Spruce St. 
St. Louis, Missouri 63103 
USA 

Telephone : +1 9058299500 
Fax : +1 9058299292 
Emergency Phone # (For 
both supplier and 
manufacturer) 

: +1-703-527-3887 (CHEMTREC) 

Preparation Information : Sigma-Aldrich Corporation 
Product Safety - Americas Region 
1-800-521-8956 

 
2. HAZARDS IDENTIFICATION 

Emergency Overview 

WHMIS Classification 

D2B Toxic Material Causing Other Toxic Effects Moderate eye irritant 
E Corrosive Material Corrosive to skin 

GHS Classification 
Acute toxicity, Oral (Category 4) 
Skin corrosion/irritation (Sub-category 1B) 
Serious eye damage/eye irritation (Category 1) 
Acute aquatic toxicity (Category 2) 
Chronic aquatic toxicity (Category 2) 

GHS Label elements, including precautionary statements 

Pictogram 

 
 
Signal word Danger 
 
Hazard statement(s) 
H302 Harmful if swallowed. 
H314 Causes severe skin burns and eye damage. 
H411 Toxic to aquatic life with long lasting effects. 
 
Precautionary statement(s) 
P260 Do not breathe dust or mist. 
P264 Wash skin thoroughly after handling. 
P270 Do not eat, drink or smoke when using this product. 
P273 Avoid release to the environment. 
P280 Wear protective gloves/ protective clothing/ eye protection/ face protection. 
P301 + P312 + P330 IF SWALLOWED: Call a POISON CENTER or doctor/ physician if you feel unwell. 

Rinse mouth. 
P301 + P330 + P331 IF SWALLOWED: Rinse mouth. Do NOT induce vomiting. 
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P303 + P361 + P353 IF ON SKIN (or hair): Take off immediately all contaminated clothing. Rinse skin with 
water. 

P304 + P340 + P310 IF INHALED: Remove person to fresh air and keep comfortable for breathing. 
Immediately call a POISON CENTER or doctor/ physician. 

P305 + P351 + P338 + 
P310 

IF IN EYES: Rinse cautiously with water for several minutes. Remove contact lenses, if 
present and easy to do. Continue rinsing. Immediately call a POISON CENTER or 
doctor/ physician. 

P363 Wash contaminated clothing before reuse. 
P391 Collect spillage. 
P405 Store locked up. 
P501 Dispose of contents/ container to an approved waste disposal plant. 

HMIS Classification 
Health hazard: 3 
Flammability: 1 
Physical hazards: 0 

Potential Health Effects 

Inhalation May be harmful if inhaled. Material is extremely destructive to the tissue of the mucous 
membranes and upper respiratory tract. Causes respiratory tract irritation.  

Skin Harmful if absorbed through skin. Causes skin burns. Causes skin irritation.  
Eyes Causes eye burns. Causes eye irritation.  
Ingestion Harmful if swallowed.  

 
3. COMPOSITION/INFORMATION ON INGREDIENTS 

Synonyms : 5-Methyl-2-isopropylphenol 
5-Methyl-2-(1-methylethyl)phenol 
2-Isopropyl-5-methylphenol 
 

Formula : C10H14O 

Molecular weight : 150.22 g/mol 
 

CAS-No. EC-No. Index-No. Concentration 

Thymol 

89-83-8 201-944-8 604-032-00-1  <=100%  

 

4. FIRST AID MEASURES 

General advice 
Consult a physician. Show this safety data sheet to the doctor in attendance.Move out of dangerous area. 

If inhaled 
If breathed in, move person into fresh air. If not breathing, give artificial respiration. Consult a physician. 

In case of skin contact 
Take off contaminated clothing and shoes immediately. Wash off with soap and plenty of water. Consult a physician. 

In case of eye contact 
Rinse thoroughly with plenty of water for at least 15 minutes and consult a physician.Continue rinsing eyes during 
transport to hospital. 

If swallowed 
Do NOT induce vomiting. Never give anything by mouth to an unconscious person. Rinse mouth with water. Consult a 
physician. 

 

5. FIREFIGHTING MEASURES 

Conditions of flammability 
Not flammable or combustible. 

Suitable extinguishing media 
Use water spray, alcohol-resistant foam, dry chemical or carbon dioxide. 
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Special protective equipment for firefighters 
Wear self-contained breathing apparatus for firefighting if necessary. 

Hazardous combustion products 
Hazardous decomposition products formed under fire conditions. - Carbon oxides 

Explosion data - sensitivity to mechanical impact 
No data available 

Explosion data - sensitivity to static discharge 
No data available 

 

6. ACCIDENTAL RELEASE MEASURES 

Personal precautions 
Use personal protective equipment. Avoid dust formation. Avoid breathing vapours, mist or gas. Ensure adequate 
ventilation. Evacuate personnel to safe areas. Avoid breathing dust. 

Environmental precautions 
Prevent further leakage or spillage if safe to do so. Do not let product enter drains. Discharge into the environment 
must be avoided. 

Methods and materials for containment and cleaning up 
Pick up and arrange disposal without creating dust. Sweep up and shovel. Keep in suitable, closed containers for 
disposal. 

 

7. HANDLING AND STORAGE 

Precautions for safe handling 
Avoid contact with skin and eyes. Avoid formation of dust and aerosols. 
Provide appropriate exhaust ventilation at places where dust is formed.  

Conditions for safe storage 
Keep container tightly closed in a dry and well-ventilated place.  

 

8. EXPOSURE CONTROLS/PERSONAL PROTECTION 

Personal protective equipment 

Respiratory protection 
Where risk assessment shows air-purifying respirators are appropriate use a full-face particle respirator type N100 
(US) or type P3 (EN 143) respirator cartridges as a backup to engineering controls. If the respirator is the sole 
means of protection, use a full-face supplied air respirator. Use respirators and components tested and approved 
under appropriate government standards such as NIOSH (US) or CEN (EU). 

Hand protection 
Handle with gloves. Gloves must be inspected prior to use. Use proper glove removal technique (without touching 
glove's outer surface) to avoid skin contact with this product. Dispose of contaminated gloves after use in 
accordance with applicable laws and good laboratory practices. Wash and dry hands. 
 
Full contact 
Material: Chloroprene 
Minimum layer thickness: 0.6 mm 
Break through time: 480 min 
Material tested:Camapren® (KCL 722 / Aldrich Z677493, Size M) 
 
Splash contact 
Material: Nature latex/chloroprene 
Minimum layer thickness: 0.6 mm 
Break through time: 60 min 
Material tested:Lapren® (KCL 706 / Aldrich Z677558, Size M) 
 
data source: KCL GmbH, D-36124 Eichenzell, phone +49 (0)6659 87300, e-mail sales@kcl.de, test method: EN374 
If used in solution, or mixed with other substances, and under conditions which differ from EN 374, contact the 
supplier of the CE approved gloves. This recommendation is advisory only and must be evaluated by an industrial 
hygienist and safety officer familiar with the specific situation of anticipated use by our customers. It should not be 
construed as offering an approval for any specific use scenario. 
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Eye protection 
Face shield and safety glasses Use equipment for eye protection tested and approved under appropriate 
government standards such as NIOSH (US) or EN 166(EU). 

Skin and body protection 
Complete suit protecting against chemicals, The type of protective equipment must be selected according to the 
concentration and amount of the dangerous substance at the specific workplace. 

Hygiene measures 
Handle in accordance with good industrial hygiene and safety practice. Wash hands before breaks and at the end of 
workday. 

Specific engineering controls 
Use mechanical exhaust or laboratory fumehood to avoid exposure. 

9. PHYSICAL AND CHEMICAL PROPERTIES 

Appearance 

Form crystalline 
 

Colour colourless 

Safety data 

pH 7 at 1 g/l 
 

Melting 
point/freezing point 

Melting point/range: 48 - 51 °C (118 - 124 °F) - lit. 

 
Boiling point 232 °C (450 °F) - lit. 

 
Flash point 110 °C (230 °F) - closed cup 

 
Ignition temperature No data available 

 
Auto-ignition 
temperature 

No data available 

 
Lower explosion limit No data available 

 
Upper explosion limit No data available 

 
Vapour pressure 1 hPa (1 mmHg) at 64 °C (147 °F) 

 
Density 0.965 g/cm3 at 25 °C (77 °F) 

 
Water solubility 0.8 g/l at 20 - 25 °C (68 - 77 °F) 

 
Partition coefficient: 
n-octanol/water 

log Pow: 3.3 

 
Relative vapour 
density 

No data available 

 
Odour No data available 

 
Odour Threshold No data available 

 
Evaporation rate No data available 

 
 

10. STABILITY AND REACTIVITY 

Chemical stability 
Stable under recommended storage conditions.  

Possibility of hazardous reactions 
No data available 

Conditions to avoid 
No data available 

Materials to avoid 
Strong oxidizing agents, Strong bases 
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Hazardous decomposition products 
Hazardous decomposition products formed under fire conditions. - Carbon oxides 
Other decomposition products - No data available 

 

11. TOXICOLOGICAL INFORMATION 

Acute toxicity 

Oral LD50 
LD50 Oral - Rat - male and female - 980 mg/kg 

Inhalation LC50 
No data available 

Dermal LD50 
LD50 Dermal - Rat - male and female - > 2,000 mg/kg 

Other information on acute toxicity 
No data available 

Skin corrosion/irritation 
Skin - Rabbit - Causes burns. - 4 h - OECD Test Guideline 404 

Serious eye damage/eye irritation 
Eyes - Rabbit - Severe eye irritation - 24 h - OECD Test Guideline 405 

Respiratory or skin sensitisation 
Guinea pig - Does not cause skin sensitisation. 

Germ cell mutagenicity 

Genotoxicity in vitro - Hamster - Lungs - with and without metabolic activation - negative 

Genotoxicity in vivo - Mouse - male and female - Oral - negative 

Carcinogenicity 

IARC: No component of this product present at levels greater than or equal to 0.1% is identified as 
probable, possible or confirmed human carcinogen by IARC. 

ACGIH: No component of this product present at levels greater than or equal to 0.1% is identified as a 
carcinogen or potential carcinogen by ACGIH. 

Reproductive toxicity 
Reproductive toxicity - Rat - Subcutaneous 
Maternal Effects: Uterus, cervix, vagina. 

Teratogenicity 

Specific target organ toxicity - single exposure (Globally Harmonized System) 
No data available 

Specific target organ toxicity - repeated exposure (Globally Harmonized System) 
No data available 

Aspiration hazard 
No data available 

Potential health effects 

Inhalation May be harmful if inhaled. Material is extremely destructive to the tissue of the mucous 
membranes and upper respiratory tract. Causes respiratory tract irritation.  

Ingestion Harmful if swallowed.  
Skin Harmful if absorbed through skin. Causes skin burns. Causes skin irritation.  
Eyes Causes eye burns. Causes eye irritation.  

Signs and Symptoms of Exposure 
Cough, Shortness of breath, Headache, Nausea, Vomiting 

Synergistic effects 
No data available 

Additional Information 
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Repeated dose toxicity - Rat - male and female - Oral - No observed adverse effect level - 8 mg/kg 
RTECS: XP2275000 

 

12. ECOLOGICAL INFORMATION 

Toxicity 
 

Toxicity to fish LC50 - Oryzias latipes - 4.7 mg/l  - 96.0 h 
Method: OECD Test Guideline 203 

 
Toxicity to daphnia 
and other aquatic 
invertebrates 

Immobilization LC50 - Daphnia magna (Water flea) - 4.5 mg/l  - 48 h 
Method: OECD Test Guideline 202 

 
Toxicity to algae Growth inhibition EC50 - Pseudokirchneriella subcapitata (green algae) - 14 mg/l  - 72 h 

Method: OECD Test Guideline 201 

Persistence and degradability 
Biodegradability aerobic  

Result: 83 % - Readily biodegradable  
Method: OECD Test Guideline 302B 

 

Bioaccumulative potential 
Bioaccumulation Oryzias latipes -  

Bioconcentration factor (BCF): 48 
Method: OECD Test Guideline 305C 
 

Mobility in soil 
No data available 

PBT and vPvB assessment 
No data available 

Other adverse effects 

An environmental hazard cannot be excluded in the event of unprofessional handling or disposal. 

Toxic to aquatic life with long lasting effects. 
 

13. DISPOSAL CONSIDERATIONS 

Product 
Offer surplus and non-recyclable solutions to a licensed disposal company. Contact a licensed professional waste 
disposal service to dispose of this material. Dissolve or mix the material with a combustible solvent and burn in a 
chemical incinerator equipped with an afterburner and scrubber.  

Contaminated packaging 
Dispose of as unused product.  

 
14. TRANSPORT INFORMATION 

DOT (US) 
UN number: 2430 Class: 8 Packing group: III 
Proper shipping name: Alkylphenols, solid, n.o.s. 
Reportable Quantity (RQ):   
Marine pollutant: No 
Poison Inhalation Hazard: No 
 
IMDG 
UN number: 2430 Class: 8 Packing group: III EMS-No: F-A, S-B 
Proper shipping name: ALKYLPHENOLS, SOLID, N.O.S. (Thymol) 
Marine pollutant: Marine pollutant  
 
IATA 
UN number: 2430 Class: 8 Packing group: III 
Proper shipping name: Alkylphenols, solid, n.o.s. 
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15. REGULATORY INFORMATION 

WHMIS Classification 

D2B Toxic Material Causing Other Toxic Effects Moderate eye irritant 
E Corrosive Material Corrosive to skin 

This product has been classified in accordance with the hazard criteria of the Controlled Products Regulations and the 
MSDS contains all the information required by the Controlled Products Regulations. 

 

16. OTHER INFORMATION 

Text of H-code(s) and R-phrase(s) mentioned in Section 3 

Further information 
Copyright 2015 Sigma-Aldrich Co. LLC. License granted to make unlimited paper copies for internal use only. 
The above information is believed to be correct but does not purport to be all inclusive and shall be used only as a 
guide. The information in this document is based on the present state of our knowledge and is applicable to the 
product with regard to appropriate safety precautions. It does not represent any guarantee of the properties of the 
product. Sigma-Aldrich Corporation and its Affiliates shall not be held liable for any damage resulting from handling or 
from contact with the above product. See www.sigma-aldrich.com and/or the reverse side of invoice or packing slip for 
additional terms and conditions of sale. 
 
 

 

 



  
 

 

4005-A, rue de la Garlock, Sherbrooke, Quebec, Canada,  J1L 1W9 
 www.thymox.com  

 
 

   

  

 

Petition for the inclusion of Thymox on the National List of Substances Allowed in Organic Production 
and Handling.

Annex 3 Exemption from a requirement of a tolerance EPA 
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1999) and Executive Order 13175, 
entitled Consultation and Coordination 
with Indian Tribal Governments (65 FR 
67249, November 9, 2000) do not apply 
to this final rule. In addition, this final 
rule does not impose any enforceable 
duty or contain any unfunded mandate 
as described under Title II of the 
Unfunded Mandates Reform Act of 1995 
(UMRA) (Public Law 104–4). 

This action does not involve any 
technical standards that would require 
Agency consideration of voluntary 
consensus standards pursuant to section 
12(d) of the National Technology 
Transfer and Advancement Act of 1995 
(NTTAA), Public Law 104–113, section 
12(d) (15 U.S.C. 272 note). 

VII. Congressional Review Act 

The Congressional Review Act, 5 
U.S.C. 801 et seq., generally provides 
that before a rule may take effect, the 
agency promulgating the rule must 
submit a rule report to each House of 
the Congress and to the Comptroller 
General of the United States. EPA will 
submit a report containing this rule and 
other required information to the U.S. 
Senate, the U.S. House of 
Representatives, and the Comptroller 
General of the United States prior to 
publication of this final rule in the 
Federal Register. This final rule is not 
a ‘‘major rule’’ as defined by 5 U.S.C. 
804(2). 

List of Subjects in 40 CFR Part 180 

Environmental protection, 
Administrative practice and procedure, 
Agricultural commodities, Pesticides 
and pests, Reporting and recordkeeping 
requirements. 

Dated: February 27, 2009. 

Daniel J. Rosenblatt, 
Acting Director, Registration Division, Office 
of Pesticide Programs. 

■ Therefore, 40 CFR chapter I is 
amended as follows: 

PART 180—[AMENDED] 

■ 1. The authority citation for part 180 
continues to read as follows: 

Authority: 21 U.S.C. 321(q), 346a and 371. 

■ 2. Section 180.434 is amended by 
revising the tolerance for pineapple and 
by alphabetically adding the following 
commodities to the table in paragraph 
(a) to read as follows: 

§180.434 Propiconazole; tolerance for 
residues. 

(a) * * * 

Commodity Parts per 
million 

* * * * *

Beet, garden, roots ................... 0.30 
Beet, garden, tops .................... 5.5 
* * * * *

Cilantro, leaves ......................... 13 
* * * * *

Parsley, fresh leaves ................ 13 
Parsley, dried leaves ................ 35 
* * * * *

Pineapple .................................. 4.5 
Pineapple, process residue ...... 7.0 

* * * * * 
[FR Doc. E9–6273 Filed 3–24–09; 8:45 am] 
BILLING CODE 6560–50–S 

ENVIRONMENTAL PROTECTION 
AGENCY 

40 CFR Part 180 

[EPA–HQ–OPP–2007–0081; FRL–8404–4] 

Thymol; Exemption from the 
Requirement of a Tolerance 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Final rule. 

SUMMARY: This regulation establishes an 
exemption from the requirement of a 
tolerance for residues of thymol (as 
present in thyme oil) in or on food 
commodities when applied/used in/on 
public eating places, dairy processing 
equipment, and/or food processing 
equipment and utensils. Sensible Life 
Products submitted a petition to EPA 
under the Federal Food, Drug, and 
Cosmetic Act (FFDCA), as amended by 
the Food Quality Protection Act of 1996 
(FQPA), requesting an exemption from 
the requirement of a tolerance. This 
regulation eliminates the need to 
establish a maximum permissible level 
for residues of thymol. 
DATES: This regulation is effective 
March 25, 2009. Objections and requests 
for hearings must be received on or 
before May 26, 2009, and must be filed 
in accordance with the instructions 
provided in 40 CFR part 178 (see also 
Unit I.C. of the SUPPLEMENTARY 
INFORMATION). 

ADDRESSES: EPA has established a 
docket for this action under docket 
identification (ID) number EPA–HQ– 
OPP–2007–0081. To access the 
electronic docket, go to http:// 
www.regulations.gov, select ‘‘Advanced 
Search,’’ then ‘‘Docket Search.’’ Insert 
the docket ID number where indicated 

and select the ‘‘Submit’’ button. Follow 
the instructions on the regulations.gov 
website to view the docket index or 
access available documents. All 
documents in the docket are listed in 
the docket index available in 
regulations.gov. Although listed in the 
index, some information is not publicly 
available, e.g., Confidential Business 
Information (CBI) or other information 
whose disclosure is restricted by statute. 
Certain other material, such as 
copyrighted material, is not placed on 
the Internet and will be publicly 
available only in hard copy form. 
Publicly available docket materials are 
available in the electronic docket at 
http://www.regulations.gov, or, if only 
available in hard copy, at the OPP 
Regulatory Public Docket in Rm. S– 
4400, One Potomac Yard (South Bldg.), 
2777 S. Crystal Dr., Arlington, VA. The 
Docket Facility is open from 8:30 a.m. 
to 4 p.m., Monday through Friday, 
excluding legal holidays. The Docket 
Facility telephone number is (703) 305– 
5805. 
FOR FURTHER INFORMATION CONTACT: 
Mark Hartman, Antimicrobials Division 
(7510P), Environmental Protection 
Agency, 1200 Pennsylvania Ave., NW., 
Washington, DC 20460–0001; telephone 
number: (703) 308–0734; 
hartman.mark@epa.gov. 
SUPPLEMENTARY INFORMATION: 

I. General Information 

A. Does this Action Apply to Me? 
You may be potentially affected by 

this action if you are an agricultural 
producer, food manufacturer, or 
pesticide manufacturer. Potentially 
affected entities may include, but are 
not limited to: 

• Crop production (NAICS code 111). 
• Animal production (NAICS code 

112). 
• Food manufacturing (NAICS code 

311). 
• Pesticide manufacturing (NAICS 

code 32532). 
This listing is not intended to be 

exhaustive, but rather provides a guide 
for readers regarding entities likely to be 
affected by this action. Other types of 
entities not listed in this unit could also 
be affected. The North American 
Industrial Classification System 
(NAICS) codes have been provided to 
assist you and others in determining 
whether this action might apply to 
certain entities. To determine whether 
you or your business may be affected by 
this action, you should carefully 
examine the applicability provisions. If 
you have any questions regarding the 
applicability of this action to a 
particular entity, consult the person 
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listed under FOR FURTHER INFORMATION 
CONTACT. 

B. How Can I Access Electronic Copies 
of this Document? 

In addition to accessing an electronic 
copy of this Federal Register document 
through the electronic docket at http:// 
www.regulations.gov, you may access 
this ‘‘Federal Register’’ document 
electronically through the EPA Internet 
under the ‘‘Federal Register’’ listings at 
http://www.epa.gov/fedrgstr. You may 
also access a frequently updated 
electronic version of 40 CFR part 180 
through the Government Printing 
Office’s pilot e-CFR site at http:// 
www.gpoaccess.gov/ecfr. 

C. Can I File an Objection or Hearing 
Request? 

Under section 408(g) of FFDCA, as 
amended by FQPA, any person may file 
an objection to any aspect of this 
regulation and may also request a 
hearing on those objections. The EPA 
procedural regulations which govern the 
submission of objections and requests 
for hearings appear in 40 CFR part 178. 
You must file your objection or request 
a hearing on this regulation in 
accordance with the instructions 
provided in 40 CFR part 178. To ensure 
proper receipt by EPA, you must 
identify docket ID number EPA–HQ– 
OPP–2007–0081 in the subject line on 
the first page of your submission. All 
requests must be in writing, and must be 
mailed or delivered to the Hearing Clerk 
on or before May 26, 2009. 

In addition to filing an objection or 
hearing request with the Hearing Clerk 
as described in 40 CFR part 178, please 
submit a copy of the filing that does not 
contain any CBI for inclusion in the 
public docket that is described in 
ADDRESSES. Information not marked 
confidential pursuant to 40 CFR part 2 
may be disclosed publicly by EPA 
without prior notice. Submit your 
copies, identified by docket ID number 
EPA–HQ–OPP–2007–0081, by one of 
the following methods. 

• Federal eRulemaking Portal: http:// 
www.regulations.gov. Follow the on-line 
instructions for submitting comments. 

• Mail: Office of Pesticide Programs 
(OPP) Regulatory Public Docket (7502P), 
Environmental Protection Agency, 1200 
Pennsylvania Ave., NW., Washington, 
DC 20460–0001. 

• Delivery: OPP Regulatory Public 
Docket (7502P), Environmental 
Protection Agency, Rm. S–4400, One 
Potomac Yard (South Bldg.), 2777 S. 
Crystal Dr., Arlington, VA. Deliveries 
are only accepted during the Docket’s 
normal hours of operation (8:30 a.m. to 
4 p.m., Monday through Friday, 

excluding legal holidays). Special 
arrangements should be made for 
deliveries of boxed information. The 
Docket Facility telephone number is 
(703) 305–5805. 

II. Background and Statutory Findings 
In the Federal Register of July 6, 2007 

(Vol. 72, No. 129 (FRL–8136–3), EPA 
issued a notice pursuant to section 
408(d)(3) of FFDCA, 21 U.S.C. 
346a(d)(3), announcing the filing of a 
pesticide tolerance petition (PP 6F7147) 
by Sensible Life Products (Division of 
LBD, Ltd.), 34-7 Innovation Dr, Ontario, 
Canada L9H7H9. The petition requested 
that 40 CFR part 180 be amended by 
establishing an exemption from the 
requirement of a tolerance for residues 
of thymol in or on food commodities 
when used as a hard surface 
disinfectant. This notice included a 
summary of the petition prepared by the 
petitioner. 

A public comment has been received 
objecting to ‘‘any tolerance, exemption, 
or waiver allowing more than zero 
residue of thymol on food.’’ This 
comment is addressed in Unit VIII.C. 

Section 408(c)(2)(A)(i) of FFDCA 
allows EPA to establish an exemption 
from the requirement for a tolerance (the 
legal limit for a pesticide chemical 
residue in or on a food) only if EPA 
determines that the exemption is ‘‘safe.’’ 
Section 408(c)(2)(A)(ii) of FFDCA 
defines ‘‘safe’’ to mean that ‘‘there is a 
reasonable certainty that no harm will 
result from aggregate exposure to the 
pesticide chemical residue, including 
all anticipated dietary exposures and all 
other exposures for which there is 
reliable information.’’ This includes 
exposure through drinking water and in 
residential settings, but does not include 
occupational exposure. Pursuant to 
section 408(c)(2)(B) of FFDCA, in 
establishing or maintaining in effect an 
exemption from the requirement of a 
tolerance, EPA must take into account 
the factors set forth in section 
408(b)(2)(C) of FFDCA, which require 
EPA to give special consideration to 
exposure of infants and children to the 
pesticide chemical residue in 
establishing a tolerance and to ‘‘ensure 
that there is a reasonable certainty that 
no harm will result to infants and 
children from aggregate exposure to the 
pesticide chemical residue. ’’ 
Additionally, section 408(b)(2)(D) of 
FFDCA requires that the Agency 
consider ‘‘available information 
concerning the cumulative effects of a 
particular pesticide’s residues’’ and 
‘‘other substances that have a common 
mechanism of toxicity.’’ 

EPA performs a number of analyses to 
determine the risks from aggregate 

exposure to pesticide residues. First, 
EPA determines the toxicity of 
pesticides. Second, EPA examines 
exposure to the pesticide through food, 
drinking water, and through other 
exposures that occur as a result of 
pesticide use in residential settings. 

III. Toxicological Profile 

Consistent with section 408(b)(2)(D) 
of FFDCA, EPA has reviewed the 
available scientific data and other 
relevant information in support of this 
action and considered its validity, 
completeness, and reliability and the 
relationship of this information to 
human risk. EPA has also considered 
available information concerning the 
variability of the sensitivities of major 
identifiable subgroups of consumers, 
including infants and children. 

Thymol is an essential oil that is 
extracted from thyme and mandarine 
and tangerine oils and is FDA approved 
when used as a synthetic flavoring (21 
CFR 172.515), a preservative, and 
indirect food additive of adhesives (21 
CFR 175.105). Additionally, the source 
plant (thyme), from which thymol is 
extracted is acknowledged by FDA as 
generally recognized as safe (GRAS) (21 
CFR 182.10, 21 CFR 182.20). Residues of 
thymol can be found in other food stuffs 
either naturally such as that found in 
lime honey or intentionally added to 
foods such as ice-cream, non-alcoholic 
beverages, candy, baked goods, and 
chewing gum. 

Based on the following, the Agency 
has concluded that thymol has minimal 
potential toxicity and poses minimal 
risk: 

1. Thymol is a normal constituent of 
the human diet and a component of 
many non-pesticidal consumer products 
currently marketed in the United States, 

2. Thymol and the phenols of thymol 
are listed as food additives by the FDA 
(21 CFR 172.515; synthetic flavoring 
substances and adjuvants), 

3. Thymol is found naturally 
occurring in thyme herb, a food 
seasoning ingredient that is generally 
recognized as safe (GRAS) by the FDA 
(21 CFR 182.10), 

4. Thyme oil (for which thymol is a 
component) also is recognized as a 
GRAS essential oil by the FDA (21 CFR 
182.20), 

5. Thymol can be presumed non- 
persistent in the environment based on 
knowledge of its composition, 

6. As a conventional pesticide, thymol 
repels vertebrate pests by a non-toxic 
mode of action, 

7. The available toxicity information 
does not indicate toxic effects at the 
levels of potential exposure and 
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8. EPA is not aware of any adverse 
effects to humans or the environment in 
the scientific literature associated with 
any thymol related use. 

IV. Aggregate Exposures 
In examining aggregate exposure, 

section 408 of FFDCA directs EPA to 
consider available information 
concerning exposures from the pesticide 
residue in food and all other non- 
occupational exposures, including 
drinking water from ground water or 
surface water and exposure through 
pesticide use in gardens, lawns, or 
buildings (residential and other indoor 
uses). 

A. Dietary Exposure 
1. Food. Thymol is found naturally in 

food stuffs such as lime honey and 
cooking herbs and/or food stuffs derived 
from cranberry and mandarin and 
tangerine oils. Thymol is also added to 
food stuffs commonly consumed by 
humans such as ice cream, non- 
alcoholic beverages, candy, baked 
goods, and chewing gum. It is FDA 
approved when used as a synthetic 
flavoring, (21 CFR 172.515), a 
preservative and indirect food additive 
of adhesives (21 CFR 175.105) and the 
source plant (thyme), from which 
thymol is extracted is acknowledged by 
FDA as generally recognized as safe 
(GRAS) (21 CFR 182.10, 21 CFR 182.20). 
The information and/or data reviewed 
in support of this tolerance exemption 
demonstrate that the levels of thymol 
already present in foods or intentionally 
added to food stuffs will be at 
concentrations significantly higher than 
those levels expected from the use of 
thymol as a pesticidal product. For 
example, the U.S. population is 
potentially exposed to roughly 1,000 
times more thymol from the 
consumption of foodstuffs such as ice 
cream, cola beverages and candy, to 
which thymol is intentionally added, 
than from thymol consumed in as a 
result of use as a pesticide in food 
handling establishments. Aggregate 
exposure to thymol in food, therefore, is 
primarily due to naturally-occurring 
thymol and thymol’s use as a food 
additive. 

2. Drinking water exposure. Exposure 
to thymol residues in drinking water is 
not expected since the use of this 
product is limited to application 
indoors and release to drinking water 
sources is unlikely. 

B. Other Non-Occupational Exposure 
The term ‘‘residential exposure’’ is 

used in this document to refer to non- 
occupational, non-dietary exposure 
(e.g., for lawn and garden pest control, 

indoor pest control, termiticides, and 
flea and tick control on pets). Thymol is 
not registered for any specific use 
patterns that would result in residential 
exposure. 

V. Cumulative Effects 
Section 408(b)(2)(D)(v) of FFDCA 

requires that, when considering whether 
to establish, modify, or revoke a 
tolerance, the Agency consider available 
information concerning the cumulative 
effects of a particular pesticide’s 
residues and other substances that have 
a common mechanism of toxicity. 

Unlike other pesticides for which EPA 
has followed a cumulative risk approach 
based on a common mechanism of 
toxicity, EPA has not made a common 
mechanism of toxicity finding as to 
thymol and any other substances and 
thymol does not appear to produce a 
toxic metabolite produced by other 
substances. Thymol has a novel mode of 
cellular action (GABAA receptor, 
sodium, potassium, and calcium 
channel modulator) compared to other 
currently registered active ingredients. 
In addition, there is no indication that 
toxic effects of thymol would be 
cumulative. For the purposes of this 
tolerance action, therefore, EPA has not 
assumed that thymol has a common 
mechanism of toxicity with other 
substances. For information regarding 
EPA’s efforts to determine which 
chemicals have a common mechanism 
of toxicity and to evaluate the 
cumulative effects of such chemicals, 
see the policy statements released by 
EPA’s Office of Pesticide Programs 
concerning common mechanism 
determinations and procedures for 
cumulating effects from substances 
found to have a common mechanism on 
EPA’s website at http://www.epa.gov/ 
pesticides/cumulative./ 

VI. Safety Factor for the Protection of 
Infants and Children 

FFDCA section 408 provides that EPA 
shall apply an additional tenfold margin 
of exposure (safety) for infants and 
children in the case of threshold effects 
to account for prenatal and postnatal 
toxicity and the completeness of the 
data base unless the EPA determines 
that a different margin of exposure 
(safety) will be safe for infants and 
children. Based on all the reliable 
available information the Agency 
reviewed on thymol, the Agency 
concludes that there are no residual 
uncertainties for prenatal/postnatal 
toxicity resulting from thymol and that 
thymol has relatively low toxicity to 
mammals from a dietary standpoint, 
including infants and children. EPA has 
determined that a quantitative risk 

assessment using safety factors is not 
needed to assess thymol’s safety for the 
general population due to thymol’s low 
toxicity. For similar reasons, an 
additional safety factor is not necessary 
to protect infants and children. 

VII. Determination of Safety for U.S. 
Population, Infants and Children 

The Agency has determined that there 
is a reasonable certainty that no harm 
will result from aggregate exposure to 
residues of thymol to the U.S. 
population. This includes all 
anticipated dietary exposures and other 
non-occupational exposures for which 
there is reliable information. The 
Agency arrived at this conclusion based 
on the relatively low levels of 
mammalian dietary toxicity associated 
with thymol, its presence as a naturally- 
occurring substance in food, and its 
FDA approval as a direct food additive, 
a preservative and indirect food additive 
of adhesives and GRAS listing as a 
spice, natural oil, oleoresin, or natural 
extract. 

VIII. Other Considerations 

A. Endocrine Disruptors 

No studies illustrating thymol- 
induced immune and endocrine toxicity 
were submitted by the registrant. EPA is 
required under FFDCA, as amended by 
FQPA, to develop a screening program 
to determine whether certain substances 
(including all pesticide active and other 
ingredients) ‘‘may have an effect in 
humans that is similar to an effect 
produced by a naturally occurring 
estrogen, or other such endocrine effects 
as the Administrator may designate.’’ 
Following the recommendations of its 
Endocrine Disruptor Screening and 
Testing Advisory Committee (EDSTAC), 
EPA determined that there were 
scientific bases for including, as part of 
the program, the androgen and thyroid 
hormone systems, in addition to the 
estrogen hormone system. EPA also 
adopted EDSTAC’s recommendation 
that the Program include evaluations of 
potential effects in wildlife. For 
pesticide chemicals, EPA will use 
Federal Insecticide, Fungicide and 
Rodenticide Act (FIFRA) and, to the 
extent that effects in wildlife may help 
determine whether a substance may 
have an effect in humans, FFDCA has 
authority to require the wildlife 
evaluations. As the science develops 
and resources allow, screening of 
additional hormone systems may be 
added to the Endocrine Disruptor 
Screening Program (EDSP). When the 
appropriate screening and/or testing 
protocols being considered under the 
Agency’s EDSP have been developed, 
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thymol may be subjected to additional 
screening and/or testing to better 
characterize effects related to endocrine 
disruption. Based on available data, no 
endocrine system-related effects have 
been identified with consumption of 
thymol. Information submitted from the 
public literature and reviewed by the 
Agency describe immunological 
endpoints in relation to short-term and 
chronic dosing. No effects were seen in 
the thymus, spleen, lymph nodes, white 
cell counts, red cell counts, hemoglobin 
counts, or hematocrits following the 
dosing of rats with 1,000 or 10,000 
milligrams/kilograms (mg/kg) of food 
grade thymol for 19 weeks. (MRID 
46282803; Ref. 21). 

B. Codex Maximum Residue Level 
There are no CODEX maximum 

residues levels for thymol . 

C. Public Comments 
1. A commenter argued that no greater 

than zero residues from thymol should 
be allowed because embryonic chickens 
have multiple malformations following 
thymol injection into the yolk or air sac. 

EPA Response: The results from the 
chicken study are of questionable 
relevance to mammals. Currently, EPA 
does not use chickens (or intrayolk or 
intra-airsac exposure routes) as an 
animal model for developmental 
toxicity because of the differences in 
developmental physiology and anatomy 
(including absorption barriers and 
detoxification mechanisms) which are 
present in mammals. Developmental 
timing, duration, and potential 
environmental effects on developing 
young are also different in mammals 
and birds, again precluding this model 
for use in setting developmental toxicity 
endpoints for the regulation of 
pesticides. 

Developmental malformations have 
not been found following thymol 
exposure to mammalian species such as 
mice, rats, hamsters, and rabbits 
(Environmental Risk Management 
Agency of New Zealand, 2005). In 
addition, Mortazavi et al. (2003) 
reported no external tissue 
abnormalities in fetuses following 
dosing of female rats with an infusion 
of the plant Satureja khuzestanica 
(which has the components thymol and 
carvacrol). 

2. A commenter argued that no greater 
than zero residues from thymol should 
be allowed because thymol is 
mutagenic. 

EPA Response: Although the Agency 
understands thymol did give 
statistically significant positive results 
in an unscheduled DNA synthesis test 
and a Sister Chromatid Exchange (SCE) 

test with Syrian hamster embryonic 
cells, these mutagenicity studies do not 
comply with the Agency’s current test 
guideline requirements either because of 
a lack of positive controls, or because a 
treatment-related dose response was not 
demonstrated even when statistical 
significance was achieved. Based on the 
available toxicity information, its 
presence in the human diet and several 
non-pesticidal consumer products, and 
its long history of use with no known 
adverse effects to human health and the 
environment.The Agency reaffirms that 
there is no need to establish a maximum 
permissible level for residue of thymol. 

IX. Conclusions 
Based on the information/data 

submitted and other information 
available to the Agency, there is a 
reasonable certainty that no harm will 
result from aggregate exposure to 
residues of thymol to the U.S. 
population, including infants and 
children, under reasonable foreseeable 
circumstances. This includes all 
anticipated dietary exposures and all 
other non-occupational exposures for 
which there is reliable information. The 
Agency has arrived at this conclusion 
based on the information/data 
submitted (and publically available) 
demonstrating relatively low toxicity of 
thymol. Further, because thymol 
residues (as present in thyme oil) in or 
on food commodities do not pose any 
significant risk under reasonable 
foreseeable circumstances, EPA is 
establishing an exemption from the 
tolerance requirements pursuant to 
FFDCA 408(c) and (d) for residues of 
thymol in or on food commodities 

X. Statutory and Executive Order 
Reviews 

This final rule establishes a tolerance 
under section 408(d) of FFDCA in 
response to a petition submitted to the 
Agency. The Office of Management and 
Budget (OMB) has exempted these types 
of actions from review under Executive 
Order 12866, entitled Regulatory 
Planning and Review (58 FR 51735, 
October 4, 1993). Because this final rule 
has been exempted from review under 
Executive Order 12866, this final rule is 
not subject to Executive Order 13211, 
Actions Concerning Regulations That 
Significantly Affect Energy Supply, 
Distribution, or Use (66 FR 28355, May 
22, 2001) or Executive Order 13045, 
entitled Protection of Children from 
Environmental Health Risks and Safety 
Risks (62 FR 19885, April 23, 1997). 
This final rule does not contain any 
information collections subject to OMB 
approval under the Paperwork 
Reduction Act (PRA), 44 U.S.C. 3501 et 

seq., nor does it require any special 
considerations under Executive Order 
12898, entitled Federal Actions to 
Address Environmental Justice in 
Minority Populations and Low-Income 
Populations (59 FR 7629, February 16, 
1994). 

Since tolerances and exemptions that 
are established on the basis of a petition 
under section 408(d) of FFDCA, such as 
the tolerance in this final rule, do not 
require the issuance of a proposed rule, 
the requirements of the Regulatory 
Flexibility Act (RFA) (5 U.S.C. 601 et 
seq.) do not apply. 

This final rule directly regulates 
growers, food processors, food handlers, 
and food retailers, not States or tribes, 
nor does this action alter the 
relationships or distribution of power 
and responsibilities established by 
Congress in the preemption provisions 
of section 408(n)(4) of FFDCA. As such, 
the Agency has determined that this 
action will not have a substantial direct 
effect on States or tribal governments, 
on the relationship between the national 
government and the States or tribal 
governments, or on the distribution of 
power and responsibilities among the 
various levels of government or between 
the Federal Government and Indian 
tribes. Thus, the Agency has determined 
that Executive Order 13132, entitled 
Federalism (64 FR 43255, August 10, 
1999) and Executive Order 13175, 
entitled Consultation and Coordination 
with Indian Tribal Governments (65 FR 
67249, November 9, 2000) do not apply 
to this final rule. In addition, this final 
rule does not impose any enforceable 
duty or contain any unfunded mandate 
as described under Title II of the 
Unfunded Mandates Reform Act of 1995 
(UMRA) (Public Law 104–4). 

This action does not involve any 
technical standards that would require 
Agency consideration of voluntary 
consensus standards pursuant to section 
12(d) of the National Technology 
Transfer and Advancement Act of 1995 
(NTTAA), Public Law 104–113, section 
12(d) (15 U.S.C. 272 note). 

XI. Congressional Review Act 
The Congressional Review Act, 5 

U.S.C. 801 et seq., generally provides 
that before a rule may take effect, the 
agency promulgating the rule must 
submit a rule report to each House of 
the Congress and to the Comptroller 
General of the United States. EPA will 
submit a report containing this rule and 
other required information to the U.S. 
Senate, the U.S. House of 
Representatives, and the Comptroller 
General of the United States prior to 
publication of this final rule in the 
Federal Register. This final rule is not 
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a ‘‘major rule’’ as defined by 5 U.S.C. 
804(2). 

List of Subjects in 40 CFR Part 180 

Environmental protection, 
Administrative practice and procedure, 
Agricultural commodities, Pesticides 
and pests, Reporting and recordkeeping 
requirements. 

Dated: March 3, 2009. 
Joan Harrigan-Farrelly, 
Director, Antimicrobials Division, Office of 
Pesticide Programs. 

■ Therefore, 40 CFR chapter I is 
amended as follows: 

PART 180—[AMENDED] 

■ 1. The authority citation for part 180 
continues to read as follows: 

Authority: 21 U.S.C. 321(q), 346a and 371. 

■ 2. Section 180.1240, paragraph (b) is 
revised to read as follows: 

§ 180.1240 Thymol; exemption from the 
requirement of a tolerance. 

* * * * * 
(b) An exemption from the 

requirement of a tolerance for residues 
of the thymol (as present in thyme oil) 
in or on food commodities when 
applied/used in/on public eating places, 
dairy processing equipment, and/or 
food processing equipment and utensils. 
[FR Doc. E9–6262 Filed 3–24–09; 8:45 am] 
BILLING CODE 6560–50–S 

ENVIRONMENTAL PROTECTION 
AGENCY 

40 CFR Part 180 

[EPA–HQ–OPP–2008–0346; FRL–8404–1] 

Triethanolamine; Exemption from the 
Requirement of a Tolerance 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Final rule. 

SUMMARY: This regulation establishes an 
exemption from the requirement of a 
tolerance for residues of triethanolamine 
(CAS Reg. No. 102–71–6) when used as 
an inert ingredient in pesticide 
formulations applied to growing crops 
under 40 CFR 180.920. Bayer 
CropScience, LP submitted a petition to 
EPA under the Federal Food, Drug, and 
Cosmetic Act (FFDCA), requesting an 
expansion of the existing § 180.920 
exemption from the requirement of a 
tolerance. This regulation eliminates the 
need to establish a maximum 
permissible level for residues of 
triethanolamine. 

DATES: This regulation is effective 
March 25, 2009. Objections and requests 
for hearings must be received on or 
before May 26, 2009, and must be filed 
in accordance with the instructions 
provided in 40 CFR part 178 (see also 
Unit I.C. of the SUPPLEMENTARY 
INFORMATION). 

ADDRESSES: EPA has established a 
docket for this action under docket 
identification (ID) number EPA–HQ– 
OPP–2008–0346. All documents in the 
docket are listed in the docket index 
available at http://www.regulations.gov. 
Although listed in the index, some 
information is not publicly available, 
e.g., Confidential Business Information 
(CBI) or other information whose 
disclosure is restricted by statute. 
Certain other material, such as 
copyrighted material, is not placed on 
the Internet and will be publicly 
available only in hard copy form. 
Publicly available docket materials are 
available in the electronic docket at 
http://www.regulations.gov, or, if only 
available in hard copy, at the OPP 
Regulatory Public Docket in Rm. S– 
4400, One Potomac Yard (South Bldg.), 
2777 S. Crystal Dr., Arlington, VA. The 
Docket Facility is open from 8:30 a.m. 
to 4 p.m., Monday through Friday, 
excluding legal holidays. The Docket 
Facility telephone number is (703) 305– 
5805. 
FOR FURTHER INFORMATION CONTACT: Keri 
Grinstead, Registration Division 
(7505P), Office of Pesticide Programs, 
Environmental Protection Agency, 1200 
Pennsylvania Ave., NW., Washington, 
DC 20460–0001; telephone number: 
(703) 308–8373; e-mail address: 
grinstead.keri@epa.gov. 

SUPPLEMENTARY INFORMATION: 

I. General Information 

A. Does this Action Apply to Me? 

You may be potentially affected by 
this action if you are an agricultural 
producer, food manufacturer, or 
pesticide manufacturer. Potentially 
affected entities may include, but are 
not limited to: 

• Crop production (NAICS code 111). 
• Animal production (NAICS code 

112). 
• Food manufacturing (NAICS code 

311). 
• Pesticide manufacturing (NAICS 

code 32532). 
This listing is not intended to be 

exhaustive, but rather provides a guide 
for readers regarding entities likely to be 
affected by this action. Other types of 
entities not listed in this unit could also 
be affected. The North American 
Industrial Classification System 

(NAICS) codes have been provided to 
assist you and others in determining 
whether this action might apply to 
certain entities. If you have any 
questions regarding the applicability of 
this action to a particular entity, consult 
the person listed under FOR FURTHER 
INFORMATION CONTACT. 

B. How Can I Access Electronic Copies 
of this Document? 

In addition to accessing electronically 
available documents at http:// 
www.regulations.gov, you may access 
this Federal Register document 
electronically through the EPA Internet 
under the ‘‘Federal Register’’ listings at 
http://www.epa.gov/fedrgstr. You may 
also access a frequently updated 
electronic version of 40 CFR part 180 
through the Government Printing 
Office’s e-CFR cite at http:// 
www.gpoaccess.gov/ecfr. 

C. Can I File an Objection or Hearing 
Request? 

Under section 408(g) of FFDCA, 21 
U.S.C. 346a, any person may file an 
objection to any aspect of this regulation 
and may also request a hearing on those 
objections. The EPA procedural 
regulations which govern the 
submission of objections and requests 
for hearings appear in 40 CFR part 178. 
You must file your objection or request 
a hearing on this regulation in 
accordance with the instructions 
provided in 40 CFR part 178. To ensure 
proper receipt by EPA, you must 
identify docket ID number EPA–HQ– 
OPP–2008–0346 in the subject line on 
the first page of your submission. All 
requests must be in writing, and must be 
mailed or delivered to the Hearing Clerk 
on or before May 26, 2009. 

In addition to filing an objection or 
hearing request with the Hearing Clerk 
as described in 40 CFR part 178, please 
submit a copy of the filing that does not 
contain any CBI for inclusion in the 
public docket that is described in 
ADDRESSES. Information not marked 
confidential pursuant to 40 CFR part 2 
may be disclosed publicly by EPA 
without prior notice. Submit your 
copies, identified by docket ID number 
EPA–HQ–OPP–2008–0346, by one of 
the following methods: 

• Federal eRulemaking Portal: http:// 
www.regulations.gov. Follow the on-line 
instructions for submitting comments. 

• Mail: Office of Pesticide Programs 
(OPP) Regulatory Public Docket (7502P), 
Environmental Protection Agency, 1200 
Pennsylvania Ave., NW., Washington, 
DC 20460–0001. 

• Delivery: OPP Regulatory Public 
Docket (7502P), Environmental 
Protection Agency, Rm. S–4400, One 
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Petition for the inclusion of Thymox on the National List of Substances Allowed in Organic Production 
and Handling.

Annexe 4  Thymol GRAS / EPA Registration Eligibility Decision  



United States 
Environmental Protection 
Agency 

Office of Prevention, Pesticides EPA-738-F-93-010 
And Toxic Substances September 1993 
(H-7508W) 

&EPA R.E.D. FACTS 

THYMOl 

Pesticide All pesticides sold or distributed in the United States must be registered by 
Reregistration EPA, based on scientific studies showing that they can be used without 

posing unreasonable risks to people or the environment. Because of 
advances in scientific knowledge, the law requires that pesticides which 
were first registered years ago be n;\registered to ensure that they meet 
today's more stringent standards. 

Use Profile 

Regulatory 
History 

In ewluating pesticides for reregistration, EPA obtains and reviews a 
complete set of studies fmm pesticide producers, describing the human 
health and environmental effects of each pesticide. The Agency imposes 
any regulatory controls that are needed to effectively manage each 
pesticide's risks. EPA then reregisters pesticides that can be used without 
posing unreasonable risk to human health or the environment. 

When a pesticide is eligible for reregistration, EPA announces this and 
explains why in a Reregistration Eligibility Decision or RED. This filet 
sheet summarizes the information in the RED for thymol. 

Thymol is a constituent of oil of thyme, a naturally occurring mixture of 
compounds in the plant Thymus vulgaris L., or thyme. Thymol is an 
active ingredient in pesticide products registered for use as animal 
repellents, fungicides/fungistats, medical disinfectants, tuberculocides, and 
virucides. These products are used on a variety of indoor and outdoor 
sites, to control target pests including animal pathogenic bacteria and fungi, 
sevetal viruses including IDV-I, and birds, squirrels, beavers, rats, ntice, 

dogs, cats and deer. Products are liquids applied by spray, mop, brush-on, 
wipe-on dip, aerosol, immersion and spot treatment. Thymol also has 
many non-pesticidal uses, including use in perfumes, food ftavorings, 
mouthwashes, pharmaceutical preparations and cosmetics. 

Thymol was initially registered as a pesticide in the United States in 1964 
for use as a repellent for domestic animals. Currently, five end-use (and no 
manufucturing use) pesticide products containing the active ingredient 



thymol are registered. Thymol, thyme essential oil and thyme (spice) are 
listed by the Food and Drug Administtation (FDA) as foods for human 
consumption, as well as food additives. They are considered Generally 
Recognized as Safe or GRAS. (Please see 21 CFR 172.515, 182.10 and 
182.20.) 

Historically, certain thymol products and other liquid chemical germicides 
have been regulated both by EPA as pesticides under the Federal 
Insecticide, Fungicide, and Rodenticide Act (FIFRA), and by FDA as 
devices under the Federal Food, Drug, and Cosmetic Act (FFDCA). To 
resolve the confusion and burden of dual regulation, EPA and FDA signed 
a Memorandum of Understanding (MOU) on June 4, 1993, which clarifies 
the future regulation of these germicides. The MOU divides liquid 
chemical germicides used in conjunction with medical devices into two 
categories: sterilants, which will be regulated by FDA as devices, and 
general purpose disinfectants, which EPA will regulate as pesticides. Until 
rulemaking is completed to permanently vest jurisdiction over these 
categories, regulatory data need only be submitted to one Agency. For 
thymol, the conditions of reregisttation must be fulfilled and required data 
must be submitted to EPA. 

Human Health Thymol is among those pesticides for which EPA believes a broadly 
Assessment reduced set of generic data requirements is appropriate for reregisttation. 

The Agency, therefore, has waived most generic data requirements for 
thymol with the exception of studies that are considered essential, including 
additional information about chemical purity, and product chemistry 
studies. In evaluating thymol's potential risks to human health and the 
environment, EPA relied on information commonly available in scientific 
literature. 

Thymol is a constituent of a mixture of organic compounds known to be 
rapidly degraded in the environment to elemental compounds by normal 
biological, physical and/or chemical processes that can reasonably be 
e<pected to exist where the pesticide is applied. As a pesticide, thymol 
repels vertebrate pests by a non-toxic mode of action, but is toxic to 
microorganisms. EPA is not aware of any adverse effects of thymol to 
humans or the environment when it is used in a manner prescribed by 
product labeling. The Agency has no significant incident reports involving 
thymol. 

Thxicity data reported in available literature indicate that acute oral toxicity 
for rats and guinea pigs corresponds to Toxicity Category III (Category I 
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Additional 

Data Required 

Product Labeling 
Changes Required 

Regulatory 
Conclusion 

For More 
Information 

signals the highest degree of acute toxicity, and Category IV the lowest). 
The Material Safety Data Sheet (MSDS) for technical grade thymol notes 
that it is irritating to humans when exposed by inhalation, dermal or eye 
contact. The dermal risk to humans 'Mluld be Toxicity Category ill. 

Exposures and health risks to people using currently registered products are 
expected to be relatively low. However, handling and use of the end-use 
products could involve greater exposure by the dermal and inhalation 
routes. Required product specific acute toxicity testing will enable the 
Agency to design appropriate labeling to address these potential exposure 
concerns. 

The uses of thymol will result in negligible exposure of the environment 
and nontarget mganisms. EPA concludes that the use of thymol as an 
active ingredient in currently-registered pesticide products should nOI result 
in unreasonable adverse effects to human health or the environment. 

Although EPA has waived most generic studies for thymol, the Agency is 
requiring information on the manufacturing process and additional 
information about the characterization of the thymol used in the formulated 
products. EPA also is requiring product-specific data, including product 
chemistry, acute toxicity and efficacy studies, as well as revised 
Confidential Statements of Formula and revised labeling, for reregistration. 

The labels of all registered pesticide products containing thymol must 
comply with EPA's current pesticide labeling requirements. 

The use of currently registered pesticide products containing thymol in 
accordance with approved labeling will not pose unreasonable risks or 
adverse effects to humans or the environment. Therefore, all uses of these 
products are eligible for reregistration. 

These thymol products will be reregistered once the required manufacturing 

process information, physical and chemical properties data, 
product-specific data, revised Confidential Statements of Formula and 
revised labeling are received and accepted by EPA. Products containing 
other active ingredients will be reregistered only when the other active 
ingredients also are determined to be eligible for reregistration. 

EPA is requesting public comments on the Reregistration Eligibility 
Decision (RED) for thymol during a 60-day time period, as announced in a 
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Notice of Availability published in the Federal Register. Th obtain a copy 
of the RED or to submit written comments, please contact the Pesticide 
Docket, Public Response and Program Resources Branch, Field Operations 
Division (7506C), Office of Pesticide Programs (OPP), U.S. EPA, 
washington, DC 20460, telephone 703-305-5805. 

Following the comment period, the thymol RED will be available from the 
National Thchnical Information Service (NTIS), 5285 Port Royal Road, 
Springfield, VA 22161, telephone 703-487-4650. 

For more information about thymol or about EPA's pesticide reregistration 
program, please contact the Special Review and Reregistration Division 
(7508W), OPP, U.S. EPA, washington, DC 20460, telephone 703-308-
8000. 

For information about reregistration of individual repellent products 
containing thymol, please contact Robert A. Forrest, Product Manager 
Team 14, Registration Division (7505C), OPP, U.S. EPA, washington, 
DC 20460, telephone: 703-305-6600. For reregistration information on 
individual antimicrobial products, please contact Ruth G. Douglas, Product 
Manager Tham 32, Registration Division (7505C), OPP, U.S. EPA, 
\\\ishington, DC 20460, telephone: 703-305-7964. 
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a.i. 

CAS 

CDC 

CPR 

CSF 

EEC 

EP 

EPA 

FDA 

FFDCA 

FIFRA 

GRAS 

HDT 

LC50 

LEL 

LOEL 

GLOSSARY OF TERMS AND ABBREVIATIONS 

Active Ingredient 

Chemical Abstracts Service 

Center for Disease Control 

Code of Federal Regulations 

Confidential Statement of Formula 

Estimated Environmental Concentration. The estimated pesticide concentration 
in an environment, such as a terrestrial ecosystem. 

End-Use Product 

U.S. Environmenral Protection Agency 

Food and Drug Administration 

Federal Food, Drug, and Cosmetic Act 

Federal Insecticide, Fungicide, and Rodenticide Act 

Generally Recognized As Safe 

Highest Dose Tested 

Median Lethal Concentration. A statistically derived concentration of a substance 
that can be expected to cause death in 50% of test animals. It is usually 
expressed as the weight of substance per weight or volume of water or feed, e.g., 
mg/1 or ppm. 

Median Lethal Dose. A statistically derived single dose that can be expected to 
cause death in 50% of the test animals when administered by the route indicated 
(oral, dermal). It is expressed as a weight of substance per unit weight of animal, 
e.g., mg/kg. 

Lethal Dose-low. Lowest Dose at which lethality occurs 

Lowest Effect Level 

Lowest Observed Effect Level 
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mg/kg 

MP 

MPI 

MRID 

MSDS 

N/A 

NPDES 

NOEL 

OPP 

PADI 

ppm 

RED 

RID 

RS 

TD 

TC 

lMRC 

USP 

w/w 

GWSSARY OF TERMS AND ABBREVIATIONS (cont.) 

Milligrams per Kilograms of Body Weight 

Manufacturing-Use Product 

Maximum Permissible Intake 

Master Record Identification (number). EPA's system of recording and tracking 
studies submitted. 

Material Safety Data Sheets 

Not Applicable 

National Pollutant Discharge Elimination System 

No Observed Effect Level 

Office of Pesticide Programs 

Provisional Acceptable Daily Intake 

Parts Per Million 

Reregistration Eligibility Decision Document 

Reference Dose 

Registration Standard 

Toxic Dose. The dose at which a substance produces a toxic effect. 

Toxic Concentration. The dose at which a substance produces a toxic effect. 

Theoretical Maximum Residue Contribution. 

United States Pharmacopeia 

Weight to Weight 
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EXECUTIVE SUMMARY 

The U.S. Environmental Protection Agency (referred to as the "Agency" or "EPA") has 
completed its reregistration assessment of the available information on the pesticide active 
ingredient thymol. It has been determined that the currently registered uses will not cause 
unreasonable risk to humans or the environment and the products registered for these uses are 
eligible for reregistration. 

Thymol is a constituent of oil of thyme, a naturally occurring mixture of compounds in 
the plant Thymus vulgaris L., or thyme. Thymol, as used in pesticide products, may be applied 
as an animal repellant, a fungicide/fongistat, a medical disinfectant, a tuberculocide, or a 
virucide. The use sites include indoor residential, outdoor residential, indoor non-food, indoor 
medical, and terrestrial non-food/outdoor residential. Application methods include spray, mop, 
brush-on, wipe-on dip, aerosol, immersion and spot treatment. 

All EPA registered thymol products are for non-food uses. Thymol, thyme essential oil 
and thyme (spice) are Generally Recognized As Safe (GRAS) and are listed by the U.S. FDA 
in Subchapter B-Food for human consumption (21 CFR §§ 172.515, 182.10 and 182.20). 

Before reregistering the products containing thymol, the Agency is requiting that the 
manufacturing process and additional information on the physical and chemical properties of the 
extracted oil, product specific data, Confidential Statements of Formula (CSF) and revised 
labeling be submitted within eight months of the issuance of this document. These data include 
product chemistry, acute toxicity and efficacy testing for each registration. After reviewing 
these data and revised labels and fmding them acceptable in accordance with Section 3(c)(5) of 
FIFRA, the Agency will reregister the single product containing only thymol. The remaining 
four products cannot be reregistered until the Agency has determined that the other active 
ingredients in those products are also eligible for reregistration. 
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I. INTRODUCTION 

In 1988, the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) was amended 
to accelerate the reregistration of products with active ingredients registered prior to November 
1, 1984. The amended Act provides a schedule for the reregistration process to be completed 
in nine years. There are five phases to the reregistration process. The first four phases of the 
process focus on identification of data requirements to support the reregistration of an active 
ingredient and the generation and submission of data to fulfill the requirements. The fifth phase 
is a review by the Agency of all data submitted to support reregistration. 

FIFRA Section 4(g)(2)(A) states that in Phase 5 "the Administrator shall determine 
whether pesticides containing such active ingredient are eligible for reregistration" before calling 
in data on products and either reregistering products or taking other "appropriate regulatory 
action." Thus, reregistration involves a thorough review of the scientific data base underlying 
a pesticide's registration. The purpose of the Agency's review is to reassess the potential hazards 
arising from the currently registered uses of the pesticide; to determine the need for additional 
data on health and environmental effects; and to determine whether the pesticide meets the "no 
unreasonable adverse effects" criterion of FIFRA. 

This document presents the Agency's decision regarding the reregistration eligibility of 
the registered uses of thymol. The document consists of six sections. Section I is the 
introduction. Section IT descnbes thymol, its uses, data requirements and regulatory history. 
Section ill discusses the human health and environmental assessment based on the data available 
to the Agency. Section IV presents the reregistration decision for thymol. Section V discusses 
the reregistration requirements for thymol. Finally, Section VI is the Appendices which support 
this Reregistration Eligibility Decision Document. Additional details concerning the Agency's 
review of applicable data are available on request. 1 

'EPA's reviews of data on the set of registered uses considered for EPA's analysis may be 
obtained from the OPP Public Docket, Field Operations Division (H7506C), Office of Pesticide 
Programs, EPA, Washington, DC 20460. 
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II. CASE OVERVIEW 

A. Chemical Overview 

The following active ingredient is covered by this Reregistration Eligibility 
Decision Document: 

• Common Name: 

• Case Number: 

• Chemical Name: 

• Synonyms: 

• Other Names: 

• CAS Registry No.: 

Thymol 

3143 

5 ·Methyi-2-(1-methy1ethyl)phenol 

5-methyl-2-isopropyl-1-phenol; l-methyl-3-hydroxy-
4-isopropylbenzene; isopropyl-meta-cresol 

Thyme camphor 
Thymic acid 

89-83-8 

• Pesticide Chemical Code: 080402 

• Empirical Formula: 

• Molecular Formula: 

• Molecular Weight: 

• Trade Names: 

• Structural Formula: 

(CH3) 2CHCJI3(CH,)OH 

150.21 

Thymocide 
Topps 

OH 



B. Use Prof ... Ie 

The following is information on the current registered uses with an overview of 
use sites and application methods. A detailed table of these uses of thymol is in 
Appendix A. 

For Thvmol: 

Type of Pesticide: Animal repellant, fungicide/fungistat, medical disinfectant, 
tuberculocide, virucide (antimicrobial) 

Use Sites: Indoor Residential - bathroom premises/hard surfaces, 
household/ domestic dwellings - contents and indoor 
premises, living/sleeping quarters 

Target Pests: 

Formulation Types 

Outdoor Residential fencerows/hedgerows, 
household! domestic dwellings outdoor premises, 
refuse/solid waste containers (garbage cans) 

Indoor Non-Food - commerciallinstitutionaUindustrial 
premises/equipment 

Indoor Medical - hospital critical items (surgical 
instruments/pacemakers), hospital/medical institutions non­
conductive floors, critical premises (bum wards), patient 
premises and other premises (human/veterinary) 

Terrestrial Non-Food/Outdoor Residential - ornamental 
and/or shade trees, ornamental herbaceous plants, 
ornamental lawns and turf and ornamental woody shrubs 
and vines 

Animal pathogenic bacteria (G- and G+ vegetative), 
Pseudomonas spp., Mycobacterium spp. (Tubercle bacilli), 
animal pathogenic fungi (T. mentagrophytes), vaccinia 
virus, Herpes simplex viruses I and II, Influenza A3 (H3N2 
- Hong Kong) and Influenza A2 - Hong Kong, HIV -I 
(Human Immunodeficiency Virus); birds, squirrels, 
beavers, rats, mice, dogs, cats, and deer 

Registered: Soluble concentrate/liquid, liquid-ready to use 
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C. Data Requirements 

The Agency has waived all generic data requirements except for manufacturing 
information and the physical and chemical properties for this active ingredient. The 
reason for this is described below in Section ill. It has relied instead on general, 
commonly available information about thymol. Appendix B includes all data 
requirements identified by the Agency for currently registered uses needed to support 
reregistration. 

D. Regulatory History 

Products containing thymol as an AI were originally registered in 1964 for use 
as a repellent for domestic animals. These have included products to repel dogs, cats, 
deer, beavers, rats, mice, birds, and tree squirrels. Subsequently, thymol-containing 
pesticide products have been registered for use as an acaricide, fungicide/fungistat, 
medical disinfectant, tuberculocide and virucide (antimicrobial). Currently, there are 
five products containing thymol as the pesticide ingredient for use as animal repellents 
or disinfectants. One product contains only the active ingredient thymol. The other four 
products contain one or two additional active ingredients. The concentration of thymol 
in these active products ranges from 0.027% to 13% (w/w). Thymol, thyme essential 
oil and thyme (spice) are Generally Recognized As Safe (GRAS) and are listed by the 
FDA in Subchapter B-Food for human consumption (21 CFR §§ 172.515, 182.10 and 
!82.20). Thymol is also used in perfumes, food flavorings, mouthwashes, disinfectants, 
phannaceutical preparations and cosmetics. 

Historically, certain thymol products and certain other liquid chemical germicides 
have been regulated both as pesticides under the Federal Insecticide, Fungicides and 
Rodenticide Act (FIFRA) and as devices under the Federal Food, Drug and Cosmetic Act 
(FFDCA). In an effort to resolve the confusion and burden of dual regulation, a 
Memorandum of Understanding (MOU) was signed on June 4, 1993 between EPA and 
the Food and Drug Administration (FDA). The objectives of the MOU are to (I) 
stimulate both Agencies to undertake rulemaking to permanently vest exclusive 
jurisdiction for certain categories of chemical germicides in each Agency and (2) serve 
as interim guidance designed to minimize duplicative regulatory requirements between 
the two Agencies until the rulemaking is complete. 

The MOU separates the liquid chemical germicides into the following two 
categories based on their use patterns and efficacy claims: (I) sterilants and (2) general 
purpose disinfectants. Sterilants, under this agreement, refer to those chemical 
germicides used to reprocess reusable critical and semicritical devices as defmed by the 
Centers for Disease Control (CDC). Critical devices are devices that are introduced 
directly into the human body, either into or in contact with the bloodstream or normally 
sterile areas of the body. Semicritical devices are those which contact intact mucous 
membranes but which do not ordinarily penetrate the blood barrier or otherwise enter 
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nonnally sterile areas of the body. General disinfectants are defmed as all remaining 
types of public health liquid chemical gennicides bearing non-sterilant claims for use on 
non-critical surfaces. 

The MOU outlines the future separate regulation of liquid chemical germicides 
as either pesticides under FIFRA or devices under FFDCA by granting each Agency 
primary jurisdiction over one of the two categories. All products which hear sterilant 
label claims and can be used on critical or semicritical surfaces will be regulated by FDA 
as devices. In addition, many sterilant products have claims which correspond to a high 
level disinfectant use pattern. These claims will also be regulated by FDA for the 
sterilant products. EPA will regulate the general purpose disinfectants. 

Because the MOU does not change the statutory authority granted under FIFRA 
and FFDCA, both Agencies will continue to have jurisdiction over all liquid chemical 
gemticides and will continue registration and premarket approval until rulemaking has 
been completed. However, the MOU reduces the regulatory burden by stating that the 
required data to support efficacy claims and product performance need only be submitted 
and reviewed by the Agency with primary jurisdiction as defmed above. In the case of 
the thymol products, EPA has primary jurisdiction and the conditions of reregistration 
must be fulfilled and required data submitted as presented in Appendices F and G. 

A copy of the signed EPNFDA MOU is attached as Appendix D. 

ill. SCIENCE ASSESSMENT 

A. Product Chemistry Assessment 

Thymol (5-methyl-2-isopropyl-1-phenol) is a constituent of oil of thyme, a 
naturally occurring mixture of compounds in the plant Thymus vulgaris L., Monarda 
punctata L., Ptvchotic coptica, or it can be produced synthetica!Iy. 

The assessment of the manufacturing process and the physical and chemical 
properties are not complete. The Agency lacks generic product chemistry data on thymol 
which may be available in the literature, including patent infonnation. The Agency is 
requiring registrants to provide manufacturing process information, and additional 
physical and chemical properties data on the active ingredient thymol, as well as, the 
Confidential Statement of Formula and labels (Appendix F) to conftnn the chemical 
properties and purity of source(s) of thymol usesd in registered products. 

B. Human Health And Environmental Assessment 

EPA has developed a target data base, set forth in the regulations ( 40 CFR Part 
158) and the Agency's Reregistration Phase 2 Technical Guidance Document to be 
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addressed for pesticide reregistration_ These regulations and the guidance document 
specify the necessary data based on factors including use sites, potential environmental 
and human (dietary and occupational) exposures, product fommlation types, and product 
application methods. Due to the diverse nature and characteristics of pesticide products 
and their uses subject to reregistration, the Agency also recognizes the necessity to 
modify the data requirements for specific pesticides, including waiving certain data 
requirements because such requirements are inappropriate or unnecessary for 
reregistration_ 

The case specific approach to waiving individual data requirements has served to 
identify the appropriate data requirement sets for pesticide products. Further, the Agency 
believes there is a category of pesticide active ingredients for which a broadly reduced 
set of data requirements are appropriate for reregistration. Specifically, products in this 
category would be exempt from the generic data requirements for toxicology, human 
exposure, ecological effects, and enviromnental fate on the active ingredient. The Agency 
believes there are considerations which, when taken together, can form the basis for a 
conclusion that such a reduction in data requirements is appropriate for a particular 
pesticide active ingredient, while not compromising human health or environmental 
safety. 

There are, however, certain data requirements which are essenttal and not likely 
to be waived. Basic product identity/chemistry information on the active ingredient and 
formulated products is required for pesticides in this category so that the Agency has 
reasonable certainty of the pesticide's identity and chentical and physical characteristics. 
Also, product specific acute toxicology studies are required for the Agency to determine 
appropriate product labeling for potential hazards to those who handle or apply such 
products. However, these toxicology studies may also be waived if an assessment of the 
product formulation, including the inert ingredients, indicates that such studies are 
unnecessary to prescribe appropriate labeling. Efficacy studies may be required on 
formulated products if those product labels specify a public health use. 

In considering thymol for reregistration eligibility the Agency believes it is an 
active ingredient that should be considered for this broad waiver of the generic data 
requirements. The considerations that lead the Agency to this conclusion are presented 
below. 

Thymol is a component of many non-pesticidal consumer products currently 
marketed in the United States. Thymol is listed as a food additive by the Food and Drug 
Administration (21 CFR 172.515; synthetic flavoring substances and adjuvants). Thymol 
is rapidly degraded in the environment to elemental constituents by normal biological, 
physical, and/or chemical processes that can be reasonably expected to exist where the 
pesticide is applied. As a pesticide, it repels vertebrate pests by a non-toxic mode of 
action. The phenols of thymol are considered GRAS as set forth in 21 CRF 172.515 
(synthetic flavoring substances and adjuvants). EPA is not aware of any adverse effects 
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of the active ingredient to humans or the environment in the literature when used in a 
manner prescribed in end-use product labeling. There have been no significant incident 
reports. 

Thymol toxicity data reported in available literature cite acute oral LD50 values 
as 980 mg/kg and 880 mg/kg for the rat and guinea pig, respectively (Sax, 1984). The 
acute oral toxicity reported for the rat and guinea pig, correspond to Toxicity Category 
III. The Material Safety Data Sheet (MSDS) for the manufacture of technical grade 
thymol cites human health effects as irritating when exposed by inhalation, dermal or eye 
contact. The MSDS also estimates a human ingestion LD50 at two grams of the 
synthetic thymol (99% w/w). Based upon an estimated thymol dermal toxicity LD50 of 
greater than 2000 mg/kg, the dermal toxicity category would be Toxicity Category III. 

Exposures and, therefore, health risks to people using currently registered 
products are expected to be relatively low. The product specific acute toxicity testing 
will indicate appropriate labeling to address potential exposure concerns. 

No ecological or enviromnental data were submitted to support reregistration of 
thymol. The Agency expects that there will be low exposure to the environment and to 
nontarget organisms. 

Based on these factors the Agency does not believe generic data are necessary to 
determine whether the currently registered uses of this active ingredient pose 
unreasonable risks to humans or the environment. Therefore, EPA is not requiring the 
submission of additional generic data for the active ingredient thymol other than the 
identity and physical and chemical properties. However, EPA is requiring the 
submission of product specific data (chemistty, acute toxicity and efficacy) to 
characterize the products and ensure their efficacy of public health uses. The Agency 
believes that, based on the above factors, the registered uses of thymol do not pose 
unreasonable risks to humans or the environment. 

IV. RISK MANAGEMENT AND REREGISTRATION ELIGffiiLITY DECISION 

A. Determination of Reregistration Eligibility 

Section 4(g)(2)(A) of FIFRA calls for the Agency to determine, after submission 
of relevant data concerning an active ingredient, whether products containing the active 
ingredients are eligible for reregistration. As discussed above, the Agency has 
determined that the set of generic requirements that would normally be applicable to 
thymol are not necessary for the Agency to reach a decision on potential risks and 
reregistration eligibility. Thymol meets the criteria in the Agency document entitled 
"Guidance for Making Determinations to Reduce Data Requirements" (Appendix D). 
The criteria thymol passed to become a reduced data RED are: (1) Thymol is recognized 
as a significant component of a common human food; (2) Thymol is widely distributed 
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in commerce and available to the general public throughout the U.S. for non-pesticidal 
uses; (3) Thymol has no data submitted under Section 6(a)(2) ofFIFRA; (4) The Agency 
is not aware of any adverse effects of thymol when used in a manner prescribed in end­
use product labeling; (5) There bave been no significant incident reports for thymol; (6) 
There is no indication in the literature, as provided by the registant, that thymol poses 
adverse effects in humans or to the environment when used in a manner prescribed in 
end-use product labeling; (7) There is negligible human and environmental exposure to 
thymol as a result of pesticidal use patterns, e.g., low use rate and frequency of 
application, or product applied in confined or contained manner; and (8) Thymol can be 
presumed non-persistent based on knowledge of its composition, e.g., organic material 
known to be rapidly degraded in the environment to elemental constituents by normal 
biological, physical, and/or chemical processes that can be reasonably expected to exist 
where the thymol is applied. (See Appendix B). 

The Agency has concluded from its review of this information that thymol can be 
used without resulting in unreasonable adverse effects to human health and the 
environment. The Agency, therefore, fmds that all products containing thymol as an 
active ingredient as the sole active ingredient are eligible for reregistration. The 
reregistration of particular products is addressed in Section V of this document. 

Although the Agency has found that all uses of thymol are eligible for 
reregistration, it should be understood that the Agency may take appropriate regulatory 
action, and/or require the submission of additional data to support the registration of 
products containing thymol, if new information comes to the Agency's attention or if the 
data requirements for registration (or the guidelines for generating such data) change. 

1. EligJ."ble and lneligt"ble Uses 

Based on its review of generic information for thymol, the Agency has 
determined that products labeled for all uses of thymol are eligible for 
reregistration. The Agency can reregister the single product containing only 
thymol once the Agency has reviewed the data and labeling requested in this RED 
and found them to be in accordance with section 3(c)(5) of FIFRA. Each of the 
remaining four products can be reregistered when the Agency had determined its 
eligibility for reregistration based on a review of generic data for the product's 
other active ingredients and its compliance wilth section 3(c)(5). 

B. Risk Management Decision 

1n consideration of the above information about thymol, the Agency finds no 
reason to impose new risk reduction measures for currently registered uses. The Agency 
will however, assess the need for product specific risk reduction measures upon receipt 
of data that are being required under the Product Specific Data Call·in Notice appended 
to this document. 
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V. ACTIONS REQUIRED BY REGISTRANTS 

This section specifies the data requirements and responses necessary for the reregistration 
of both technical grade and end-use products. There are currently no manufactured use products 
registered. 

A. Technical Grade Information 

1. Generic Data Requirements 

The generic data base supporting the reregistration of products containing 
thymol for the eligible uses (Section II and Appendix A) has been reviewed and 
determined to be incomplete. Registrants are required to submit the technical 
chemistry data corresponding to Series 61 and Series 62 for the analysis and 
certification of product ingredients. If the product is a USP grade, a copy of 
USP analysis with citation of the analytical method used and certification would 
satisfy the requirement for Series 62. 

The Confidential Statement of Formula (CSF) must be supported by 
analytical data. Registrants of end-use products using unregistered sources of 
thymol are required to submit the data on the physical and chemical 
characteristics of thymol from the Material Safety Data Sheet (MSDS) for the 
product may be compiled by the registrant in the format required by the F1FRA 
Accelerared Reregistration Phase 3 Technical Guidance, specifically PR Notice 
86-5 to satisfy some of the requirements of Series 63. The generic data 
requirements are listed in Appendix F, the Generic Data Call-in Notice. 

B. End-Use Products 

1. Additional Product-Specific Data Requirements 

Based on consideration of the above information for the active ingredient 
thymol, all currently registered uses of products containing thymol are eligible for 
reregistration. Section 4(g)(2)B) of F1FRA calls for the Agency to obtain any 
needed product specific data regarding the pesticide after a determination on the 
active ingredient has been made. The product specific data requirements are 
listed in Appendix G, the Product Specific Data Call-In Notice. 

Previous data submissions must be reviewed to ensure that they meet 
current EPA acceptance criteria (Appendix G; Attachment E) and if not, commit 
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to conduct new studies. If it is believed that previously submitted data meet 
current testing standards, then study MRID numbers should be cited according to 
the instructions in the Requirement Status and Registrants' Responses Form 
provided for each product. 

It is the responsibility of the registrant(s) to ensure that their source 
product is registered (i.e., not cancelled) and the registration numbers are current. 
If the source product is unregistered, the registrant must provide the data base, 
Series 61, 62 and 63 for that source product. 

2. Labeling Requirements for End-Use Products 

The labels and labeling of all products must comply with EPA's current 
regulations and requirements as specified in 40 CFR §156.10 and described in the 
Pesticide Reregistration Handbook. 

C. Existing Stocks Information 

Existing stocks may generally be distributed and products sold bearing old 
labels/labeling for 26 months from the date of the issuances of this RED. Persons other 
than the registrant may generally distribute or sell such products for 50 months from the 
date of the issuance of this RED. However, existing stocks time frames will be 
established case-by-case, depending on the number of products involved, the number of 
label changes, and other factors. Refer to "Existing Stocks of Pesticide Products; 
Statement of Policy"; Federal Re!rtster, Volume 56, No. 123, June 26, 1991. 

The Agency has determined that registrants may distribute and sell thymol 
products bearing old labels/labeling for 26 months from the date of issuance of this RED. 
Persons other than the registrant may distribute or sell such products for 50 months from 
the date of the issuance of this RED. 
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APPENDIX A Case 3143, (THYMOL) Chemical 080402 (Thymol! 

Applicotion Applicolioo Appfalion 
,_,_ 

·~ 
......, ........ Ma•. I Mu.l Mhkll.-..1 

·~-
a.,..pbic Uso Poll .. tmlafiono 

'•• Tirrq ........ Typo Applicolion Rtl.t Appblion Ralo .... Aw•- ij ""'-> A"'· ij ''" l.ktiltliGnl 
Mal. IIIII M ... Ralt """' fffict.cot klfuoncirtg ftdor IAnliol«obWW Only) IOayl) ..... .. ...... 

U S E S ELIGIBLE FOR REREOJSTRATION 

tiiOM-fOODMoN:u:e:.o :'UUI 

····· 

•• • 
. 

Site: B1throom Prami•n/Hard Surlacn IU1a Group: INDOOR RESIDENTIAU 

brudl-on, Ntll, brush, hard SC/l 270 w 508 v NS " " NS NA NA Pretlean claim. 
orgenic soil (5%1 L·RTU 

GODIICI and/or surface !rntmant, NA, cloth, herd L·RTU 270 w 270 w " " NS NS " " Prec!un claim. 
org1nic !O~ !li%1 

mop, NOt. mop, hard SCIL 270 w 508 v NS NS NS NS " " Preclnn claim. 
org1nic so~ !5%1 L-RTU 

wip&-on, NOl, cloth, h1rd SCIL 270 w 508 v NS NS " " NA NA Preclun claim. 
OIIIDiC SO~ (5'.1.1 L·Rlll 

Sit•: Commtrcial/lllltitlltioiiii/IIKiultrial Pr~~nisestEcJuipment (U11 Oto!f: INDOOR NON.fOOD) 

brusb-on, NOL, brush, hard SCJL 270 w 509 v NS NS NS " NA NA Prrdaan Glaim. 
orgenic soil/5%1 l·RTU 

mop, NOL mop, hard SCIL 270 w 508 v NS NS NS " " " Preclsan cl1im. 
organic sol(5%) l·RTU 

wip&-on, NOL, clo!h, hard SCIL 270 w 508 v NS NS " NS " " Preclean claim. 
organic soR !5%1 L·RTU 

Site: Hoipilal Critical liMns !Surgie.l lllltrument•JPacBIIlaklrll (Un GI'IIIIJI; INDOOR MEDICAL] 

immersion, NOL, NOL, hard SCIL 270W 508 v NS NS " NS NA NA Preclean claim. 
organic soil/5'41 l·RTU 

Sile: NospilaiiMIIIIical lnstitutlolll Non-Collduodva F/oora ltln Graup: INDOOR MEDICAL] 

brusll·on, NDL, brush, hard SO< 270 w 508 v " NS NS NS NA " Preclean claim. 
organic soil (5%1 L·Rlll 

mop, NOL, mop, hard SCIL 27fJW 508 v NS NS " NS NA NA Preclean claim. 
organic soil (5%1 l·RTU 

wipe-on. NOL, dalh, hard SCIL 270 w 508 v " NS NS NS " .. Preclean claim. 
org1nic soH 15%1 L-RTU 

Site: N01pilalaiMadical lnstilutionl Critical Premiau /B111n Warde/ (Uit Graup: INDOOR MEDICAU 

brusll-on, NOL, brush, hard SCIL 270 w 508 v " NS NS NS NA " Preclean claim. 
organic soill5%1 L-RTU 

mop, NOL. mop, hard S~IL 270 w 508 v " " NS NS " " Preclean claim. 
organic nil (5%1 l·RTU 
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i~pj>blion A,plioolioo Appiootioo '"""" ·~ Minillllm Malirrwl M ... I Mn. I Ml!.ln!...,l Rootric!eo! Goourophio Uso Pa!t..., linito!ions 

''" Ti~ £q•ipnaot Typo Aw'CBtioo lbto Applicotion Ro1o AJIIl•· ApJI"'.@ BoW.- App•.@ """ Urrltotiono 
Mn. Aoto M ... lloto rnt .. ol 

Ef!ir:oq holkloncing Fool!lf (AntiJria-obiolo Onlrl (Oayo) ..... Oioallowod 

USES ELIGIBLE F 0 R REREGISTRATION 

wipe-on, NOL cloth, hard SG/l 270 w 508 v NS NS NS NS NA NA Preclean claim. 
orgBnic soil (6%1 l·RTU 

Sita: Hospitals/Medical lnt1i1utions P~titmt Pramisas lUst Gtaup: INDOOR MEDICAL) 

brush·on. NOL brush, hard SC/l Z70W 508 v NS NS Ns NS NA NA Preclean claim. 
organic soil (5%) l-RTU 

mop, NOL, mop, hard SC/L 270 w 508 v NS NS NS NS NA NA Praclaan claim. 
organit so~ (5%1 L-RTU 

wipe·on, NOL, cloth, hard SCIL 270 w 508 v NS NS NS NS NA NA Preclean claim. 
organic soi1(6%) l-RTU 

Slta: Haspitai1/Medical ll\811tutlont Promise& !Human/VIIttinary\ (Use Gro141: INDOOR MEDitALI 

brush-on, NOl, brush, h11d "" 270 w 508 v NS NS NS NS NA •• Preclean claim. 
organic soil (5%1 L·RTU 

mop, NOL mop, hard SCIL 270 w 508V NS NS NS NS NA •• Preclean claim. 
organic soil (5%1 L-RTU 

wipe·on, NOl. cloth, hard SCIL 270 w 508 v NS NS NS NS NA •• Preclean claim. 
organic saill5%1 L-RTU 

Site: Housahold/Domntlc ltvvellings Contents (Use Oroup: INDOOR RESIDENTIAL) 

spot treatment, when needed, pump spray bottle l-RTU I •• I " I NS I NS I NS NS I •• •• l•s 
Site: HouaehGid!Damestic llwllll!ngs Outdoor Premina Ill•• Group: OUTDOOR RESIDENTIAL) 

spot tteatment, when needed, brush l·RTU •• NA NS NS NS NS •• NA NS 

spray, when needed, sprayer l·RTU NA •• NS NS NS NS •• •• NS 

Site: Ornamental andlor Shade Trees (Usa Group: TERRESTRIAL NON·FDDD+DUTDDDR RESIDENTIAL) 

spot trsatmanl, when needed, brush L-RTU •• •• NS NS NS NS NA NA NS 

spray, when needed, sprayer L·RTU •• NA NS NS NS NS NA NA NS 

Site: Orn11mantal Harbsceuus Plants {U611 Dto141: TERRESTRIAL NDN·FODO+DUTDOOR RESIDENTIAL) 

soak, bu'ils, glove L-RTU •• •• NS NS NS NS •• •• NS 

soak, ned, glo~e L·RTU •• •• NS NS NS NS •• •• NS 

soak, foliar, sprayer l·RTU NA •• NS NS NS NS NA NA NS 

Site: Ornamental Lawns and Turf {Use Group: TERRESTRIAL NON-FOOO+OUTDDOR RESIDENTIAU 
------ ----- --·- -
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APPENDIXB 

Table of the Generic Data Requirements and 
Studies Used to Make the Reregistration Decision 
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GUIDE TO APPENDIX B 

Appendix B contains listings of data requirements which support the reregistration for active 
ingredients within the case anything covered by this Reregistration Eligibility Decision. It 
contains generic data requirements that apply to anything in all products, including data 
requirements for which a "typical formulation" is the test substance. 

The data table is organized in the following format: 

1. Data Reauirement (Column 1). The data requirements are listed in the order in which 
they appear in 40 CFR Part 158. the reference numbers accompanying each test refer to the test 
protocols set in the Pesticide Assessment Guidelines, which are available from the National 
Technical Information Service, 5285 Port Royal Road, Springfield, VA 22161 (703) 487-4650. 

2. Use Pattern (Column 2). This column indicates the use patterns for which the data 
requirements apply. The following letter designations are used for the given use patterns: 

A Terrestrial food 
B Terrestrial feed 
C Terrestrial non-food 
D Aquatic food 
E Aquatic non-food outdoor 
F Aquatic non-food industrial 
G Aquatic non-food residential 
H Greenhouse food 
I Greenhouse non-food 
J Forestry 
K Residential 
L Indoor food 
M Indoor non-food 
N Indoor medical 
0 Indoor residential 

3. Bibliographic citation (Column 3). If the Agency has acceptable data in its flles, this 
column lists the identifying number of each study. This nonnally is the Master Record 
Identification (MRID) number, but may be a "GS" number if no MRID number has been 
assigned. Refer to tbe Bibliography appendix for a complete citation of the study. 
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APPENDIXB 

Data Supporting Guideline Requirements for the Reregistration of Thymol 

REQUIREMENT USE PATTERN CITATION 

PRODUCT CHEMISTRY 

61-1 Chemical Identity All REQUIRED 
61-2a Start. Mat. & Mnfg. Process All REQUIRED 
61-2b Formation of Impurities All REQUIRED 
62-1 Preliminary Analysis All REQUIRED 
62-2 Certification of Limits All REQUIRED 
62-3 Analytical Method All REQUIRED 
63-2 Color All SATISFIED1 

63-3 Physical State All SATISFIED1 

63-4 Odor All SATISFIED1 

63-5 Melting Point All SATISFIED1 

63-6 Boiling Point All SATISFIED1 

63-7 Density All SATISFIED1 

63-8 Solubility All REQUIRED 
63-9 Vapor Pressure All SATISFIED' 
63-10 Dissociation Constant All SATISFIED1 

63-11 Octanol/W ater Partition All SATISFIED1 

63-12 pH All SATISFIED 1 

63-13 Stability All REQUIRED 
63-14 Oxidizing/Reducing Action All REQUIRED 
63-15 Flammability All REQUIRED 
63-16 Explodability All REQUIRED 
63-17 Storage Stability All REQUIRED 
63-18 Viscosity All REQUIRED 
63-19 Miscibility All REQUIRED 
63-20 Corrosion Characteristics All REQUIRED 

2 

2 Data contained in a letter dated 3/12/92 from the source manufacturer 
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APPENDIXB 

Data Supporting Guideline Requirements for the Reregistration of Thymol 

REQUIREMENT USE PATTERN CITATION 

ECOLOGICAL EFFECTS 

71-la Acute Avian Oral - Quail/Duck All WAIVED 
71-2a Avian Dietary - Quail All WAIVED 
71-2b Avian Dietary - Duck All WAIVED 
72-1a Fish Toxicity Bluegill All WAIVED 
72-1c Fish Toxicity Rainbow Trout All WAIVED 
72-2a Invertebrate Toxicity All WAIVED 
122-1a Seed Germination/Seedling Emergence All WAIVED 
122-1b Vegetative Vigor All WAIVED 
122-2 Aquatic Plant Growth All WAIVED 

TOXICOLOGY 

81-1 Acute Oral Toxicity - Rat All WAIVED 
81-2 Acute Dermal Toxicity - Rabbit/Rat All WAIVED 
81-3 Acute Inhalation Toxicity - Rat All WAIVED 
81-4 Primary Eye Irtitation - Rabbit All WAIVED 
81-5 Primary Dermal Irtitation - Rabbit All WAIVED 
81-6 Dermal Sensitization - Guinea Pig All WAIVED 
84-2a Gene Mutation (Ames Test) All WAIVED 
84-2b Structural Chromosomal Aberration All WAIVED 
84-4 Other Genotoxic Effects All WAIVED 
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APPENDIXB 

Data Supporting Guideline Requirements for the Reregistration of Thymol 

REQUIREMENT USE PATTERN CITATION 

ENVIRONMENTAL FATE 

160-5 Chemical Identity All WAIVED 
161-1 Hydrolysis All WAIVED 
161-2 Photodegradation - Water All WAIVED 
161-3 Photodegradation - Soil All WAIVED 
162-1 Aerobic Soil Metabolism All WAIVED 
162-2 Anaerobic Soil Metabolism All WAIVED 
162-3 Anaerobic Aquatic Metabolism All WAIVED 
163-1 Leaching/ Adsorption/Desorption All WAIVED 
164-1 Terrestrial Field Dissipation All WAIVED 
165-1 Conf"med Rotational Crop All WAIVED 
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APPENDIXC 

THYMOL BffiLIOGRAPHY 

Citations Considered to be Part of the Data Base 
Supporting the Reregistration of 

Thymol 
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GUIDE TO APPENDIX C 

I. CON1ENTS OF BffiUOGRAPHY. This bibliography contains citations of all studies 
considered relevant by EPA in arriving at the positions and conclusions stated elsewhere 
in the Reregistration Eligibility Decision. Primary sources for srudies in this 
bibliography have been the body of data submitted to EPA and its predecessor agencies 
in support of past regulatory decisions. Selections from other sources including the 
published literarure, in those instances where they have been considered, are included. 

2. UNITS OF ENTRY. The unit of entry in this bibliography is called a "srudy". In the 
case of published materials, this corresponds closely to an article. In the case of 
unpublished materials submitted to the Agency, the Agency has sought to identify 
documents at a level parallel to the published article from within the typically larger 
volumes in which they were submitted. The resulting "srudies" generally have a distinct 
title (or at least a single subject), can stand alone for purposes of review and can be 
described with a conventional bibliographic citation. The Agency has also attempted to 
unite basic documents and commentaries upon them, treating them as a single study. 

3. IDENTIFICATION OF ENTRIES. The entries in this bibliography are sorted 
numerically by Master Record Identifier, or ":MRID number". This number is unique 
to the citation, and should be used whenever a specific reference is required. It is not 
related to the six-digit "Accession Number" which has been used to identify volumes of 
submitted srudies (see paragraph 4(d)(4) below for further explanation). In a few cases, 
entries added to the bibliography late in the review may he preceded by a nine character 
temporary identifier. These entries are listed after all MRID entries. This temporary 
identifying number is also to be used whenever specific reference is needed. 

4. FORM OF ENTRY. In addition to the Master Record Identifier (MRID), each entry 
consists of a citation containing standard elements followed, in the case of material 
submitted to EPA, by a description of the earliest !mown submission. Bibliographic 
conventions used reflect the standard of the American National Standards Institute 
(ANSI), expanded to provide for certain special needs. 

a. Author. Whenever the author could confidently be identified, the Agency has 
chosen to show a personal author. When no individual was identified, the 
Agency has shown an identifiable laboratory or testing facility as the author. 
When no author or laboratory could be identified, the Agency has shown the first 
submitter as the author. 

b. Document date. The date of the study is taken directly from the document. 
When the date is followed by a question mark, the bibliographer has deduced the 
date from the evidence contained in the document. When the date appears as 
(19??), the Agency was unable to determine or estimate the date of the document. 
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c. Title. In some cases, it has been necessary for the Agency bibliographers to 
create or enhance a document title. Any such editorial insertions are contained 
between square brackets. 

d. Trailing parentheses. For studies submitted to the Agency in the past, the trailing 
parentheses include (in addition to any self-explanatory text) the following 
elements describing the earliest known submission: 

(I) Submission date. The date of the earliest known submission appears 
immediately following the word "received." 

(2) Administrative number. The next element immediately following the 
word "under" is the registration number, experimental use permit number, 
petition number, or other administrative number associated with the 
earliest known submission. 

(3) Subnritter. The third element is the submitter. When authorship is 
defaulted to the submitter, this element is omitted. 

(4) Volume Identification (Accession Numbers). The fmal element in the 
trailing parentheses identifies the EPA accession number of the volume in 
which the original submission of the study appears. The six-digit 
accession number follows the symbol "CDL," which stands for "Company 
Data Ubrary. " This accession number is in tum followed by an 
alphabetic suffix which shows the relative position of the study within the 
volume. 
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APPENDIXD 

List of Available Related Documents 

The following is a list of available documents related to thymol. Its purpose is to provide 
a path to more detailed information if it is needed. These accompanying documents are part of 
the Athninistrative Record for thymol and are included in the EPA's Office of Pesticide 
Programs Public Docket. 

1. Detailed Label Usage Information System (LUIS) Report 

2. Thymol RED Fact Sheet 

3. PR Notices 86-5 and 91-2 (included in these appendices). These notices pertain 
to the correct submission of the data and label ingredient statements. 

4. June 4, 1993 Memorandum of Understanding between FDA and EPA; Notice 
regarding matters of mutual responsibility - Regulation of liquid chemical 
germicides intended for use on medical devices (included in these appendices). 
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APPENDIXE 

Pesticide Reregistration Handbook 
PR Notices 86-5 and 91-2 

Memorandum of Understanding Between FDA/EPA 

35 





PESTICIDE REGISTRATION HANDBOOK 

37 





PR Notice 86-5 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

July 29, 1986 

PR NOTICE 86-5 
OFFICE OF 

PREVENTION. PESTICIDES 

AND TOXIC SUBSTANCES 

NOTICE TO PRODUCERS, FORMULATORS, DISTRIBUTORS 
AND REGISTRANTS 

Attention: 

Subject: 

I. Purnose 

Persons responsible for Federal registration of 
pesticides. 

Standard format for data submitted under the 
Federal Insecticide, Fungicide, and Rodenticide 
Act (FIFRA) and certain provisions of the Federal 
Food, Drug, and Cosmetic Act (FFDCA). 

To require data to be submitted to the Environmental 
Protection Agency {EPA) in a standard format. This Notice also 
provides additional guidance about, and illustrations of, the 
required formats. 

II. Applicability 

This PR Notice applies to all data that are submitted to EPA 
to satisfy data requirements for granting or maintaining 
pesticide registrations, experimental use permits, tolerances, 
and related approvals under certain provisions of FIFRA and 
FFDCA. These data are defined in FIFRA §10(d) (1), This Notice 
does ngt apply to commercial, financial, or production 
information, which are, and must continue to be, submitted 
differently under separate cover. 

III. Effective Date 

This notice is effective on November 1, 1986. Data formatted 
according to this notice may be submitted prior to the effective 
date. As of the effective date, submitted data packages that do 
not conform to these requirements may be returned to the 
submitter for necessary revision, 

IV. Background 

On September 26, 1984, EPA published proposed regulations in 
the Federal Register (49 FR 37956) which include Requirements for 
Data Submission (40 CFR §158.32), and Procedures for Claims of 
Confidentiality of Data (40 CFR §158.33), These regulations 
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specify the format for data submitted to EPA under Section 3 of 
FIFRA and Sections 408 and 409 of FFDCA, and procedures which 
must be followed to make and substantiate claims of confiden­
tiality. No entitlements to data confidentiality are changed, 
either by the proposed regulation or by this notice. 

OPP is making these requirements mandatory through this 
Notice to gain resource-saving benefits from their use before the 
entire proposed regulation becomes final. Adequate lead time is 
being provided for submitters to comply with the new 
requirements. 

V. Relationship of this Notice to Other OPP Policy and Guidance 

While this Notice contains requirements for organizing and 
formatting submittals of supporting data, it does not address the 
substance of test reports themselves. "Data reportingn guidance 
is now under development in OPP, and will specify how the study 
objectives, protocol, observations, findings, and conclusions are 
organized and presented within the study report. The data 
reporting guidance will be compatible with submittal format 
requirements described in this Notice. 

OPP has also promulgated a policy (PR Notice 86-4 dated 
April 15, 1986) that provides for early screening of certain 
applications for registration under FIFRA §3. The objective of 
the screen is to avoid the additional costs and prolonged delays 
associated with handling significantly incomplete application 
packages. As of the effective date of this Notice, the screen 
will include in its criteria for acceptance of application 
packages the data formatting requirements described herein. 

OPP has also established a public docket which imposes 
deadlines for inserting into the docket documents submitted in 
connection with Special Reviews and Registration Standards (see 
40 CFR §154.15 and §155.32). To meet these deadlines, OPP is 
requiring an additional copy of any data submitted to the docket. 
Please refer to Page 10 for more information about this 
requirement. 

For several years, OPP has required that each application 
for registration or other action include a list of all applicable 
data requirements and an indication of how each is satisfied--the 
statement of the method of support for the application. 
Typically, many requirements are satisfied by reference to data 
previously submitted--either by the applicant or by another 
party. That requirement is not altered by this notice, which 
applies only to data submitted with an application. 

VI. Format Requirements 

A more detailed discussion of these format requirements 
follows the index on the next page, and samples of some of the 
requirements are attached. Except for the language of the two 
alternative forms of the Statement of Data Confidentiality Claims 
(shown in Attachment 3) which cannot be altered, these samples 
are illustrative. As long as the required information is 
included and clearly identifiable, the form of the samples may be 
altered to reflect the submitter's preference. 
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A. 

B. 

c. 

D. 

- INDEX-

Organization of the Submittal Package 

Transmittal Document 

Individual Studies . 

Text 
Page 

3 

4 

4 

C. 1 Special Considerations for Identifying Studies 5 

Organization of each Study Volume 6 

Example 
Page 

17 

11 

17 

D. 1 Study Title Page . . 7 12 
D. 2 Statement of Data Confidentiality Claims 

(based on FIFRA §10 (d) (1)) 8 13 
D. 3 Confidential Attachment . . . . . 8 15 
D. 4 Supplemental Statement of Data Confidentiality 

Claims (other than those based on FIFRA §10(d) (1)) 8 14 
D. 5 Good Laboratory Practice Compliance Statement 9 16 

E. Reference to Previously Submitted Data . 9 

F. Physical Format Requirements & Number of Copies 9 

G. Special Requirements for Submitting Data to the Docket 10 

************** 

A. Organization of Submittal Package 

A "submittal package 11 consists of all studies submitted at 
the same time for review in support of a single regulatory 
action, along with a transmittal document and other related 
administrative material (e.g. the method of support statement, 
EPA Forms 8570-1, 8570-4, 8570-20, etc.) as appropriate. 

Data submitters must organize each submittal package as 
described in this Notice. The transmittal and any other admin­
istrative material must be grouped together in the first physical 
volume. Each study included in the submittal package must then 
be bound separately. 

Submitters .sometimes provide additional materials that are 
intended to clarify, emphasize, or otherwise comment to help 
Product Managers and reviewers better understand the submittal. 

If such materials relate to one study, they should be 
included as an appendix to that study. 

- If such materials relate to more than one study (as for 
example a summary of all studies in a discipline) or to the 
submittal in general, they must be included in the submittal 
package as a separate study (with title page and statement 
of confidentiality claims} . 
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B. Transmittal Document 

The first item in each submittal package must be a trans­
mittal document. This document identifies the submitter or all 
joint submitters; the regulatory action in support of which the 
package is being submitted--i.e., a registration application, 
petition, experimental use permit (EUP), §3(c) (2) (B) data 
call-in, §6(a) (2) submittal, or a special review; the transmittal 
date; and a list of all individual studies included in the 
package in the order of their appearance, showing (usually by 
Guideline reference number) the data requirement(s) addressed by 
each one. The EPA-assigned number for the regulatory action 
{e.g. the registration, EUP, or tolerance petition number) should 
be included in the transmittal document as well, if it is known 
to the submitter. See Attachment 1 for an example of an 
acceptable transmittal document. 

The list of included studies in the transmittal of a data 
submittal package supporting a registration application should be 
subdivided by discipline, reflecting the order in which data 
requirements appear in 40 CFR 158. 

The list of included studies in the transmittal of a data 
submittal package supporting a petition for tolerance or an 
application for an EUP should be subdivided into sections A, B, 
C, .... of the petition or application, as defined in 40 CFR 180.7 
and 158.125, (petitions) or Pesticide Assessment Guidelines, 
Subdivision I (EUPs) as appropriate. 

When a submittal package supports a tolerance petition and 
an application for a registration or an EUP, list the petition 
studies first, then the balance of the studies. Within these two 
groups of studies follow the instructions above. 

C. Individual Studies 

A study is the report of a single scientific investigation, 
including all supporting analyses required for logical complete­
ness. A study should be identifiable and distinguishable by a 
conventional bibliographic citation including author, date, and 
title. Studies generally correspond in scope to a single Guide­
line requirement for supporting data, with some exceptions dis­
cussed in section C.l. Each study included in a submittal 
package must be bound as a separate entity. {See comments on 
binding studies on page 9.) 

Each study must be consecutively paginated, beginning from 
the title page as page 1. The total number of pages in the com­
plete study must be shown on the study title page. In addition 
(to ensure that inadvertently separated pages can be reassociated 
with the proper study during handling or review) use either of 
the following: 

- Include the total number of pages in the complete study on 
each page (i.e., l of 250, 2 of 250, ... 250 of 250). 

- Include a company name or mark and study number on each 
page of the study, e g , Company Name-1986-23. Never reuse 
a study number for marking the pages of subsequent studies. 



When a single study is extremely long, binding it in mul­
tiple volumes is permissible so long as the entire study is pag­
inated in a single series, and each volume is plainly identified 
by the study title and its position in the multi-volume sequence. 

C.1 Special Considerations for Identifying Studies 

Some studies raise special problems in study identification, 
because they address Guidelines of broader than normal scope or 
for other reasons. 

a. Safety Studies. Several Guidelines require testing for 
safety in more than one species. In these cases each species 
tested should be reported as a separate study, and bound 
separately. 

Extensive supplemental reports of pathology reviews, feed 
analyses, historical control data, and the like are often assoc­
iated with safety studies. Whenever possible these should be 
submitted with primary reports of the study, and bound with the 
primary study as appendices. When such supplemental reports are 
submitted independently of the primary report, take care to fully 
identify the primary report to which they pertain. 

Batteries of acute toxicity tests, performed on the same end 
use product and covered by a single title page, may be bound 
together and reported as a single study. 

b. Product Chemistry Studies. All product chemistry data 
within a submittal package submitted in support of an end-use 
product produced from registered manufacturing-use products 
should be bound as a single study under a single title page. 

Product chemistry data submitted in support of a technical 
product, other manufacturing-use product, an experimental use 
permit, an import tolerance petition, or an end-use product 
produced from unregistered source ingredients, should be bound as 
a single study for each Guideline series (61, 62, and 63} for 
conventional pesticides, or for the equivalent subject range for 
biorational pesticides. The first of the three studies in a 
complete product chemistry submittal for a biochemical pesticide 
would cover Guidelines 151-10, 151-11, and 151-12; the second 
would cover Guidelines 151-13, 151-15, and 151-16; the third 
would cover Guideline 151-17. The first study for a microbial 
pesticide would cover Guidelines 151-20, 151-21, and 151-22; the 
second would cover Guidelines 151-23 and 151-25; the third would 
cover Guideline 151-26. 

Note particularly that product chemistry studies are likely 
to contain Confidential Business Information as defined in FIFRA 
§lO(d) (l) (A), (B), or (C), and if so must be handled as described 
in section D.3. of this notice. 
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c. Residue Chemistry Studies. Guidelines 171-4, 153-3, 
and 153-4 are extremely broad in scope; studies addressing 
residue chemistry requirements must thus be defined at a level 
below that of the Guideline code. The general principle, 
however, of limiting a study to the report of a single inves­
tigation still applies fully. Data should be treated as a single 
study and bound separately for each analytical method, each 
report of the nature of the residue in a single crop or animal 
species, and for each report of the magnitude of residues 
resulting from treatment of a single crop or from processing a 
single crop. When more than one commodity is derived from a 
single crop (such as beet tops and beet roots) residue data on 
all such commodities should be reported as a single study. When 
multiple field trials are associated with a single crop, all such 
trials should be reported as a single study. 

D. organization of Each Study Volume 

Each complete study must include all applicable elements in 
the list below, in the order indicated. (Also see Page 17.) 
Several of these elements are further explained in the following 
paragraphs. Entries in the column headed 11 example 11 cite the 
page number of this notice where the element is illustrated. 

Element 

Study Title Page 

Statement of Data 
Confidentiality 
Claims 

Certification of Good 
Laboratory Practice 

Flagging statements 

Body of Study 

Study Appendices 

Cover Sheet to Confi­
dential Attachment 

CBI Attachment 

Supplemental Statement 
of Data Confidentiality 
Claims 

When Required Example 

Always Page 12 

One of the two alternative Page 13 
forms of this statement 
is always required 

If study reports laboratory Page 16 
work subject to GLP require-
ments 

For certain toxicology studies (When 
flagging requirements are finalized.} 

Always - with an English language 
translation if required. 

At submitter's option 

If CBI is claimed under FIFRA 
§10 (d) (1) (A), (B), or (C) 

If CBI is claimed under FIFRA 
§10 (d) (1) (A), (B), or (C) Page 15 

Only if confidentiality is Page 14 
claimed on a basis other than 
FIFRA §10 (d) (1) (A), (B), or (C) 
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D.l. Title Page 

A title page is always required for each submitted study, 
published or unpublished. The title page must always be freely 
releasable to requestors; DO NOT INCLUDE CBI ON THE TITLE PAGE. 
An example of an acceptable title page is on page 12 of this 
notice. The following information must appear on the title page: 

a. Study title. The study title should be as descriptive as 
possible It must clearly identify the substance(s) tested and 
correspond to the name of the data requirement as it appears in 
the Guidelines. 

b. Data requirement addressed. Include on the title page the 
Guideline number(s) of the specific requirement(s) addressed by 
the study. 

c. AuthorCsl. Cite only individuals with primary intellectual 
responsibility for the content of the study. Identify them 
plainly as authors, to distinguish them from the performing 
laboratory, study sponsor, or other names that may also appear on 
the title page. 

d. Study 
the study. 
times, use 

Date. The title 
If parts of the 

only the date of 

page must include a single date for 
study were performed at different 
the latest element in the study. 

e. Performing Laboratory Identification. If the study reports 
work done by one or more laboratories, include on the title page 
the name and address of the performing laboratory or 
laboratories, and the laboratory's internal project nurnber(s) for 
the work. Clearly distinguish the laboratory's project 
identifier from any other reference numbers provided by the study 
sponsor or submitter. 

f. Supplemental Submissions. If the study is a commentary on 
or supplement to another previously submitted study, or if it 
responds to EPA questions raised with respect to an earlier 
study, include on the title page elements a. through d. for the 
previously submitted study, along with the EPA Master Record 
Identifier (MRID) or Accession number of the earlier study if you 
know these numbers. (Supplements submitted in the same submittal 
package as the primary study should be appended to and bound with 
the primary study. Do not include supplements to more than one 
study under a single title page) . 

g. Facts of Publication. If the study is a reprint of a pub-
lished document, identity on the title page all relevant facts of 
publication, such as the journal title, volume, issue, inclusive 
page numbers, and publication date. 
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D.2. Statements of Data Confidentiality Claims Under FIFRA 
§10 (d) (1). 

Each submitted study must be accompanied by one of the two 
alternative forms of the statement of Data Confidentiality Claims 
specified in the proposed regulation in §158.33 (b) and (c) (See 
Attachment 3). These statements apply only to claims of data 
confidentiality based on FIFRA §10(d) (1) (A), (B), or (C). Use 
the appropriate alternative form of the statement either to 
assert a claim of §10 (d) (1) data confidentiality (§158.33 (b) I or 
to waive such a claim (§158.33(c)). In either case, the 
statement must be signed and dated, and must include the typed 
name and title of the official who signs it. Do not make CBI 
claims with respect to analytical methods associated with pet­
itions for tolerances or emergency exemptions (see NOTE Pg 13). 

D.3. Confidential Attachment 

If the claim is made that a study includes confidential 
business information as defined by the criteria of FIFRA 
§10(D) (1) (A), (B), or (C) (as described in D.2. above) all such 
information must be excised from the body of the study and 
confined to a separate study-specific Confidential Attachment. 
Each passage of CBI so isolated must be identified by a reference 
number cited within the body of the study at the point from which 
the passage was excised (See Attachment 5). 

The Confidential Attachment to a study must be identified by 
a cover sheet fully identifying the parent study, and must be 
clearly marked "Confidential Attachment." An appropriately 
annotated photocopy of the parent study title page may be used as 
this cover sheet. Paginate the Confidential Attachment 
separately from the body of the study, beginning with page 1 of X 
on the title page. Each passage confined to the Confidential 
Attachment must be associated with a specific cross reference to 
the page(s) in the main body of the study on which it is cited, 
and with a reference to the applicable passage(s) of FIFRA 
§10(d) (1) on which the confidentiality claim is based. 

D.4. Supplemental Statement of Data Confidentiality Claims (See 
Attachment 4) 

If 
portion 
(1) (A), 

you wish to make a claim of confidentiality for any 
of a submitted study other than described by FIFRA §1D(d) 
(B), or (C), the following provisions apply: 

- The specific information to which the claim applies must 
be clearly marked in the body of the study as subject to a 
claim of confidentiality. 

- A Supplemental Statement of Data Confidentiality Claims 
must be submitted, identifying each passage claimed confi­
dential and describing in detail the basis for the claim. 
A list of the points to address in such a statement is 
included in Attachment 4 on Pg 14. 

- The Supplemental Statement of Data Confidentiality Claims 
must be signed and dated and must include the typed name and 
title of the official who signed it. 
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D.S. Good Laboratory Practice Compliance Statement 

This statement is required if the study contains laboratory 
work subject to GLP requirements specified in 40 CFR 160. Sam­
ples of these statements are shown in Attachment 6. 

E. Reference to Previously Submitted Data 

DO NOT RESUBMIT A STUDY THAT HAS PREVIOUSLY BEEN SUBMITTED 
FOR ANOTHER PURPOSE unless EPA specifically requests it. A copy 
of the title page plus the MRID number (if known) is sufficient 
to allow us to retrieve the study immediately for review. This 
prevents duplicate entries in the Agency files, and saves you 
the cost of sending more copies of the study. References to pre· 
viously submitted studies should not be included in the transmit­
tal document, but should be incorporated into the statement of 
the method of support for the application. 

F. Physical Format Requirements 

All elements in the data submittal package must be on 
uniform 8 1/2 by 11 inch white paper, printed on one side only in 
black ink, with high contrast and good resolution. Bindings for 
individual studies must be secure, but easily removable to permit 
disassembly for microfilming. Check with EPA for special 
instructions before submitting data in any medium other than 
paper, such as film or magnetic media. 

Please be particularly attentive to the following points: 

• Do not include frayed or torn pages. 

• Do not include carbon copies, or copies in other than 
black ink. 

• Make sure that photocopies are clear, complete, and 
fully readable. 

• Do not include oversize computer printouts or fold-out 
pages. 

• Do not bind any documents with glue or binding tapes. 

• Make sure that all pages of each study, including any 
attachments or appendices, are present and in correct 
sequence. 

Number of Copies Required - All submittal packages except 
those associated with a Registration Standard or Special Review 
(See Part G below) must be provided ln three complete, identical 
copies. (The proposed regulations specified two copies; three 
are now being required to expedite and reduce the cost of 
processing data into the OPP Pesticide Document Management System 
and getting it into review.} 
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G. Special Requirements for Submitting Data to the Docket 

Data submittal packages associated with a Registration Stan­
dard or Special Review must be provided in four copies, from one 
of which all material claimed as CBI has been excised. This 
fourth copy will become part of the public docket for the RS or 
SR case. If no claims of confidentiality are made for the study, 
the fourth copy should be identical to the other three. When 
portions of a study submitted in support of an RS or SR are 
claimed as CBI, the first three copies will include the CBI 
material as provided in section D of this notice. The following 
special preparation is required for the fourth copy. 

• Remove the "Supplemental Statement of Data 
Confidentiality Claims". 

e Remove the 11 Confidential Attachment". 

• Excise from the body of the study any information you 
claim as confidential, even if it does not fall within 
the scope of FIFRA §10 (d) (1) (A), (B), or (C). Do not 
close up or paraphrase text remaining after this 
excision. 

• Mark the fourth copy plainly on both its cover and its 
title page with the phrase "Public Docket Material 
contains no information claimed as confidential". 

V. For Further Information 

For further information contact John Carley, Chief, 
Information Services Branch, Program Management and Support 
Division, (703) 305-5240. 

\ /.":""\ 
-..lfJ.j,~ w. ~WJ,V.. 
1 .m•• W. Akarm•n 

Aetl"O Director, 
Aeglstr•tLon Olvlsion 

Attachment 1. Sample Transmittal Document 
Attachment 2. Sample Title Page for a Newly Submitted Study 
Attachment 3. Statements of Data Confidentiality Claims 
Attachment 4. Supplemental Statement of Data Confidentiality 

Claims 
Attachment 5. Samples of Confidential Attachments 
Attachment 6. Sample Good Laboratory Practice Statements 
Attachment 7. Format Diagrams for Submittal Packages and Studies 
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ATTACHMENT 1 

ELEMENTS TO BE INCLUDED IN THE TRANSMITTAL DOCUMENT* 

1. Name and address of submitter {or all joint submitters**) 

+smith Chemical Corporation 
1234 West Smith Street 
Cincinnati, OH 98765 

-and-
Jones Chemical Company 
5678 Wilson Blvd 
Covington, KY 56789 

+smith Chemical Corp will act as sole agent for all submitters. 

2. Regulatory action in support of which this package is 
submitted 

Use the EPA identification number (e.g. 359-EUP-67) if you know 
it. Otherwise describe the type of request (e.g. experimental 
use permit, data call-in - of xx-xx-xx date). 

3. Transmittal date 

4. List of submitted studies 

Vol 1. 

Vol 2. 

Vol n 

Administrative materials - forms, previous corres­
pondence with Project Managers, and so forth. 

Title of first study in the submittal (Guideline 
No.) 

Title of nth study in the submittal (Guideline 
No.) 

* Applicants commonly provide this information in a tran­
smittal letter. This remains an acceptable practice so 
long as all four elements are included. 

* Indicate which of the joint submitters is empowered to 
act on behalf of all joint submitters in any matter 
concerning data compensation or subsequent use or 
release of the data. 

Company Official: ____________________________________________ __ 

Name Signature 

Company Name:--------------------------------------------------------

Company Contact: 
Name Phone 
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ATTACHMENT 2 

SAMPLE STUDY TITLE PAGE FOR A NEWLY SUBMITTED STUDY 

Study Title 

(Chemical name) - Magnitude of Residue on Corn 

Data Requirement 

Guideline 171-4 

Author 

John C. Davis 

Study Completed On 

January 5, 1979 

Performing Laboratory 

ABC Agricultural Laboratories 
940 West Bay Drive 

Wilmington, CA 39897 

Laboratory Project ID 

ABC 47-79 

Page 1 of X 
(X is the total number of pages in the study) 
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ATTACHMENT 3 

STATEMENTS OF DATA CONFIDENTIALITY CLAIMS 

1. No claim of confidentiality under FIFRA §lO{d) (1) (A), (B), or 
I C) • 

STATEMENT OF NO DATA CONFIDENTIALITY CLAIMS 

No claim of confidentiality is made for any information 
contained in this study on the basis of its falling within 
the scope of FIFRA 6§10(d) (1) (A), (B), or (C). 

Company 

Company Agent: --------~Typ~~e~d~Ngam~e _______________ Date: ____ __ 

Title Signature 

2. Claim of confidentiality under FIFRA §10(d) (1) (A), (B), or 
(C) • 

STATEMENT OF DATA CONFIDENTIALITY CLAIMS 

Information claimed confidential on the basis of its falling 
within the scope of FIFRA §10(d) (1) (A), (B), or (C) has been 
removed to a confidential appendix, and is cited by 
cross-reference number in the body of the study. 

Company: 

Company Agent: __________ Typ~~e~d~N~am~e~--------------- Date: ____ __ 

Title Signature 

NOTE: Applicants for permanent or temporary tolerances should 
note that it is OPP policy that no permanent tolerance, temporary 
tolerance, or request for an emergency exemption incorporating an 
analytical method, can be approved unless the applicant waives 
all claims of confidentiality for the analytical method. These 
analytical methods are published in the FDA Pesticide Analytical 
Methods Manual, and therefore cannot be claimed as confidential. 
OPP implements this policy by returning submitted analytical 
methods, for which confidentiality claims have been made, to the 
submitter, to obtain the confidentiality waiver before they can 
be processed. 
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ATTACHMENT 4 

SUPPLEMENTAL STATEMENT OF DATA CONFIDENTIALITY CLAIMS 

For any portion of a submitted study that is not described 
by FIFRA §10(d) (1) (A), (B), or (C), but for which you claim 
confidential treatment on another basis, the following informa­
tion must be included within a Supplemental Statement of Data 
Confidentiality Claims: 

• Identify specifically by page and line number(s) each 
portion of the study for which you claim 
confidentiality. 

• Cite the reasons why the cited passage qualifies for 
confidential treatment. 

• Indicate the length of time--until a specific date or 
event, or permanently--for which the information should 
be treated as confidential. 

• Identify the measures taken to guard against undesired 
disclosure of this information. 

• Describe the extent to which the information has been 
disclosed, and what precautions have been taken in con­
nection with those disclosures. 

• Enclose copies of any pertinent determinations of 
confidentiality made by EPA, other Federal agencies, of 
courts concerning this information. 

• If you assert that disclosure of this information would 
be likely to result in substantial harmful effects to 
you, describe those harmful effects and explain why 
they should be viewed as substantial. 

• If you assert that the information in voluntarily sub­
mitted, indicate whether you believe disclosure of this 
information might tend to lessen the availability to 
EPA of similar information in the future, and if so, 
how. 
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ATTACHMENT 5 

EXAMPLES OF SEVERAL CONFIDENTIAL ATTACHMENTS 

Example 1 (Confidential word or phrase that has been deleted 
from the study) 

CROSS REFERENCE NUMBER ~ This cross reference number is used in the study 
in place of the following words or phrase at the 
indicated volume and page references. 

DELETED WORDS OR PHRASE; ______________ _jUJ~~U>~~~L------------

6 
12 

100 

LINE REASON FOR THE DELETION 

14 Identity of Inert Ingredient 
25 
19 

FIFRA REFERENCE 

§10 {d) {1) {C) 

" 
" 

Example 2. (Confidential paragraph(s) that have been deleted from the study) 

CROSS REFERENCE NUMBER 2 This cross reference number is used in the study 
in place of the following paragraph(s) at the 
indicated volume and page references. 

DELETED PARAGRAPH(S}: 
{ 
( Reproduce the deleted paragraph(s) here 
{ 

LINES REASON FOR THE DELETION 

20. 2-17 Description of the quality control process 

FIFRA REFERENCE 

§10 {d) {1) {C) 

Example 3. {Confidential ~ that have been deleted from the study) 

CROSS REFERENCE NUMBER 1 This cross reference number noted on a place­
holder page is used in place of the following 
whole pages at the indicated volume and page 
references. 

DELETED PAGE<Sl: are attached immediately behind this page. 

REASON FOR THE DELETION FIFRA REFERENCE 

20. 2-17 Description of the product manufacturing process §10 {d) {1) {A) 
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ATTACHMENT 6 . 

SAMPLE GOOD LABORATORY PRACTICE STATEMENTS 

Example l. 

This study meets the requirements for 40 CFR Part 160 

Submitter 

Sponsor 

Study Director 

Example 2. 

This study does not meet the requirements of 40 CFR Part 160, and differs 
in the following ways: 

1. ______________________________________ __ 

2. ____________________________________ __ 

3. ____________________________________ __ 

Submitter ____________________________________ _ 

Sponsor __________________________________ __ 

Study Director __________________________________ _ 

Example 3. 

The submltter of this study was neither the sponsor of this study nor 
conducted it, and does not know whether it has been conducted in 
accordance with 40 CFR Part 160. 

Submitter ______________________________________________________ __ 
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ATTACHMENT 7. 

~ORMA~ OF THE SUBMITTAL PACXAG~ 

r-----, .--- Tranomittal Document. 

LEGEND 

~elated Administrative Materials 
_,./{e.g., Method of S'-lpport Statement, etc.) 

-, 
1 Othe~ materials about the submittal 

(e.g •• summaries of g~oups cf at~di~s 
I ,. " to aid in their review). 
L.-

' ' 

•, 

Sto.~diea, aubmlttlld as unique 
physical entitles, according 
to the format below. 

PORMAT OF SUB~ITTtD STUDIES 

St.dy title page. 

Statement of Confidentiality Claims. 

GLP and flagging• statements - as appropriate. 

-, 
I 

Body of the atudy, with English 
language translation if required. 

Appendices to the study. 

,.....r-, ... -
,. I -

Title Page of the Confidential 
Attacllllent. 

L- "'' 1 ,... _.r- -, _. Confidential Attachment • 
.... -( 1-- .r-, Supple ... ntal Statement 

I , .... - 1. --- of Confidentiality Claims. 
~...., 

I ......... .... 
_.J .... * When fl4Q91"9 ~equirements 

are rtnalized . 

Documents which •~•t be •~bmitted aa 
appropriate to •••t established requlr._.nto. _, 
1 Docu-.nts submitt•d at aub~i~te~'• cptio~. 

I ~-J ..... _,., 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

PR NOTICE 91-2 

OFFICE OF 
PREVENTION, PESTICID[S 
AND TOXIC SUBSTANCU 

NOTICE TO MANUFACTURERS, PRODUCERS, FORMULATORS, 
AND REGISTRANTS OF PESTICIDES 

ATTENTION: Persons Responsible for Federal Registration of 
Pesticide Products. 

SUBJECT: Accuracy of Stated Percentages for Ingredients 
Statement 

I. PURPOSE: 

The purpose of this notice is to clarify the Office of 
Pesticide Program's policy with respect to the statement of 
percentages in a pesticide's label's ingredient statement. 
Specifically, the amount (percent by weight) of ingredient(s) 
specified in the ingredient statement on the label must be stated 
as the nominal concentration of such ingredient{s), as that tenm 
is defined in 40 CFR ~58.~53(i). Accordingly, the Agency has 
established the nominal concentration as the only acceptable 
label claim for the amount of active ingredient in the product. 

II . BACKGROUND 

For some time the Agency has accepted two different methods 
of identifying on the label what percentage is claimed for the 
ingredient(s} contained in a pesticide. Some applicants claimed a 
percentage which represented a level between the upper and the 
lower certified limits. This was referred to as the nominal 
concentration. Other applicants claimed the lower limit as the 
percentage of the ingredient(s) that would be expected to be 
present in their product at the end of the product's shelf-life. 
Unfortunately, this led to a great deal of confusion among the 
regulated industry, the regulators, and the consumers as to 
exactly how much of a given ingredient was in a given product. 
The Agency has established the nominal concentration as the only 
acceptable label claim for the amount of active ingredient in the 
product. 

Current regulations require that the percentage listed in 
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the active ingredient statement be as precise as possible 
reflecting good manufacturing practices 40 CFR 156.10(g) (5). The 
certified limits required for each active ingredient are intended 
to encompass any such 11 good manufacturing practice 11 variations 40 
CFR 158.175(c)(3). 

The upper and lower certified limits, which must be proposed in 
connection with a product's registration, represent the amounts 
of an ingredient that may legally be present 40 CFR 158.175. The 
lower certified limit is used as the enforceable lower limit for 
the product composition according to FIFRA section 12 (a) (1) (C), 
while the nominal concentration appearing on the label would be 
the routinely achieved concentration used for calculation of 
dosages and dilutions. 

The nominal concentration would in fact state the greatest 
degree of accuracy that is warranted with respect to actual 
product composition because the nominal concentration would be 
the amount of active ingredient typically found in the product. 

It is important for registrants to note that certified 
limits for active ingredients are not considered to be trade 
secret information under FIFRA section lO{b). In this respect the 
certified limits will be routinely provided by EPA to States for 
enforcement purposes, since the nominal concentration appearing 
on the label may not represent the enforceable composition for 
purposes of section 12(a) (1) (C). 

III. REQUIREMENTS 

As described below under Unit V. rr COMPLIANCE SCHEDULE," all 
currently registered products as well as all applications for new 
registration must comply with this Notice by specifying the 
nominal concentration expressed as a percentage by weight as the 
label claim in the ingredient{s) statement and equivalence 
statements if applicable (e.g., elemental arsenic, metallic zinc, 
salt of an acid). In addition, the requirement for performing 
sample analyses of five or more representative samples must be 
fulfilled. Copies of the raw analytical data must be submitted 
with the nominal ingredient label claim. Further information 
about the analysis requirement may be found in the 40 CFR 
158.170. All products are required to provide certified limits 
for each active, inert ingredient, impurities of toxicological 
significance(i.e., upper limit(s) only) and on a case by case 
basis as specified by EPA. These limits are to be set based on 
representative sampling and chemical analysis(i.e., quality 
control) of the product. 

The format of the ingredient statement must conform to 40 
CFR 156-Labeling Requirements For Pesticides and Devices. 

After July 1, 1997, all pesticide ingredient StatementS must 
be changed to nominal concentration. 

62 



IV. PRODUCTS THAT REQUIRE EFFICACY DATA 

All pesticides are required to be efficacious. Therefore, 
the certified lower limits may not be lower then the minimum 
level to achieve efficacy. This is extremely important for 
products which are intended to control pests which threaten the 
public health, e.g., certain antimicrobial and rodenticide 
products. Refer to 40 CFR 153.640. 

In those cases where efficacy limits have been established, 
the Agency will not accept certified lower limits which are below 
that level for the shelf life of the product. 

V. COMPLIANCE SCHEDULE 

As described earlier, the purpose of this Notice is to make 
the registration process more uniform and more manageable for 
both the agency and the regulated community. It is the Agency's 
intention to implement the requirements of this notice as 
smoothly as possible so as not to disrupt or delay the Agency's 
high priority programs, i.e., reregistration, new chemical, or 
fast track (FIFRA section 3 (c) (3) (B). Therefore, 
applicants/registrants are expected to comply with the 
requirements of this Notice as follows: 

(1) Beginning July 1, 1991, all new product registrations 
submitted to the Agency are to comply with the 
requirements of this Notice. 

(2) Registrants having products subject to reregistration 
under FIFRA section 4(a) are to comply with the 
requirements of this Notice when specific products are 
called in by the Agency under Phase V of the 
Reregistration Program. 

{3) All other products/applications that are not subject to 
(1) and (2) above will have until July 1, 1997, to 
comply with this Notice. Such applications should note 
11 Conversion to Nominal Concentrations on the 
application form. These types Or amendments will not be 
handled as "Fast Track" applications but will be 
handled as routine requests. 

VI. FOR FURTHER INFORMATION 

Contact Tyrone Aiken for information or questions concerning 
this notice on (703) 308-7031. 

/) ~ /1• 

"CL-~d c. ~~ao--
Ann• £. Lindsay, Director 
Registration Division {H-7505 
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FDA/EPA MEMORANDUM OF UNDERSTANDING 
Notice Regarding Matters of Mutual Responsibility -
Regulation of Liquid Chemical Germicides Intended 

for Use on Medical Devices 
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Memorandum of Understanding 
Between 

The Food and Drug Administration, Public Health Service, 
Department of Health and Human Services 

and 
The Environmental Protection Agency 

Notice Regarding Matters of Mutual Responsibility - Regulation of 
Liquid Chemical Germicides Intended for Use on Medical Devices 

I. PURPOSE 

This Memorandum of Understanding (MOU) between the Food and Drug 
Administration (FDA) and the Environmental Protection Agency (EPA) 
clarifies jurisdiction between the two agencies in the regulation 
of certain liquid chemical germicides. These liquid chemical 
germicides are devices under the Federal Food, Drug, and Cosmetic 
Act (FD&C Act) and pesticides under the Federal Insecticide, 
Fungicide and Rodenticide Act (FIFRA) . This MOU also embodies the 
agreement of the two agencies to undertake certain rulernakings in 
order to eliminate duplicative regulation of certain types of 
liquid chemical germicides. This MOU includes the agencies' interim 
agreement to simplify and coordinate their regulatory and 
enforcement activities in shared areas of jurisdiction affecting 
these types of products pending the conclusion of these 
rulemakings. 

II. STATUTORY AUTHORITIES 

A. FDA Authorities 

The FD&C Act grants FDA authority to regulate devices as defined in 
21 U.S.C. §321(h). Under section 32l(h), the term "device" includes 
an instrument, apparatus, implement, machine, contrivance, implant, 
in vitro reagent, or other similar or related article, including 
any component, part, or accessory that is intended to cure, 
mitigate, treat, or prevent disease in man, or is intended to 
affect the structure or any function of the body of man. Liquid 
chemical germicides intended for use in conjunction with a variety 
of articles that fit within the statutory definition of 11 device, 11 

such as operating instruments, medical examining tables, hospital 
scales, and other hospital equipment, also fall within the 
definition of "device", because they are considered accessories to 
these devices. 
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Unless liquid chemical germicides used in conjunction with devices 
were commercially distributed prior to May 28, 1976, 3 

manufacturers of these products, under 21 U.S.C. §360(k) [section 
510 (k) of the FD&C Act] are required to submit a premarket 
notification to FDA before they market their products. Before these 
products can be legally marketed, FDA must grant marketing 
clearance by { 1) issuance of an order in response to a section 
510 (k) submission which exempts the device from the FD&C Act's 
premarket approval requirements, or (2} approval of a premarket 
approval application. In granting marketing clearance by issuance 
of a section 510{k) order exempting a liquid chemical germicide 
from premarket approval 1 FDA must find that the device is 
11 Substantially equivalent,, as the term is defined in 21 U.S.C. 
§360c(i) (1) (A), to a predicate device that does not require 
premarket approval. Section 513 of the FD&C Act authorizes FDA to 
exempt products from premarket notification requirements for which 
there is a reasonable assurance of safety and effectiveness. At 
present, no chemical germicides that are used with devices have 
been exempted from premarket notification requirements. 

In regulating liquid chemical germicides used with devices, FDA is 
exercising its responsibilities under the FD&C Act for ensuring 
that devices are safe and effective for their intended uses. The 
FD&C Act provides enforcement authority to FDA to pursue regulatory 
actions, including seizure, injunction, prosecution, and civil 
penalties. 

B. EPA Authorities 

Liquid chemical germicides, including those regulated as devices, 
are also under the authority of the EPA under FIFRA. Before a 
pesticide product may be lawfully sold or distributed in commerce, 
the product must be registered by EPA pursuant to FIFRA section 3, 
or otherwise exempted from the requirements of FIFRA. A 
registration is a license allowing a pesticide product to be sold 
and distributed for specified uses in accordance with specified use 
instructions, precautions, and other terms and conditions. Liquid 
chemical sterilants are included among the various types of 
antimicrobial products that are currently subject to FIFRA. 

A pesticide product may be registered or remain registered only if 
it meets the statutory standard for registration. Among other 
things, a pesticide must perform its intended pesticidal function 
without causing "unreasonable adverse effects on the environment" 
(FIFRA section 3 (c) (5)). "Unreasonable adverse effects on the 

3 Devices marketed prior to May 28, 1976 are grandfathered from the FD&C Act's 
premarket notification requirements. Neither FDA nor EPA are aware of any currently 
marketed products that are exempt under this grandfather provision. Should any exist, they are 
not covered by this Memorandum of Understanding. 
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environment 11 is defined as 11 any unreasonable risk to man or the 
environment, taking into account the economic, social, and 
environmental costs and benefits of the use of [the) pesticide" 
(FIFRA section 2(bb)). 

The burden of demonstrating that a pesticide product satisfies the 
statutory criteria for registration is at all times on the 
proponents of initial or continued registration. FIFRA section 6 
provides EPA with various regulatory tools that the Administrator 
may use if it appears that the product no longer satisfies the 
statutory criteria for registration. If appropriate, EPA may 
require modifications to the terms and conditions of registration, 
such as deletion of particular uses or revisions to labeling, as an 
alternative to regulatory outcomes such as cancellation, 
suspension, or emergency suspension. FIFRA also provides 
enforcement authority to EPA to pursue actions, including issuance 
of stop sale, use, or removal orders when there is reason to 
believe a pesticide is in violation of FIFRA. Additionally, EPA has 
authority to seek the assessment of civil administrative penalties 
as well as institute seizure and criminal actions for violations of 
FIFRA. 

FIFRA section 25(b) authorizes the Administrator to exempt 
pesticides from FIFRA through regulation if the Administrator 
determines that the pesticide is "adequately regulated by another 
Federal agency" or is "of a character which it is unnecessary to be 
subject to this Act in order to carry out the purposes of this 
Act." 

III. REGULATORY RESPONSIBILITIES AND DEFINITIONS 

For the purposes of this agreement, liquid chemical germicides that 
are used in conjunction with medical devices are divided into two 
product categories: (1) sterilants and (2) general purpose 
disinfectants. Sterilants, for purposes of this agreement, means 
those chemical germicides used to reprocess reusable critical and 
sernicritical devices2 • Critical devices are devices that are 
introduced directly into the human body, either into or in contact 
with the bloodstream or normally sterile areas of the body. These 
critical devices must be sterile. Semicritical devices are those 
which contact intact mucous membranes but which do not ordinarily 
penetrate the blood barrier or otherwise enter normally sterile 
areas of the body. For these devices, sterilization is desirable 

2 This definition is consistent with the definition of these tenns used by the Centers for 
Disease Control and Prevention (CDC). Block, S.S. 1991. Disinfection, Sterilization, and 
Preservation. 4th Edition. Philadelphia. Lea & Febiger. 
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but not mandatory. These devices must be subjected at 
high level disinfection3 process using a sterilant, 
shorter time than that required for sterilization. 

least to a 
but for a 

The second category of liquid chemical germicides are general 
purpose disinfectants. General purpose disinfectants, for purposes 
of this agreement, means those chemical germicides used to 
reprocess noncritical devices and medical equipment surfaces4

• 

Noncritical devices and medical equipment surfaces must be 
subjected to intermediate or low level disinfection5 

FDA's priority is to confirm the efficacy and safety of sterilants 
used to reprocess critical and semicritical devices which pose the 
greatest risk of disease transmission. This includes assuring that 
they do not adversely affect device performance or pose a hazard to 
the patient/user. Historically, EPA has assessed the effective 
performance of all chemical germicides and addressed health and 
safety issues their use. 

The FD&C Act and FIFRA have overlapping regulatory schemes for 
liquid chemical germicides used on devices. The objective of this 
MOU is to minimize redundant regulation of these products by FDA 
and EPA while assuring that the safety and efficacy requirements of 
both statutes are met. This affects three areas: data requirements 
for obtaining approval, procedures for obtaining approval, and 
compliance. 

In determining whether the FD&C Act's and FIFRA' s statutory and 
regulatory requirements are met, EPA and FDA will utilize the data 
requirements and performance standards referenced in FDA's current 
Guidance on the Content and Format of Premarket Notification 
Submission for Liquid Chemical Germicides, FDA premarket 
notification regulations at 21 CFR Part 807, Subpart E, EPA data 
requirements regulations at 40 CFR Part 158, and EPA's Subdivision 
G, Product Performance Guidelines. 

Since the EPA registration requirements for general purpose 
disinfectants parallel the requirements necessary to rece~ve 

marketing clearance for general purpose disinfectants under section 
510(k) of the FD&C Act, fulfillment of EPA's registration 

3 "High level disinfectant" and "high level disinfection" are tenns of are used by the public 
health community. FDA recognizes "high level disinfectant" as a separate or subcategory of 
sterilants. EPA does not register "high level disinfectants" as separate antimicrobial pesticides, 
but instead may register uses of germicides that correspond with uses in FDA's "high level 
disinfection" category. 

4 This definition is consistent with the definition of the term used by CDC. 

' "Low and intennediate level disinfectants" are tenns of art used by the public health 
community. FDA recognizes "low and intermediate level disinfection" as subcategories of 
general pu1p0se disinfectants. EPA does not register low level and intennediate level 
disinfectants, but has corresponding germicide classes. 
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requirements fulfills FDA's section 510(k) requirements for those 
products. 

The EPA efficacy data requirements for liquid chemical sterilants, 
including those with high level disinfectant uses, are fulfilled by 
FDA's section 510(k) requirements or premarket approval 
requirements. Therefore, premarket clearance by FDA fulfills 
certain EPA registration requirements for liquid chemical 
sterilants, insofar as efficacy and product performance are 
concerned. FDA premarket clearance does not satisfy EPA's 
chemistry, toxicology, and ecological effects requirements. 

IV. AGREEMENT 

The Administrator of the Environmental Protection Agency and the 
Commissioner of the Food and Drug Administration agree that until 
exemptions referred to in Section V occur, the following division 
of responsibility will govern the activities of the agencies in the 
regulation of liquid chemical germicides that are intended for use 
on devices: 

A. Regulatory Responsibilities 

1. FDA will be primarily responsible for the premarket review of 
safety and efficacy requirements for liquid chemical 
germicides that are sterilants6 intended for use on critical 
or semicritical devices. Examples of critical devices are 
laparoscopes, surgical instruments, heart-lung oxygenators, 
and transfer forceps. Examples of semicritical devices are 
gastrointestinal endoscopes, endotracheal tubes, cystoscopes, 
anesthesia breathing circuits, and vaginal specula. FDA will 
also be primarily responsible for premarket review of contact 
lens solutions. 

2. EPA will be primarily responsible for premarket review of 
liquid chemical gennicides that are general purpose 
disinfectants7 intended for use on devices other than critical 

6 If a liquid chemical sterilant product has subordinate claims such as tuberculocidal or 
virucidal, these claims also will be regulated by FDA. 

7 Procedures described in Paragraph 4 only apply to liquid chemical germicide products that 
do not contain any sterilant claims. If a liquid chemical gennicide product contains both 
sterilant and general purpose disinfectant claims, registration will proceed according to the 
procedures described in Paragraph 3. If the registrant of a general purpose disinfectant product 
registered by EPA subsequently applies for registration of a sterilant claim, registration of that 
product must proceed under procedures described in Paragraph 3 and the existing EPA 
registration will become void upon FDA's clearance of the product. 
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or semicritical devices. Examples of noncritical devices are 
wheel chairs, medical beds, stands, certain operating room 
surfaces, medical lamps, dental units, and stethoscopes. 

3. FDA marketing clearance through the section SlO(k) process or 
approval through the premarket approval process of sterilants 
will satisfy certain requirements for registration under FIFRA 
Section 3. Upon submission to EPA by the applicant of an order 
issued by FDA granting marketing clearance or approval for a 
liquid chemical germicide that is a sterilant, EPA will 
consider the efficacy data requirements for registration to be 
satisfied, and will promptly determine whether the other 
requirements for registration are satisfied. 

4. EPA registration of liquid chemical germicides that are used 
as disinfectants for devices, except sterilants, will satisfy 
the criteria necessary to establish substantial equivalence as 
defined in 21 U.S.C. §360c(i) (1) (A). For this category of 
liquid chemical germicides, submission by the manufacturer to 
FDA of a copy of the EPA correspondence granting registration 
will satisfy FDA's requirement for a premarket notification 
under 21 U.S.C. §360 (k). Upon receipt of this information from 
the manufacturer of a liquid chemical germicide in this 
category, FDA will issue an order finding the product 
substantially equivalent to a predicate device that does not 
require premarket approval. This order will allow the device 
to be legally marketed without an approved FDA prernarket 
approval application. 

5. As part of the EPA registration process, EPA will require 
registrants of liquid chemical germicides, other than 
sterilants that have received FDA premarketing clearance or 
approval, to put the following statement on their product 
labels: 

"This product is not to be used on any surface or 
instrument that (1) is introduced directly into the human 
body, either into or in contact with the bloodstream or 
normally sterile areas of the body, or (2) contacts 
intact mucous membranes but which does not ordinarily 
penetrate the blood barrier or otherwise enter normally 
sterile areas of the body.n 

B. Compliance Responsibilities 

1. FDA will be responsible for all sampling and all efficacy 
testing of liquid chemical sterilants intended for use on 
critical and sernicritical devices and for instituting 
appropriate enforcement and/or regulatory action against any 
products that do not comply with the FD&C Act. 

Upon request, EPA will provide FDA with copies of the latest 
accepted labeling and the name and location of the production 
site for each product FDA intends to sample. 

72 



To the extent allowed under 21 U.S.C. § 331j, 21 U.S.C. 
§360(j) (c), 42 U.S.C. §263g(d), 42 U.S.C. 263i(e), and 21 
C.F.R. Part 20, FDA will share all safety and efficacy test 
results, labeling changes, and upon EPA request, any other 
information obtained during FDA enforcement/regulatory actions 
relating to liquid chemical sterilants. EPA may use this 
information to determine whether the registrant has complied 
with FIFRA. On the basis of this information, EPA may 
determine that further regulatory action under FIFRA, 
including cancellation of the product's registration, is 
warranted. 

2. EPA will be responsible for the sampling and efficacy testing 
of all general purpose chemical germicides that are intended 
for use on devices other than critical and semicritical 
devices, and for instituting appropriate enforcement and/or 
regulatory action against any such chemical gennicide that 
does not comply with FIFRA. EPA will refer labels and other 
evidence concerning inefficacious liquid chemical gennicides 
intended for use on medical devices other than critical or 
semicritical to FDA for complementary action under the FD&C 
Act. 

3. Each agency will provide assistance upon request to support 
compliance activities and litigation by the other Agency in 
cases involving liquid chemical gennicides that are intended 
for use on devices. Assistance will be requested in accordance 
with applicable procedures, statutory and regulatory 
requirements including compliance with regulations of 21 CFR 
Part 20, through the liaison officers listed below. Assistance 
may include provision of sampling, inspection and audit data, 
expert witnesses, certified statements, and affidavits. 

Each Agency may consult with the other at any time to 
determine if the initiation of regulatory and/or enforcement 
action against a liquid chemical germicide in lieu of or 
concurrently with the other agency's action is appropriate. 

This Memorandum of Understanding has no effect on any pending 
investigations or enforcement or regulatory actions undertaken 
by EPA pursuant to FIFRA or by FDA pursuant to the FD&C Act. 

C. Coordination of Activities 

To ensure the continued coordinated regulatory, compliance, and 
enforcement activities for liquid chemical germicides intended for 
use on devices, an EPA/FDA interagency committee is established. 
The Directors of the EPA's Registration Division and the Compliance 
Division, Office of Prevention, Pesticides, and Toxic Substances, 
and of FDA's Center for Devices and Radiological Health, Office of 
Compliance and Surveillance, will serve as joint chairpersons who 
will designate their respective agency members of the committee. 
The committee will meet at a minimum of twice each fiscal year. 
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V. FUTURE RULEMAKINGS TO ELIMINATE DUPLICATIVE AGENCY REVIEW 

EPA will initiate a rulemaking proceeding under section 25(b) of 
FIFRA to exempt liquid chemical sterilant products from regulation 
under FIFRA. EPA believes that the efficacy data requirements and 
product performance standards for liquid chemical sterilants are 
fulfilled by FDA's section 510{k) requirements or prernarket 
approval requirements. When such exemption becomes effective, FDA 
and EPA will cease to follow procedures described in Paragraph IV, 
A.3. and these products will be subject solely to the regulatory 
and enforcement requirements and procedures of FDA, and EPA will no 
longer register such products. To the extent EPA receives 
information regarding such products, it will share such information 
with FDA. 

FDA will initiate a rulemaking proceeding to classify liquid 
chemical germicides used on devices under section 513 of the FD&C 
Act. FDA believes that EPA's requirements under FIFRA for liquid 
chemical germicides that are intended for use on medical devices 
that are not critical or semicritical devices parallel the FD&C 
Act's requirements under section SlO(k) of the Act. Accordingly, 
FDA will recommend to its classification advisory panel that liquid 
chemical germicides intended for use on devices that are not 
critical or semicritical devices be exempted from premarket 
notification requirements under section 510(k) of the FD&C Act. 
When any such exemption becomes effective, FDA and EPA will cease 
to follow the procedures in paragraph IV. A. 4. To the extent FDA 
obtains any information regarding such products, it will share the 
information with EPA. 

VI. NAME AND ADDRESS OF PARTICIPATING PARTIES 

A. Food and Drug Administration 
5600 Fishers Lane 
Rockville, MD 20857 

B. Environmental Protection Agency 
401 M Street, s.w. 
Washington, D.C. 20460 

VII. LIAISON OFFICERS 

A. For the Food and Drug Administration 

Sterilization and Toxicology Project Officer 
(currently: Dr. Virginia Chamberlain) 
Office of Compliance and Surveillance 
Center for Devices and Radiological Health 
1390 Piccard Drive 
Rockville, MD 20850 
Telephone: (301) 427-1131 
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For the Environmental Protection Agency: 

Antimicrobial Program Branch Chief 
{currently: Juanita Wills} 
Registration Division 
Antimicrobial Program Branch (H7505C) 
401 M Street, S.W. 
Washington, DC 20460 
Telephone: (703) 305-6661 

VIII. PERIOD OF AGREEMENT 

This agreement becomes effective upon acceptance by both parties. 
It may be modified by mutual written consent or terminated by 
either party upon a thirty {30) day advance written notice to the 
other party. The parties agree to evaluate the agreement every 
three (3) years, at which time either party would have the option 
of renewing, modifying, or canceling the agreement. 

APPROVED NlO ACCEPTED FOR 'l"Ht 
ENVIRONHEN'rA!. PnOTECTIOll AGENcr 

Date June 4, 1993 
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Date Jw.e u, 1993 





APPENDIXF 

Generic Data Call-In 

77 





DATA CALL-IN NOTICE 

CERTIFIED MAIL 

Dear Sir or Madam: 

This Notice requires you and other registrants of pesticide products containing the active 
ingredient(s) identified in Attachment A of this Notice, the Data Call-In Chemical Status Sheet, 
to submit certain data as noted herein to the U.S. Enviromnental Protection Agency (EPA, the 
Agency). These data are necessary to maintain the continued registration of your product(s) 
containing this active ingredient(s). Within 90 days after you receive this Notice you must 
respond as set forth in Section III below. Your response must state: 

I. how you will comply with the requirements set forth in this Notice and its Attachments 
A through D; or, 

2. why you believe you are exempt from the requirements listed in this Notice and in 
Attachment C, Reauirements Status and Registrant's Response Form, (see section ill-B); 
or, 

3. why you believe EPA should not require your submission of data in the manner specified 
by this Notice (see section III-D). 

If you do not respond to this Notice, or if you do not satisfy EPA that you will comply 
with its requirements or should be exempt or excused from doing so, then the registration of 
your product(s) subject to this Notice will he subject to suspension. We have provided a list of 
all of your products subject to this Notice in Attachment B, Data Call-In Resoonse Form, as well 
as a list of all registrants who were sent this Notice (Attachment D). 

The authority for this Notice is section 3(c)(2)(B) of the Federal Insecticide, Fungicide 
and Rodenticide Act as amended (FIFRA), 7 U.S.C. section 136a(c)(2)(B). Collection of this 
information is authorized under the Paperwork Reduction Act by OMB Approval No. 2070-0107 
(expiration date 12-31-92). 
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Tiris Notice is divided into six sections and five Attachments. The Notice itself contains 
information and instructions applicable to all Data Call-In Notices. The Attachments contain 
specific chemical information and instructions. The six sections of the Notice are: 

Section I -
Section II -
Section ill­
Section IV 
Section V 

Section VI 

Why You Are Receiving This Notice 
Data Required By This Notice 
Compliance With Requirements Of This Notice 
Consequences Of Failure To Comply With This Notice 
Registrants' Obligation To Report Possible Unreasonable Adverse 
Effects 
Inquiries Aod Responses To This Notice 

The Attachments to this Notice are: 

Attachment A -
Attachment B -
Attachment C -
Attachment D -

Data Call-In Chemical Status Sheet 
Data Call-In Response Form 
Requirements Status Aod Registrant's Response Form 
List Of All Registrants Sent This Data Call-In Notice 

SECTION I. WHY YOU ARE RECEIVING TinS NOTICE 

The Agency has reviewed existing data for this active ingredient(s) and reevaluated the 
data needed to support continued registration of the subject active ingredient(s). This 
reevaluation identified additional data necessary to assess the health and safety of the continued 
use of products containing this active ingredient(s). You have been sent this Notice because you 
have product(s) containing the subject active ingredient(s). 

SECTION II. DATA REQUIRED BY TinS NOTICE 

A. DATA REQUIRED 

The data required by this Notice are specified in Attachment C, Requirements 
Status and Registrant's Re~nse Form. Depending on the results of the studies required 
in this Notice, additional testing may be required. 

B. SCHEDULE FOR SUBMISSION OF DATA 

You are required to submit the data or otherwise satisfy the data requirements 
specified in Attachment C, Requirements Status and Registrant's Resoonse Form, within 
the time frames provided. 
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C. TESTING PROTOCOL 

All studies required under this Notice must be conducted in accordance with test 
standards outlined in the Pesticide Assessment Guidelines for those studies for which 
guidelines have been established. 

These EPA Guidelines are available from the National Technical Information 
Service (NTIS), Attn: Order Desk, 5285 Port Royal Road, Springfield, Va 22161 (tel: 
703-487 -4650). 

Protocols approved by the Organization for Economic Cooperation and 
Development (OECD) are also acceptable if the OECD-recommended test standards 
conform to those specified in the Pesticide Data Requirements regulation ( 40 CFR § 
158. 70). When using the OECD protocols, they should be modified as appropriate so 
that the data generated by the study will satisfy the requirements of 40 CFR § 158. 
Normally, the Agency will not extend deadlines for complying with data requirements 
when the studies were not conducted in accordance with acceptable standards. The 
OECD protocols are available from OECD, 1750 Pennsylvania Avenue N.W., 
Washington, D.C. 20006. 

All new studies and proposed protocols submitted in response to this Data Call-In 
Notice must be in accordance with Good Laboratory Practices [40 CFR Part 160.3(a)(6)]. 

D. REGISTRANTS RECEIVING PREVIOUS SECTION 3(cl<2l<Bl NOTICES 
ISSUED BY TilE AGENCY 

Unless otherwise noted herein, this Data Call-In does not in any way supersede 
or change the requirements of any previous Data Call-In(s), or any other agreements 
entered into with the Agency pertaining to such prior Notice. Registrants must comply 
with the requirements of all Notices to avoid issuance of a Notice of Intent to Suspend 
their affected products. 

SECTION ill. COMPUANCE WfiH REQUIREMENTS OF TillS NOTICE 

A. SCHEDULE FOR RESPONDING TO TilE AGENCY 

The appropriate responses initially required by this Notice must be submitted to 
the Agency within 90 days after your receipt of this Notice. Failure to adequately 
respond to this Notice within 90 days of your receipt will be a basis for issuing a Notice 
of Intent tu Suspend (NOIS) affecting your products. This and other bases for issuance 
ofNOIS due to failure to comply with this Notice are presented in Section IV-A and IV­
B. 

81 



B. OPTIONS FOR RESPONDING TO 1HE AGENCY 

The options for responding to this Notice are: I) voluntary cancellation, 2) delete 
use(s), (3) claim generic data exemption, (4) agree to satisfy the data requirements 
imposed by this Notice or (5) request a data waiver(s). 

A discussion of how to respond if you chose the Voluntary Cancellation option, 
the Delete Use(s) option or the Generic Data Exemption option is presented below. A 
discussion of the various options available for satisfying the data requirements of this 
Notice is contained in Section ill-C. A discussion of options relating to requests for data 
waivers is contained in Section ill-D. 

There are two forms that accompany this Notice of which, depending upon your 
response, one or both must be used in your response to the Agency. These forms are 
the Data-Call-In Response Form (Attachment B) and the ReQuirements Status and 
Registrant's Resoonse Form (Attachment C). The Data Call-In Response Form must be 
submitted as part of every response to this Notice. Please note that the company's 
authorized representative is required to sign the first page of the Data Call-In Response 
Form and Requirements Status and Registrant's Response Form (if this form is required) 
and initial any subsequent pages. The fonns contain separate detailed instructions on the 
response options. Do not alter the printed material. If you have questions or need 
assistance in preparing your response, call or write the contact person identified in 
Attachment A. 

I. Voluntary Cancellation - You may avoid the requirements of this Notice 
by requesting voluntary cancellation of your product(s) containing the active 
ingredient(s) that is the subject of this Notice. If you wish to voluntarily cancel 
your product, you must submit a completed Data Call-In Response Form, 
indicating your election of this option. Voluntary cancellation is item number 5 
on the Data Call-In Response Form. If you choose this option, this is the only 
form that you are required to complete. 

If you choose to voluntarily cancel your product, further sale and 
distribution of your product after the effective date of cancellation must be in 
accordance with the Existing Stocks provisions of this Notice which are contained 
in Section IV-C. 

2. Use Deletion - You may avoid the requirements of this Notice by 
eliminating the uses of your product to which the requirements apply. If you 
wish to amend your registration to delete uses, you must submit the Roouirements 
Status and Registrant's Resoonse Form, a completed application for amendment, 
a copy of your proposed amended labeling, and all other information required for 
processing the application. Use deletion is option number 7 on the Requirements 
Status and Registrant's Response Form. You must also complete a Data Call-In 
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Resoonse Form by signing the certification, item number 8. Application forms for 
amending registrations may be obtained from the Registration Support and 
Emergency Response Branch, Registration Division, (703) 308-8358. 

If you choose to delete the use(s) subject to this Notice or uses subject to 
specific data requirements, further sale, distribution, or use of your product after 
one year from the due date of your 90 day response, must bear an amended label. 

3. Generic Data Exemption - Under section 3(c)(2)(D) of FIFRA, an 
applicant for registration of a product is exempt from the requirement to submit 
or cite generic data concerning an active ingredient(s) if the active ingredient(s) 
in the product is derived exclusively from purchased, registered pesticide products 
containing the active ingredient(s). EPA has concluded, as an exercise of its 
discretion, that it normally will not suspend the registration of a product which 
would qualify and continue to qualify for the generic data exemption in section 
3(c)(2)(D) of FIFRA. To qualify, all of the following requirements must be met: 

a. The active ingredient(s) in your registered product must be present 
solely because of incorporation of another registered product which 
contains the subject active ingredient(s) and is purchased from a source 
not connected with you; and, 

b. every registrant who is the ultimate source of the active 
ingredient(s) in your product subject to this DCI must be in compliance 
with the requirements of this Notice and must remain in compliance; and 

c. you must have provided to EPA an accurate and current 
"Confidential Statement of Formula" for each of your products to which 
this Notice applies. 

To apply for the Generic Data Exemption you must submit a completed 
Data Call-In Response Form, Attachment B and all supporting documentation. 
The Generic Data Exemption is item number 6a on the Data CaB-In Response 
Form. If you claim a generic data exemption you are not required to complete 
the Requirements Status and Registrant's Response Form. Generic Data 
Exemption cannot be selected as an option for product specific data. 

If you are granted a Generic Data Exemption, you rely on the efforts of 
other persons to provide the Agency with the requited data. If the registrant(s) 
who have committed to generate and submit the required data fail to take 
appropriate steps to meet the requirements or are no longer in compliance with 
this Data Call-In Notice, the Agency will consider that both they and you are not 
in compliance and will normally initiate proceedings to suspend the registrations 
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of both your and their product(s), unless you commit to submit and do submit tbe 
required data within the specified time. In such cases the Agency generally will 
not grant a time extension for submitting tbe data. 

4. Satisfying the Data Requirements of this Notice - There are various 
options available to satisfy tbe data requirements of this Notice. These options 
are discussed in Section ill-C of this Notice and comprise options 1 through 6 on 
the Requirements Status and Registrant's Response Form and option 6b and 7 on 
the Data Call-In Response Form. If you choose option 6b or 7, you must submit 
both forms as well as any otber information/ data pertaining to the option chosen 
to address the data requirement. 

5. Request for Data Waivers. Data waivers are discussed in Section lli~D 
of this Notice and are covered by options 8 and 9 on tbe Requirements Status and 
Registrant's Response Form. If you choose one of tbese options, you must 
submit botb forms as well as any otber information/ data pertaining to tbe option 
chosen to address the data requirement. 

C. SATISFYING TilE DATA REQUIREMENTS OF THIS NOTICE 

If you acknowledge on tbe Data Call-In Response Form that you agree to satisfy 
the data requirements (i.e. you select option 6b and/or 7), then you must select one of 
the six options on the Requirements Status and Registrant's Response Form related to 
data production for each data requirement. Your option selection should be entered 
under item number 9, "Registrant Response." The six options related to data production 
are tbe first six options discussed under item 9 in the instructions for completing tbe 
Requirements Status and Registrant's Response Form. These six options are listed 
immediately below with information in parentheses to guide registrants to additional 
instructions provided in this Section. The options are: 

1. I will generate and submit data witbin tbe specified time frame 
(Developing Data), 

2. I have entered into an agreement with one or more registrants to develop 
data jointly (Cost Sharing), 

3. I have made offers to cost-share (Offers to Cost Share), 

4. I am submitting an existing study that has not been submitted previously 
to tbe Agency by anyone (Submitting an Existing Study), 

5. I am submitting or citing data to upgrade a study classified by EPA as 
partially acceptable and upgradeable (Upgrading a Study), 
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6. I am citing an existing study that EPA has classilled as acceptable or an 
existing study that has been submitted but not reviewed by the Agency 
(Citing an Existing Study). 

Ootion 1 Developing Data --

If you choose to develop the required data it must be in conformance with 
Agency deadlines and with other Agency requirements as referenced herein and 
in the attachments. All data generated and submitted must comply with the Good 
Laboratory Practice (GLP) rule (40 CFR Part 160), be conducted according to the 
Pesticide Assessment Guidelines (PAG), and be in conformance with the 
requirements of PR Notice 86-5. In addition, certain studies require Agency 
approval of test protocols in advance of study initiation. Those studies for which 
a protocol must be submitted have been identified in the Requirements Status and 
Registrant's Rewonse Form and/or footnotes to the form. If you wish to use a 
protocol which differs from the options discussed in Section II-C of this Notice, 
you must submit a detailed description of the proposed protocol and your reason 
for wishing to use it. The Agency may choose to reject a protocol not specified 
in Section II-C. If the Agency rejects your protocol you will be notified in 
writing, however, you should be aware that rejection of a proposed protocol will 
not be a basis for extending the deadline for submission of data. 

A progress report must be submitted for each study within 90 days from 
the date you are required to commit to generate or undertake some other means 
to address that study requirement, such as making an offer to cost -share or 
agreeing to share in the cost of developing that study. A 90-day progress report 
must be submitted for all studies. This 90-day progress report must include the 
date the study was or will be initiated and, for studies to be started within 12 
months of commitment, the name and address of the laboratory(ies) or individuals 
who are or will be conducting the study. 

In addition, if the time frame for submission of a fmal report is more than 
I year, interim reports must be submitted at 12 month intervals from the date you 
are required to commit to generate or otherwise address the requirement for the 
study. In addition to the other information specified in the preceding paragraph, 
at a minimum, a brief description of current activity on and the status of the study 
must be included as well as a full description of any problems encountered since 
the last progress report. 

The time frames in the Reauirements Status and Registrant's Resoonse 
Form are the time frames that the Agency is allowing for the submission of 
completed study reports or protocols. The noted deadlines run from the date of 
the receipt of this Notice by the registrant. If the data are not submitted by the 
deadline, each registrant is subject to receipt of a Notice of Intent to Suspend the 
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affected registration(s). 

If you cannot submit the data/reports to the Agency in the time required 
by this Notice and intend to seek additional time to meet the requirement(s). you 
must submit a request to the Agency which includes: (I) a detailed description 
of the expected difficulty and (2) a proposed schedule including alternative dates 
for meeting such requirements on a step-by-step basis. You must explain any 
technical or laboratory difficulties and provide documentation from the laboratory 
performing the testing. While EPA is considering your request, the original 
deadline remains. The Agency will respond to your request in writing. If EPA 
does not grant your request, the original deadline remains. Normally, extensions 
can be requested only in cases of extraordinary testing problems beyond the 
expectation or control of the registrant. Extensions will not be given in 
submitting the 90-day responses. Extensions will not be considered if the request 
for extension is not made in a timely fashion; in no event shall an extension 
request be considered if it is submitted at or after the lapse of the subject 
deadline. 

Potion 2. Agreement to Share in Cost to Develop Data 

If you choose to enter into an agreement to share in the cost of producing 
the required data but will not be submitting the data yourself, you must provide 
the name of the registtant who will be submitting the data. You must also 
provide EPA with documentary evidence that an agreement has been formed. 
Such evidence may be your letter offering to join in an agreement and the other 
registtant's acceptance of your offer, or a written statement by the parties that an 
agreement exists. The agreement to produce the data need not specify all of the 
terms of the fmal arrangement between the parties or the mechanism to resolve 
the terms. Section 3(c)(2)(B) provides that if the parties cannot resolve the terms 
of the agreement they may resolve their differences through binding arbitration. 

Potion 3 Offer to Share in the Cost of Data Development --

If you have made an offer to pay in an attempt to enter into an agreement 
or amend an existing agreement to meet the requirements of this Notice and have 
been unsuccessful, you may request EPA (by selecting this option) to exercise its 
discretion not to suspend your registration(s), although you do not comply with 
the data submission requirements of this Notice. EPA has determined that as a 
general policy, absent other relevant considerations, it will not suspend the 
registration of a product of a registtant who has in good faith sought and 
continues to seek to enter into a joint data development/cost sharing program, but 
the other registrant(s) developing the data has refused to accept your offer. To 
qualify for this option, you must submit documentation to the Agency proving 
that you have made an offer to another registtant (who has an obligation to submit 
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data) to share in the burden of developing that data. You must also submit to the 
Agency a completed EPA Form 8570-32, Certification of Offer to Cost Share in 
the Development of Data, Attachment E. In addition, you must demonstrate that 
the other registrant to whom the offer was made has not accepted your offer to 
enter into a cost sharing agreement by including a copy of your offer and proof 
of the other registrant's receipt of that offer (such as a certified mail receipt). 
Your offer must, in addition to anything else, offer to share in the burden of 
producing the data upon terms to be agreed or failing agreement to be bound by 
binding arbitration as provided by FIFRA section 3(c)(2)(B)(iii) and must not 
qualify this offer. The other registrant must also inform EPA of its election of 
an option to develop and submit the data required by this Notice by submitting 
a Data Call-In Re.wpnse Form and a ReQuirements Status and Re&istrant's 
Resoonse Form committing to develop and submit the data required by this 
Notice. 

In order for you to avoid suspension under this option, you may not 
withdraw your offer to share in the burdens of developing the data. In addition, 
the other registrant must fulfill its commitment to develop and submit the data as 
required by this Notice. If the other registrant fails to develop the data or for 
some other reason is subject to suspension, your registration as well as that of the 
other registrant will normally be subject to initiation of suspension proceedings, 
unless you commit to submit, and do submit the required data in the specified 
time frame_ In such cases, the Agency generally will not grant a time extension 
for submitting the data. 

Ontion 4. Submitting an Existing Study --

If you choose to submit an existing study in response to this Notice, you 
must determine that the study satisfies the requirements imposed by this Notice. 
You may only submit a study that has not been previously submitted to the 
Agency or previously cited by anyone. Existing studies are studies which predate 
issuance of this Notice. Do not use this option if you are submitting data to 
upgrade a study. (See Option 5). 

You should be aware that if the Agency determines that the study is not 
acceptable, the Agency will require you to comply with this Notice, normally 
without an extension of the required date of submission. The Agency may 
determine at any time that a study is not valid and needs to be repeated. 

To meet the requirements of the DCI Notice for submitting an existing 
study, all of the following three criteria must be clearly met: 
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a. You must certify at the time that the existing study is submitted 
that the raw data and specimens from the study are available for audit and 
review and you must identify where they are available. This must be 
done in accordance with the requirements of the Good Laboratory Practice 
(GLP) regulation, 40 CFR Part 160. As stated in 40 CFR 160.3(7) "raw 
daJa means any laboratory worksheets, records, memoranda, notes, or 
exact copies thereof, that are the result of original observations and 
activities of a study and are necessary for the reconstruction and 
evaluation of the report of that study. In the event that exact transcripts 
of raw data have been prepared (e.g., tapes which have been transcribed 
verbatim, dated, and verified accurate by signature), the exact copy or 
exact transcript may be substituted for the original source as raw data. 
Raw data may include photographs, microfthn or microfiche copies, 
computer printouts, magnetic media, including dictated observations, and 
recorded data from automated instruments." The tenn "specimens", 
according to 40 CFR 160.3(7), meaos "any material derived from a test 
system for examination or analysis." 

b. Health and safety studies completed after May 1984 must also 
contain all GLP-required quality assurance and quality control 
information, pursuant to the requirements of 40 CFR Part 160. 
Registrants must also certify at the time of submitting the existing study 
that such GLP information is available for post-May 1984 studies by 
including an appropriate statement on or attached to the study sigued by 
an authorized official or representative of the registrant. 

c. You must certify that each study fulfills the acceptance criteria for 
the Guideline relevant to the study provided in the FIFRA Accelerated 
Reregistration Phase 3 Technical Guidance and that the study has been 
conducted according to the Pesticide Assessment Guidelines (PAG) or 
meets the purpose of the PAG (both available from NTIS). A study not 
conducted according to the PAG may be submitted to the Agency for 
consideration if the registrant believes that the study clearly meets the 
purpose of the PAG. The registrant is referred to 40 CFR !58. 70 which 
states the Agency's policy regarding acceptable protocols. If you wish to 
submit the study, you must, in addition to certifying that the purposes of 
the PAG are met by the study, clearly articulate the rationale why you 
believe the study meets the purpose of the PAG, including copies of any 
supporting information or data. It has been the Agency's experience that 
studies completed prior to January 1970 rarely satisfied the purpose of the 
PAG and that necessary raw data are usually not available for such 
studies. 
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If you submit an existing study, you must certify that the study 
meets all requirements of the criteria outlined above. 

If EPA has previously reviewed a protocol for a study you are 
submitting, you must identify any action taken by the Agency on the 
protocol and must indicate, as part of your certification, the manner in 
which all Agency comments, concerns, or issues were addressed in the 
fmal protocol and study. 

If you know of a study pertaining to any requirement in this Notice 
which does not meet the criteria outlined above but does contain factual 
infonnation regarding unreasonable adverse effects, you must notify the 
Agency of such a study. If such a study is in the Agency's ftles, you 
need only cite it along with the notification. If not in the Agency's ftles, 
you must submit a summary and copies as required by PR Notice 86-5. 

Qption 5 Upgrading a Study --

If a study has been classified as partially acceptable and upgradeable, you 
may submit data to upgrade that study. The Agency will review the data 
submitted and detennine if the requirement is satisfied. If the Agency decides the 
requirement is not satisfied, you may still be required to submit new data 
nonnally without any time extension. Deficient, but upgradeable studies will 
nonnally be classified as supplemental. However, it is important to note that not 
all studies classified as supplemental are upgradeable. If you have questions 
regarding the classification of a study or whether a study may be upgraded, call 
or write the contact person listed in Attachment A. If you submit data to upgrade 
an existing study you must satisfy or supply infonnation to correct all deficiencies 
in the study identified by EPA. You must provide a clearly articulated rationale 
of how the deficiencies have been remedied or corrected and why the study 
should be rated as acceptable to EPA. Your submission must also specify the 
MRID number(s) of the study which you are attempting to upgrade and must be 
in confonnance with PR Notice 86-5. 

Do not submit additional data for the puipOse of upgrading a study 
classified as unacceptable and determined by the Agency as not capable of being 
upgraded. 

This option should also be used to cite data tbat has been previously 
submitted to upgrade a study, but has not yet been reviewed by the Agency. You 
must provide the MRID number of the data submission as well as the 'MRID 
number of the study being upgraded. 
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The criteria for submitting an existing study, as specified in Option 4 
above, apply to all data submissions intended to upgrade studies. Additionally 
your submission of data intended to upgrade studies must be accompanied by a 
certification that you comply with each of those criteria as well as a certification 
regarding protocol compliance with Agency requirements. 

Option 6. Citing Existing Studies --

If you choose to cite a study that has been previously submitted to EPA, 
that study must have been previously classified by EPA as acceptable or it must 
be a study which has not yet been reviewed by the Agency. Acceptable 
toxicology studies generally will have been classified as "core-guideline" or "core 
minimum." For ecological effects studies, the classification generally would be 
a rating of "core." For all other disciplines the classification would be 
"acceptable." With respect to any studies for which you wish to select this option 
you must provide the MRID number of the study you are citing and, if the study 
has been reviewed by the Agency, you must provide the Agency's classification 
of the study. 

If you are citing a study of which you are not the original data submitter, 
you must submit a completed copy of EPA Form 8570-31, Certification with 
Respect to Data Compensation Requirements. 

D. REQUESTS FOR DATA WAIVERS 

There are two types of data waiver responses to this Notice. The first is a request 
for a low volume/minor use waiver and the second is a waiver request based on your 
belief that the data requirement(s) are inapplicable and do not apply to your product. 

I. Low Volume/Minor Use Waiver -- Option 8 on the ReQuirements Status 
and Re&istrant's Response Form. Section 3(c)(2)(A) of FIFRA requires EPA to 
consider the appropriateness of requiring data for low volume, minor use 
pesticides. In implementing this provision EPA considers as low volume 
pesticides only those active ingredient(s) whose total production volume for all 
pesticide registrants is small. In determining whether to grant a low volume, 
minor use waiver the Agency will consider the extent, pattern and volume of use, 
the economic incentive to conduct the testing, the importance of the pesticide, and 
the exposure and risk from use of the pesticide. If an active ingredient(s) is used 
for both high volume and low volume uses, a low volume exemption will not be 
approved. Hall uses of an active ingredient(s) are low volume and the combined 
volumes for all uses are also low, then an exemption may be granted, depending 
on review of other information outlined below. An exemption will not be granted 
if any registrant of the active ingredient(s) elects to conduct the testing. Any 
registrant receiving a low volume minor use waiver must remain within the sales 
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figures in their forecast supporting the waiver request in order to remain qualified 
for such waiver. If granted a waiver, a registrant will be required, as a condition 
of the waiver, to submit annual sales reports. The Agency will respond to 
requests for waivers in writing. 

To apply for a low volume, minor use waiver, you must submit the 
following information, as applicable to your product(s), as part of your 90-day 
response to this Notice: 

a. Total company sales (pounds and dollars) of all registered 
product(s) containing the active ingredient(s). If applicable to the active 
ingredient(s), include foreign sales for those products that are not 
registered in this country but are applied to sugar (cane or beet), ccffee, 
bananas, cocoa, and other such crops. Present the above information by 
year for each of the past five years. 

b. Provide an estimate of the sales (pounds and dollars) of the active 
ingredient(s) for each major use site. Present the above information by 
year for each of the past five years. 

c. Total direct production ccst of product(s) ccntaining the active 
ingredient(s) by year for the past five years. Include information on raw 
material cost, direct labor cost, advertising, sales and marketing, and any 
other significant costs listed separately. 

d. Total indirect production cost (e.g. plant overhead, amortized plant 
and equipment) charged to product(s) ccntaining the active ingredient(s) 
by year for the past five years. Exclude all non-recurring costs that were 
directly related to the active ingredient(s), such as costs of initial 
registration and any data development. 

e. A list of each data requirement for which you seek a waiver. 
Indicate the type of waiver sought and the estimated ccst to you (listed 
separately for each data requirement and associated test) of conducting 
the testing needed to fulfill each of these data requirements. 

f. A list of each data requirement for which you are not seeking any 
waiver and the estimated cost to you (listed separately for each data 
requirement and associated test) of conducting the testing needed to fulfill 
each of these data requirements. 

g. For each of the next ten years, a year-by-year forecast of company 
sales (pounds and dollars) of the active ingredient(s), direct production 
costs of product(s) containing the active ingredient(s) (following the 
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parameters in item c above), indirect production costs of product(s) 
containing the active ingredient(s) (following the parameters in item d 
above), and costs of data development pertaining to the active 
ingredient(s). 

h. A description of the importance and unique benefits of the active 
ingredient(s) to users. Discuss the use patterns and the effectiveness of 
the active ingredient(s) relative to registered alternative chemicals and 
non-chemical control strategies. Focus on benefits unique to the active 
ingredient(s), providing information that is as quantitative as possible. If 
you do not have quantitative data upon which to base your estimates, then 
present the reasoning used to derive your estimates. To assist the Agency 
in determining the degree of importance of the active ingredient(s) in 
terms of its benefits, you should provide information on any of the 
following factors, as applicable to your product(s): 

(I) documentation of the usefulness of the active ingredient(s) 
in Integrated Pest Management, (b) description of the beneficial impacts 
on the environment of use of the active ingredient(s), as opposed to its 
registered alternatives, (c) information on the breakdown of the active 
ingredient(s) after use and on its persistence in the environment, and (d) 
description of its usefulness against a pest(s) of public health significance. 

Failure to submit sufficient information for the Agency to make a determination 
regarding a request for a low volume minor use waiver will result in denial of the request 
for a waiver. 

2. Request for Waiver of Data --Option 9 on the Requirements Status and 
Registrant's Response Form. This option may be used if you believe that a 
particular data requirement should not apply because the corresponding use is no 
longer registered or the requirement is inappropriate. You must submit a 
rationale explaining why you believe the data requirements should not apply. 
You must also submit the current label(s) of your product(s) and, if a current 
copy of your Confidential Statement of Formula is not already on ftle you must 
submit a current copy. 

You will be informed of the Agency's decision in writing. If the Agency 
deterntines that the data requirements of this Notice do not apply to your 
product(s), you will not be required to supply the data pursuant to section 
3(c)(2)(B). If EPA determines that the data are reouired for your product(s). you 
must choose a method of meeting the requirements of this Notice within the time 
frame provided by this Notice. Within 30 days of your receipt of the Agency's 
written decision, you must submit a revised Requirements Status and Registrant's 
Response Form indicating the option chosen. 
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IV. CONSEQUENCES OF FAILURE TO COMPLY WITH TinS NOTICE 

A. NOTICE OF INTENT TO Sl!SPENP 

The Agency may issue a Notice of Intent to Suspend products subject to this 
Notice due to failure by a registrant to comply with the requirements of this Data Call-In 
Notice, pursuant to FIFRA section 3(c)(2)(B). Events which may be the basis for 
issuance of a Notice of Intent to Suspend include, but are not limited to, the following: 

I. Failure to respond as required by this Notice within 90 days of your 
receipt of this Notice. 

2. Failure to submit on the required schedule an acceptable proposed or fmal 
protocol when such is required to be submitted to the Agency for review. 

3. Failure to submit on the required schedule an adequate progress report on 
a study as required by this Notice. 

4. Failure to submit on the required schedule acceptable data as required by 
this Notice. 

5. Failure to take a required action or submit adequate information pertaining 
to any option chosen to addtess the data requirements (e.g., any required 
action or infonnation pertaining to submission or citation of existing 
studies or offers, arrangements, or arbitration on the sharing of costs or 
the formation of Task Forces, failure to comply with the terms of an 
agreement or arbitration concerning joint data development or failure to 
comply with any terms of a data waiver). 

6. Failure to subntit supportable certifications as to the conditions of 
submitted studies, as required by Section III-C of this Notice. 

7. Withdrawal of an offer to share in the cost of developing required data. 

8. Failure of the registrant to whom you have tendered an offer to share in 
the cost of developing data and provided proof of the registrant's receipt 
of such offer, or failure of a registrant on whom you rely for a generic 
data exemption either to: 

a. inform EPA of intent to develop and submit the data required by 
this Notice on a Data Call-In Resoonse Form and a Reouirements Status 
and Registrant's Resoonse Fonn; or, 
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b. fulf"ill the commitment to develop and submit the data as required 
by this Notice; or, 

c. otherwise take appropriate steps to meet the requirements stated in 
this Notice, unless you commit to submit and do submit the required data 
in the specified time frame. 

9. Failure to take any required or appropriate steps, not mentioned above, at 
any time following the issuance of this Notice. 

B. BASIS FOR DETERMINATION TIIAT SUBMITTED STUDY IS 
UNACCEPTABLE 

The Agency may determine that a study (even if submitted within the required 
time) is unacceptable and constitutes a basis for issuance of a Notice of Intent to 
Suspend. The grounds for suspension include, but are not limited to, failure to meet any 
of the following: 

1. EPA requirements specified in the Data Call-In Notice or other documents 
incorporated by reference (including, as applicable, EPA Pesticide Assessment 
Guidelines, Data Reporting Guidelines, and GeneTox Health Effects Test 
Guidelines) regarding the design, conduct, and reporting of required studies. 
Such requirements include, but are not limited to, those relating to test material, 
test procedures, selection of species, number of animals, sex and distribution of 
animals, dose and effect levels to be tested or attained, duration of test, and, as 
applicable, Good Laboratory Practices. 

2. EPA requirements regarding the submission of protocols, including the 
incorporation of any changes required by the Agency following review. 

3. EPA requirements regarding the reporting of data, including the marmer 
of reporting, the completeness of results, and the adequacy of any required 
supporting (or raw) data, including, but not limited to, requirements referenced 
or included in this Notice or contained in PR 86-5. All studies must be submitted 

in the form of a ftnal report; a preliminary report will not be considered to fulf"ill 
the submission requirement. 

C. EXISTING STOCKS OF SUSPENDED OR CANCELLED PRODUCTS 

EPA has statutory authority to permit continued sale, distribution and use of 
existing stocks of a pesticide product which has been suspended or cancelled if doing so 
would be consistent with the purposes of the Federal Insecticide, Fungicide, and 
Rodenticide Act. 
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The Agency has determined that such disposition by registrants of existing stocks 
for a suspended registration when a section 3(c)(2)(B) data request is outstanding would 
generally not he consistent with the Act's purposes. Accordingly, the Agency anticipates 
granting registrants permission to sell, distribute, or use existing stocks of suspended 
product(s) only in exceptional circumstances. If you believe such disposition of existing 
stocks of your product(s) which may be suspended for failure to comply with this Notice 
should be permitted, you have the burden of clearly demonstrating to EPA that granting 
such pennission would be consistent with the Act. You must also explain why an 
"existing stocks" provision is necessary, including a statement of the quantity of existing 
stocks and your estimate of the time required for their sale, distribution, and use. Unless 
you meet this burden the Agency will not consider any request pettaining to the 
continued sale, distribution, or use of your existing stocks after suspension. 

If you request a voluntary cancellation of your product(s) as a response to this 
Notice and your product is in full compliance with all Agency requirements, you will 
have, under most circumstances, one year from the date your 90 day response to this 
Notice is due, to sell, distribute, or use existing stocks. Normally, the Agency will allow 
persons other than the registrant such as independent distributors, retailers and end users 
to sell, distribute or use such existing stocks until the stocks are exhausted. Any sale, 
distribution or use of stocks of voluntarily cancelled products containing an active 
ingredient(s) for which the Agency has particular risk concerns will be determined on 
case-by-case basis. 

Requests for voluntary cancellation received after the 90 day response period 
required by this Notice will not result in the Agency granting any additional time to sell, 
distribute, or use existing stocks beyond a year from the date the 90 day response was 
due unless you demonstrate to the Agency that you are in full compliance with all 
Agency requirements, including the requirements of this Notice. For example, if you 
decide to voluntarily cancel your registration six months before a 3 year study is 
scheduled to he submitted, all progress reports and other information necessary to 
establish that you have been conducting the study in an acceptable and good faith marmer 
must have been submitted to the Agency, before EPA will consider granting an existing 
stocks provision. 

SECTION V. REGISTRANTS' OBliGATION TO REPORT POSSffiLE UNREASONABLE 
ADVERSE EFFECTS 

Registrants are reminded that FIFRA section 6(a)(2) states that if at any time after a 
pesticide is registered a registrant has additional factual information regarding unreasonable 
adverse effects on the environment by the pesticide, the registrant shall submit the information 
to the Agency. Registrants must notify the Agency of any factual information they have, from 
whatever source, including but not limited to interim or preliminary results of studies, regarding 
unreasonable adverse effects on man or the environment. This requirement continues as long 
as the products are registered by the Agency. 
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SECTION VI. INOUIRIES AND RESPONSES TO TillS NOTICE 

If you have any questions regarding the. requirements and procedures established by this 
Notice, call the contact person listed in Attachment A, the Data Call-In Chemica] Status Sheet. 

All responses to this Notice (other than voluntary cancellation requests and generic data 
exemption claims) must include a completed Data Call-In Resoonse Form (Attachment B) and 
a completed Requirements Status and Registnmt's Resnonse Form (Attachment C) and any other 
documents required by this Notice, and should be submitted to the contact person identified in 
Attachment A. If the voluntary cancellation or generic data exemption option is chosen, only the 
Data Call-In Resoonse Form need be submitted. 

The Office of Compliance Monitoring (OCM) of the Office of Pesticides and Toxic 
Substances (OPTS), EPA, will be monitoring the data being generated in response to this Notice. 
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A&~ 
Dan Barolo, D~ 
Special Review 

and Reregistration Division 
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Washington, D.c. 20460 
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United States Environmental Protection Agency 
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Case I and N-
3143 Thymol 
Chemfcat II and Name 

080402 Thymol 

GUIDELINE COMMENT 

61-1 A Conf~dential statement of Formula (CSF) and label are requ1red. 

61-2 (a) A brief discussion as to how this product is produced must be submitted. Material 
Safety Data Sheet for this product and ingredients may be submitted. 

61-2 (b) A brief discussion on the possible impurities must be submitted. Please discuss the 
absence or presence of impurities. 

62-1 If the product is a USP grade, a copy of the USP certification indicating the analytical 
method used for determination would be sufficient to satisfy all Series 62 requirements. 

62-2 See comment for 62-1 above. 

62-3 See comment for 62-1 above. 

63-13 The data submitted should include the stability of the product with metals and metal 
ions, sunlight and normal and elevated temperatures. Storage stability data should not 
be confused with stability (63-13). Any analytical data on a product should be 
interpreted. (i.e., analysis of unknown concentrations should be accompanied with 
calculations and/or final data) . 

63-14 The MSDS for this product would suffice to satisfy this requirement. 

63-15 See comment for 63-14 above. 

63-16 See comment for 63-14 above. 
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Case I and Name 

3143 Thymol 
Chemical II and Name 
080402 Thymol 

GUIDELINE COMMENT 

63-17 Storage stab1l1ty data should not be confused Wlth stab1l1ty (63-13). Any analyt1cal 
data on the product should be interpreted. (i.e., analysis of unknown concentrations 
should be accompanied with calculations and/or final data). 

63-18 See comment for 63-14 above. 

63-19 See comment for 63-14 above. 

63-20 See conunent for 63-14 above. 
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Chemical Status Sheet 
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THYMOL: DATA CALL-IN CHEMICAL STATUS SHEET 

INTRODUCTION 

You have been sent this Generic Data Call-In Notice because you have product(s) 
containing thymol. 

This Generic Data Call-In Chemica] Status Sheet, contains an overview of data required 
by this notice, and point of contact for inquiries pertaining to the reregistration of thymol. This 
attachment is to be used in conjunction with (1) the Generic Data Call-In Notice, (2) the Generic 
Data Call-In Response Form (Attachment B), (3) the Requirements Status and Registrant's Form 
(Attachment C), (4) EPA's Grouping of End-Use Products for Meeting Acute Toxicology Data 
Requirement (Attachment D). 

DATA REQUIRED BY THIS NQTICE 

The additional data requirements needed to complete the database for thymol are 
contained in the Renuirements Status and Registrant's Response, Attachment C. The Agency 
has concluded that additional data on thymol are needed for technical grade of the active 
ingredient. These data are required to be submitted to the Agency within the time frame listed. 
These data are needed to fully complete the reregistration of all eligible thymol products. 

INQUIRIES AND RESPONSES TO THIS NQTICE 

If you have any questions regarding the product specific database of thymol, please 
contact Frank Rubis at (703) 308-8184. 

If you have any questions regarding the product generic data requirements and procedures 
established by this Notice, please contact Kathleen Depukat at (703) 308-8587. 

All responses to this Notice for the Generic data requirements should be submitted to: 

Kathleen Depukat 
Accelerated Reregistration Branch (H7508W) 
Special Review and Reregistration Division 
Office of Pesticide Programs 
401 M Street, S.W. 
U.S. Environmental Protection Agency 

Washington, D.C. 20460 

RE: THYMOL 
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Attachment B 

Generic DCI Response Forms (Form A) plus Instructions 
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SPECIFIC INSTRUCTIONS FOR THE GENERIC DATA CALL-IN RESPONSE FORM 

Tlris Form is designed to be used to respond to call-ins for generic and product specific data for 
the purpose of reregistering pesticides under the Federal Insecticide Fungicide and Rodenticide 
Act. Fill out this form each time you are responding to a data call-in for which EPA has sent 
you the form entitled "Requirements Status and Registrnnt's Response." 

Items 1-4 will have been preprinted on the form Items 5 through 7 must be completed by the 
registrant as appropriate Items 8 through 11 must be completed by the registrnnt before 
submitting a response to the Agency. 

Public reporting burden for tltis collection of information is estimated to average 15 minutes per 
response, including time for reviewing instructions, searching existing data sources, gathering 
and maintaining the data needed, and completing and reviewing the collection of information. 
Send comments regarding the burden estimate or any other aspect of this collection of 
information, including suggesting for reducing tltis burden, to Chief, Information Policy Branch, 
PM-223, US Enviromnental Protection Agency, 401 M St., S.W., Washington, DC 20460; and 
to the Office of Management and Budget, Paperwork Reduction Project 2070-0107, Washington, 
DC 20503. 

INSTRUCTIONS 

Item 1. 

Item 2. 

Item 3. 

Item 4. 

Item 5. 

Item 6a. 

Titis item identifies your company name, number and address. 

This item identifies the ease number, ease name, EPA chemical number and 
chemical name. 

Tlris item identifies the date and type of data call-in. 

Tlris item identifies the EPA product registrations relevant to the data call-in. 
Please note that you are also responsible for informing the Agency of your 
response regarding any product that you believe may be covered by tltis data 
call-in but that is not listed by the Agency in Item 4. You must bring any such 
apparent omission to the Agency's attention within the period required for 
submission of this response form. 

Cheek tltis item for each product registration you wish to cancel voluntarily. If 
a registration number is listed for a product for which you previously requested 
voluntary cancellation, indicate in Item 5 the date of that request. You do not 
need to complete any item on the Requirements Status and Registrant's Response 
Form for any product that is voluntarily cancelled. 

Check tltis item if this data call-in is for generic data as indicated in Item 3 and 
if you are eligible for a Generic Data Exemption for the chemical listed in Item 
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Item 6b. 

Item 7a. 

Item 7b. 

Item 8. 

Item 9. 

Item 10. 

Item 11. 

2 and used in the subject product. By electing this exemption, you agree to the 
terms and conditions of a Generic Data Exemption as explained in the Data 
Call-In Notice. 

If you are eligible for or claim a Generic Data Exemption, enter the EPA 
registration Number of each registered source of that active ingredient that 
you use in your product. 

Typically, if you purchase an EPA-registered product from one or more 
other producers (who, with respect to the incorporated product, are in 
compliance with this and-any other outstanding Data Call-In Notice), and 
incorporate that product into all your products, you may complete this 
item for all products listed on this fonn If, however, you produce the 
active ingredient yourself, or use any unregistered product (regardless of 
the fact that some of your sources are registered), you may not claim a 
Generic Data Exemption and you may not select this item. 

Check this Item if the data call-in is a generic data call-in as indicated in Item 3 
and if you are agreeing to satisfy the generic data requirements of this data 
call-in. Attach the Reouirements Status and Registrant's Resoonse Form that 
indicates how you will satisfy those requirements. 

Check this item if this call-in if a data call-in as indicated in Item 3 for a 
manu factoring use product (MUP), and if your product is a manufacturing use 
product for which you agree to supply product-specific data. Attach the 
Reauirements Status and Registrants' Resoonse Form that indicates how you will 
satisfy those requirements. 

Check this item if this call-in is a data call-in for an end use product (EUP) as 
indicated in Item 3 and if your product is an end use product for which you agree 
to supply product-specific data. Attach the Reouirements Status and Registrant's 
Response Form that indicates how you will satisfy those requirements. 

This certification statement must be signed by an authorized representative of 
your company and the person signing must include his/her title. Additional pages 
used in your response must be initialled and dated in the space provided for the 
certification. 

Enter the date of signature. 

Enter the name of the person EPA should contact with questions regarding your 
response. 

Enter the phone number of your company contact. 
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Attachment C 

Requirements Status and Registrants' Response Forms 
(Form B) plus Instructions 
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SPECIFIC INSTRUCTIONS FOR COMPLETING THE REQUIREMENTS STATUS AND 
REGISTRANTS RESPONSE FORM 

Generic Data 

This form is designed to be used for registrants to respond to call-in- for generic and 
product-specific data as part of EPA's reregistration program under tbe Federal Insecticide 
Fungicide and Rodenticide Act. Altbough the form is the same for botb product specific and 
generic data, instructions for completing the forms differ slightly. Specifically, options for 
satisfying product specific data requirements do not include (1) deletion of uses or (2) request 
for a low volume/minor use waiver. These instructions are for completion of generic data 
requirements. 

EPA has developed this form individually for each data call-in addressed to each registrant, and 
has preprinted this form witb a number of items. DO NOT use this form for any other active 
ingredient. 

Items 1 through 8 (inclusive) will have been preprinted on tbe form. You must complete all 
otber items on this form by typing or printing legibly. 

Public reporting burden for this collection of information is estimated to average 30 minutes per 
response, including time for reviewing instructions, searching existing data sources, gatbering 
and maintaining tbe data needed, and completing and reviewing tbe collection of information. 
Send comments regarding tbe burden estimate or any otber aspect of this collection of 
information, including suggesting for reducing this burden, to Chief, Information Policy Branch, 
PM-223, U.S. Environmental Protection Agency, 401 M St., S.W., Washington, D.C. 20460; 
and to the Office of Management and Budget, Paperwork Reduction Project 2070-0107, 
Washington, D.C. 20503. 

INSTRUCTIONS 

Item I. 

Item 2. 

Item 3. 

Item 4. 

Item 5. 

This item identifies your company name, number, and address. 

This item identifies the case number, case name, EPA chemical number and 
chemical name. 

This item identifies the date and type of data call-in. 

This item identifies the guideline reference numbers of studies required to support 
the product(s) being reregistered. These guidelines, in addition to requirements 
specified in tbe Data Call-In Notice, govern tbe conduct of tbe requited studies. 

This item identifies the study title associated witb tbe guideline reference number 
and whetber protocols and 1, 2, or 3-year progress reports are requited to be 
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Item 6. 

Item 7. 

submitted in connection with the study. As noted in Section m of the Data 
Call-In Notice, 90-day progress reports are required for all studies. 

If an asterisk appears in Item 5, EPA has attached information relevant to 
this guideline reference number to the Requirements Status and 
Registrant's Response Form. 

This item identifies the code associated with the use pattern of the pesticide. A 
brief description of each code follows: 

A. Terrestrial food 
B. Terrestrial feed 
c. Terrestrial non-food 
D. Aquatic food 
E. Aquatic non-food outdoor 
F. Aquatic non-food industrial 
G. Aquatic non-food residential 
H. Greenhouse food 
I. Greenhouse non-food crop 
J. Forestry 
K. Residential 
L. Indoor food 
M. Indoor non-food 
N. Indoor medical 
0. Indoor residential 

This item identifies the code assigued to the substance that must be used for 
testing. A brief description of each code follows. 

EP 
MP 
MP/TGAI 

PAl 
PAI/M 
PAI/PAIRA 

PAIRA 
PAIRA/M 

PAIRA/PM 

TEP 
TEP * 
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End-Use Product 
Manufacturing-Use Product 
Manufacturing-Use Product and Technical 
Grade Active Ingredient 
Pure Active Ingredient 
Pure Active Ingredient and Metabolites 
Pure Active Ingredient or Pure Active 
Ingredient Radiolabelled 
Pure Active Ingredient Radiolabelled 
Pure Active Ingredient Radiolabelled and 
Metabolites 
Pure Active Ingredient Radiolabelled and 
Plant Metabolites 
Typical End-Use Product 
Typical End-Use Product, Percent Active 



Item 8. 

Item 9. 

TEP/MET 
TEP/PAI/M 

TGAI/PAIRA 

TGAI 
TGAI/TEP 

TGAI/PAI 

MET 
IMP 
DEGR 

*See: guideline comment 

Ingredient Specified 
Typical End-Use Product and Metabolites 
Typical End-Use Product or Pure Active 
Ingredient and Metabolites 
Technical Grade Active Ingredient or Pure 
Active Ingredient Radiolabelled 
Technical Grade Active Ingredient 
Technical Grade Active Ingredient or 
Typical End-Use Product 
Technical Grade Active Ingredient or Pure 
Active Ingredient 
Metabolites 
Impurities 
Degradates 

This item identifies the time frame allowed for submission of tbe study or 
protocol identified in item 2. The time frame runs from the date of your receipt 
of the Data Call-In Notice. 

Enter the appropriate Response Code or Codes to show how you intend to comply 
with each data requirement. Brief descriptions of each code follow. The Data 
Call-In Notice contains a fuller description of each of these options. 

1. (Developing Data) I will conduct a new study and submit it within tbe 
time frames specified in item 8 above. By indicating tbat I have chosen 
this option, I certify tbat I will comply witb all the requirements 
pertaining to the conditions for submittal of this study as outlined in the 
Data Call-In Notice and tbat I will provide the protocol and progress 
reports required in item 5 above. 

2. (Agreement to Cost Sbare) I have entered into an agreement witb one or 
~ore registrants to develop data jointly. By indicating that I have chosen 
this option, I certify that I will comply with all the requirements 
pertaining to sbaring in tbe cost of developing data as outlined in tbe Data 
Call-In Notice. 

3. (Offer to Cost Share) I have made an offer to enter into an agreement with 
one or more registrants to develop data jointly. I am submitting a copy of 
tbe form "Certification of Offer to Cost Sbare in tbe Development of 
Data" tbat describes this offer/agreement. By indicating tbat I have 
chosen this option, I certify that I will comply with all the requirements 
pertaining to making an offer to sbare in the cost of developing data as 
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Item 10. 

outlined in the Data Call-In Notice. 

4. (Submitting Existing Data) I am submitting an existing study that has 
never before been submitted to EPA. By indicating that I have chosen this 
option, I certify that this study meets all the requirements pertaining to the 
conditions for submittal of existing data outlined in the Data Call-In 
Notice and I have attached the needed supporting information along with 
this response. 

5. (Upgrading a Study) I am submitting or citing data to upgrade a study that 
EPA has classified as partially acceptable and potentially upgradeable. By 
indicating that I have chosen this option, I certify that I have met all the 
requirements pertaining to the conditions for submitting or citing existing 
data to upgrade a study described in the Data Call-In Notice. I am 
indicating on attached correspondence the Master Record Identification 
Number (MRID) that EPA has assigned to the data that I am citing as well 
as the MRID of the study I am attempting to upgrade. 

6. (Citing a Study) I am citing an existing study that has been previously 
classified by EPA as acceptable, core, core minimum, or a study that has 
not yet been reviewed by the Agency. I am providing the Agency's 
classification of the study. 

7. (Deleting Uses) I am attaching an application for amendment to my 
registration deleting the uses for which the data are required. 

8. (Low Volume/Minor Use Waiver Request) I have read the statements 
concerning low volume-minor use data waivers in the Data Call-In Notice 
and I request a low-volume minor use waiver of the data requirement. I 
am attaching a detailed justification to support this waiver request 
including, among other things, all information required to support the 
request. I understand that, unless modified by the Agency in writing, the 
data requirement as stated in the Notice governs. 

9. (Request for Waiver of Data) I have read the statements concerning data 
waivers other than low volume minor-use data waivers in the Data Call-In 
Notice and I request a waiver of the data requirement. I am attaching an 
identification of the hasis for this waiver and a detailed justification to 
support this waiver request. The justification includes, among other 
things, all information required to support the request. I understand that, 
unless modified by the Agency in writing, the data requirement as stated 
in the Notice governs. 

This item must be signed by an authorized representative of your company. The 
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Item II. 

Item 12. 

Item 13. 

person signing must include his/her title, and must initial and date all other pages 
of this fonn. 

Enter the date of signature. 

Enter the name of the person EPA should contact with questions regarding your 
response. 

Enter the phone number of your company contact. 

115 





Attachment D 
List of Registrant(s) sent this DCI 
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APPENDIX G 

Product Specific Data Call-In 
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DATA CALL-IN NOTICE 

CERTIFIED MAIL 

Dear Sir or Madam: 

This Notice requires you and other registrants of pesticide products contallring the active 
ingredient identified in Attachment A of this Notice, the Data Call-In Chemical Status Sheet, to 
submit certain product specific data as noted herein to the U.S. Euvirnnmental Protection 
Agency (EPA, the Agency). These data are necessary to maintain the continued registration of 
your product(s) contallring this active ingredient. Within 90 days after you receive this Notice 
you must respond as set forth in Section III below. Your response must state: 

1. How you will comply with the requirements set forth in this Notice and its 
Attachments A through G; or 

2. Why you believe you are exempt from the requirements listed in this Notice and 
in Attachment C, Requirements StatuS and Registrant's Re!])Onse Form, (see 
section III-B); or 

3. Why you believe EPA should not require your submission of product specific 
data in the manner specified by this Notice (see section III-D). 

If you do not respond to this Notice, or if you do not satisfy EPA that you will comply 
with its requirements or should be exempt or excused from doing so, then the registration of 
your product(s) subject to this Notice will be subject to suspension. We have provided a list of 
all of your products subject to this Notice in Attachment B, Data Call-In Re!])Onse Form, as well 
as a list of all registrants who were sent this Notice (Attachment F). 

The authority for this Notice is section 3(c)(2)(B) of the Federal Insecticide, Fungicide 
and Rodenticide Act as amended (FIFRA), 7 U.S.C. section l36a(c)(2)(B). Collection of this 
information is authorized under the Paperwork Reduction Act by OMB Approval No. 2070-0107 
(expiration date 12-31-92). 

121 



This Notice is divided into six sections and seven Attachments. The Notice itself contains 
infonnation and instructions applicable to all Data Call-In Notices. The Attachments contain 
specific chemical infonnation and instructions. The six sections of the Notice are: 

Section I -
Section II -
Section III­
Section IV­
Section V -

Section VI-

Why You Are Receiving This Notice 
Data Required By This Notice 
Compliance With Requirements Of This Notice 
Consequences Of Failure To Comply With This Notice 
Registrants' Obligation To Report Possible Unreasonable Adverse 
Effects 
Inquiries And Responses To This Notice 

The Attachments to tbis Notice are: 

A- Data Call-In Chemical Status Sheet 
B Product-Specific Data Call-In Reijjonse Fonn 
C Reauirements Status and Registrant's Resoonse Form 
D EPA Grouping of End-Use Products for Meeting Acute Toxicology Data 

ReQuirements for Reregistration 
E EPA Acceptance Criteria 
F List of Registrants Receiving This Notice 
G Cost Share and Data Compensation Fonns. and Product Srecific Data Ren9rt 

Fonn 

SECTION I. WHY YOU ARE RECEIVING TillS NOTICE 

The Agency has reviewed existing data for this active ingredient and reevaluated the data 
needed to support continued registration of the subject active ingredient. The Agency has 
concluded that the only additional data necessary are product specific data. No additional 
generic data requirements are being imposed. You have been sent tbis Notice because you have 
product(s) containing the subject active ingredient. 

SECTION ll. DATA REQUIRED BY TillS NOTICE 

IT-A. DATA REQUIRED 

The product specific data required by this Notice are specified in Attachment C, 
Requirements Status and Registrant's Rewonse Form. Depending on the results of the studies 
required in this Notice, additional testing may be required. 
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II-B. SCHEDULE FOR SUBMISSION OF DATA 

You are required to submit the data or otherwise satisfy the data requirements specified in 
Attachment C, Reauirements Status and Registrant's Resoonse Form, within the time frames 
provided. 

II-C. TESTING PROTOCOL 

All studies required under this Notice must be conducted in accordance with test standards 
outlined in the Pesticide Assessment Guidelines for those studies for which guidelines have been 
established. 

These EPA Guidelines are available from the National Technical Information Service 
(NTIS), Attu: Order Desk, 5285 Port Royal Road, Springfield, Va 22161 (tel: 703-487-4650). 

Protocols approved by the Organization for Economic Cooperation and Development 
(OECD) are also acceptable if the OECD-recommended test standards conform to those gpecified 
in the Pesticide Data Requirements regulation (40 CFR § 158.70). When using the OECD 
protocols, they should be modified as appropriate so that the data generated by the study will satisfy 
the requirements of 40 CFR § 158. Normally, the Agency will not extend deadlines for complying 
with data requirements when the studies were not conducted in accordance with acoeptable 
standards. The OECD protocols are available from OECD, 1750 Pennsylvania Avenue N.W., 
Washington, D.C. 20006. 

All new studies and proposed protocols submitted in regponse to this Data Call-In Notice 
must be in accordance with Good Laboratory Practices [40 CFR Part 160.3(a)(6)]. 

II-D. REGISTRANTS RECEIVING PREVIOUS SECTION 3fc)(2lCBl NOTICES 
ISSUED BY THE AGENCY 

Unless otherwise noted herein, this Data Call-In does not in any way suoersec!e or change the 
requirements of any previous Data Call-In(s), or any other agreements entered into with the Agency 
pertaining to such prior Notice. Registrants must comply with the requirements of all Notices to 
avoid issuance of a Notice of Intent to Suspend their affected products. 

SECTION ill. COMPLIANCE WITH REOU!REMENTS OF nnS NOTICE 

ill-A. SCHEDULE FOR RESPONDING TO THE AGENCY 

The appropriate regponses initially required by this Notice for product specific data must 
be submitted to the Agency within 90 days after your receipt of this Notice. Failure to adequately 
regpond to this Notice within 90 days of your receipt will be a basis for issuing a Notice of Intent 
to Suspend (NOIS) affecting your products. This and other bases for issuance of NOIS due to 
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failure to comply with this Notice are presented in Section IV -A and IV -B. 

III-B. OPTIONS FOR RESPONDING TO THE AGENCY 

The options for responding to this Notice for product specific data are: (a) voluntary 
cancellation, (b) agree to satisfy the product specific data requirements imposed by this notice or 
(c) request a data waiver(s). 

A discussion of how to respond if you chose the Voluntary Cancellation option is presented 
below. A discussion of the vatious options available for satisfying the product specific data 
requirements of this Notice is contained in Section III-C. A discussion of options relating to 
requests for data waivers is contained in Section ill-D. 

There are two forms that accompany this Notice of which, depending upon your response, 
one or both must be used in your response to the Agency. These forms are the Data-Call-In 
Resnonse Fonn, and the ReQuirements Status and Registrant's Remonse Form, Attachment Band 
Attachment C. The Data Call-In Response Form must be submitted as patt of every response to this 
Notice. In addition, one copy of the Roouirements Status and Registrant's Remonse Form must 
be submitted for each product listed on the Data Call-In Resoonse Form unless the voluntary 
cancellation option is selected or unless the product is identical to another (refer to the instructions 
for completing the Data Call-In Response Form in Attachment B). Please note that the company's 
authorized representative is required to sign the first page of the Data Call-In Resoonse Form and 
Requirements Status and Registrant's Response Form (if this form is required) and initial any 
subsequent pages. The forms contain separate detailed instructions on the response options. Do not 
alter the printed material. If you have questions or need assistance in preparing your response, call 
or write the contact person(s) identified in Attachment A. 

I. Voluntazy Cancellation - You may avoid the requirements of this Notice by requesting 
voluntary cancellation of your product(s) containing the active ingredient that is the subject of this 
Notice. If you wish to voluntarily cancel your product, you must submit a completed Data Call-In 
Response Form, indicating your election of this option. Voluntary cancellation is item number 5 
on the Data .call-In Response Fonn. If you choose this option, this is the only form that you are 
required to complete. 

If you chose to voluntarily cancel your product, further sale and distribution of your product 
after the effective date of cancellation must be in accordance with the Existing Stocks provisions 
of this Notice which are contained in Section IV-C. 

2. Satisfying the Product Specific Data ReQuirements of this Notice There are various 
options available to satisfy the product specific data requirements of this Notice. These options are 
discussed in Section III-C of this Notice and comprise options I through 6 on the Requirements 
Status and Registrant's Response Form and item numbers 7a and 7b on the Data Call-In Response 
Form. Deletion of a use(s) and the low volume/minor use option are not valid options for fulf'Illing 
product specific data requirements. 
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3. Request for Product Specific Data Waivers. Waivers for product specific data are 
discussed in Section Ill-D of this Notice and are covered by option 7 on the Requirements Status 
and Registrant's Resoonse Form. If you choose one of these options, you must submit both forms 
as well as any other information/ data pertaining to the option chosen to address the data 
requirement. 

Ill-C. SATISFYING TIIE DATA REQUIREMENTS OF TillS NOTICE 

If you acknowledge on the Data Call-In Response Form that you agree to satisfy the product 
specific data requirements (i.e. you select item number 7a or 7b), then you must select one of the 
six options on the Requirements Status and Registrant's Response Form related to data production 
for each data requirement. Your option selection should be entered under item number 9, 
"Registrant Response. " The six options related to data production are the first six options discussed 
under item 9 in the instructions for completing the ReQuirements Status and Registrant's Resoonse 
Form. These six options are listed immediately below with information in parentheses to guide 
registrants to additional instructions provided in this Section. The options are: 

(1) I will generate and submit data within the specified time frame (Developing Data) 
(2) I have entered into an agreement with one or more registrants to develop data jointly 

(Cost Sharing) 
(3) I have made offers to cost-share (Offers to Cost Share) 
(4) I am submitting an existing study that has not been submitted previously to the 

Agency by anyone (Submitting an Existing Study) 
(5) I am submitting or citing data to upgrade a study classified by EPA as partially 

acceptable and upgradeable (Upgrading a Study) 
(6) I am citing an existing study that EPA has classified as acceptable or an existing 

study that has been submitted but not reviewed by the Agency (Citing an Existing 
Study) 

Ootion 1. Develooing Data -- If you choose tu develop the required data it must be in 
conformance with Agency deadlines and with other Agency requirements as referenced herein and 
in the attachments. All data generated and submitted must comply with the Good Laboratory 
Practice (GLP) rule (40 CFR Part 160), be conducted according to the Pesticide Assessment 
Guidelines (PAG), and be in conformance with the requirements of PR Notice 86-5. 

The time frames in the Requirements Status and Registrant's Response Form are the time 
frames that the Agency is allowing for the submission of completed study reports. The noted 
deadlines run from the date of the receipt of this Notice by the registrant. If the data are not 
submitted by the deadline, each registrant is subject to receipt of a Notice of Intent to Suspend the 
affected registration(s). 
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If you cannot submit the data/reports to the Agency in the time required by this Notice and 
intend to seek additional time to meet the requirements(s), you must submit a request to the Agency 
which includes: (1) a detailed description of the expected difficulty and (2) a proposed schedule 
including alternative dates for meeting such requirements on a step-by-step basis. You must explain 
any technical or laboratory difficulties and provide documentation from the laboratory performing 
the testing. While EPA is considering your request, the original deadline remains. The Agency 
will respond to your request in writing. If EPA does not grant your request, the original deadline 
remains. Normally, extensions can be requested only in cases of extraordinary testing problems 
beyond the expectation or control of the registrant. Extensions will not be given in submitting the 
90-day responses. Extensions will not be considered if the request for extension is not made in a 
timely fashion; in no event shall an extension request be considered if it is submitted at or after the 
lapse of the subject deadline. 

Option 2 Agreement to Share in Cost to Develop Data -- Registrants may only choose this 
option for acute toxicity data and certain efficacy data and only if EPA has indicated in the attached 
data tables that your product and at least one other product are similar for purposes of depending 
on the same data. If this is the case, data may be generated for just one of the products in the 
group. The registration number of the product for which data will be submitted must be noted in 
the agreement to cost share by the registrant selecting this option. If you choose to enter into an 
agreement to share in the cost of producing the required data but will not be submitting the data 
yourself, you must provide the name of the registrant who will be submitting the data. You must 
also provide EPA with documentary evidence that an agreement has been formed. Such evidence 
may be your letter offering to join in an agreement and the other registrant's acceptance of your 
offer, or a written statement by the parties that an agreement exists. The agreement to produce the 
data need not specify all of the terms of the final arrangement between the parties or the mechanism 
to resolve the terms. Section 3(c)(2)(B) provides that if the parties canoot resolve the terms of the 
agreement they may resolve their differences through binding arbitration. 

Qption 3. Offer to Share in the Cost of Data Develooment -- This option only applies to 
acute toxicity and certain efficacy data as described in option 2 above. If you have made an offer 
to pay in an attempt to enter into an agreement or amend an existing agreement to meet the 
requirements of this Notice and have been unsuccessful, you may request EPA (by selecting this 
option) to exercise its discretion not to suspend your registration(s), although you do not comply 
with the data submission requirements of this Notice. EPA has determined that as a general policy, 
absent other relevant considerations, it will not suspend the registration of a product of a registrant 
who has in good faith sought and continues to seek to enter into a joint data development/cost 
sharing program, but the other registrant(s) developing the data has refused to accept your offer. 
To qualify for this option, you must submit documentation to the Agency proving that you have 
made an offer to another registrant (who has an obligation to submit data) to share in the burden 
of developing that data. You must also submit to the Agency a completed EPA Form 8570-32, 
Certification of Offer to Cost Share in the Development of Data, Attachment G. In addition, you 
must demonstrate that the other registrant to whom the offer was made has not accepted your offer 
to enter into a cost sharing agreement by including a copy of your offer and proof of the other 
registrant's receipt of that offer (such as a certified mail receipt). Your offer must, in addition to 
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anything else, offer to share in the burden of producing the data upon tenns to be agreed or failing 
agreement to be bound by binding arbitration as provided by FIFRA section 3(c)(2)(B)(iii) and must 
not qualify tbis offer. The other registrant must also inform EPA of its election of an option to 
develop and submit the data required by this Notice by submitting a Data Call-In Response Form 
and a Requirements Status and Registrant's Response Form committing to develop and submit the 
data required by this Notice. 

In order for you to avoid suspension under this option, you may not withdraw your offer 
to sbare in the burdens of developing the data. In addition, the other registrant must fulfill its 
commitment to develop and submit the data as required by this Notice. If the other registrant fails 
to develop the data or for some other reason is subject to suspension, your registration as well as 
that of the other registrant will normally be su~ect to initiation of suspension proceedings, unless 
you commit to submit, and do submit the required data in the specified time frame. In such cases, 
the Agency generally will not grant a time extension for submitting the data. 

Qption 4 Submittin~ an Existin~ Study -- If you choose to submit an existing study in 
response to this Notice, you must determine that the study satisfies the requirements imposed by 
tbis Notice. You may only submit a study that has not been previously submitted to the Agency 
or previously cited by anyone. Existing studies are studies which predate issuance of this Notice. 
Do not use this option if you are submitting data to upgrade a study. (See Option 5). 

You should be aware that if the Agency determines that the study is not acceptable, the 
Agency will require you to comply with this Notice, normally without an extension of the required 
date of submission. The Agency may determine at any time that a study is not valid and needs to 
be repeated. 

To meet the requirements of the DCI Notice for submitting an existing study, all of the 
following three criteria must be clearly met: 

a. You must certify at the time that the existing study is submitted that the raw data and 
specimens from the study are available for audit and review and you must identify 
where they are available. This must be done in accordance with the requirements 
of the Good Laboratory Practice (GLP) regulation, 40 CFR Part 160. As stated in 
40 CFR 160.3G) " 'raw data' means any laboratory worksheets, records, 
memoranda, notes, or exact copies thereof, that are the result of original 
observations and activities of a study and are necessary for the reconstruction and 
evaluation of the report of that study. In the event that exact transcripts of raw data 
have been prepared (e.g., tapes which have been transcribed verbatim, dated, and 
verified accurate by signature), the exact copy or exact transcript may be substituted 
for the original source as raw data. 'Raw data' may include photographs, microftim 
or microfiche copies, computer printouts, magnetic media, including dictated 
observations, and recorded data from automated instruments." The term 
"specimens", according to 40 CFR 160.3(1<), means "any material derived from a 
test system for examination or analysis." 
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b. Health and safety studies completed after May 1984 must also contain all GLP­
required quality assurance and quality control information, pursuant to the 
requirements of 40 CFR Part 160. Registrants must also certify at the time of 
submitting the existing study that such GLP information is available for post-May 
1984 studies by including an appropriate statement on or attached to the study signed 
by an authorized official or representative of the registrant. 

c. You must certify that each study fulfills the acceptance criteria for the Guideline 
relevant to the study provided in the FIFRA Accelerated Reregistration Phase 3 
Technical Guidance and that the study has been conducted according to the Pesticide 
Assessment Guidelines (P AG) or meets the purpose of the PAG (both available from 
NTIS). A study not conducted according to the PAG may be submitted to the 
Agency for consideration if the registrant believes that the study clearly meets the 
purpose of the PAG. The registrant is referted to 40 CFR 158.70 which states the 
Agency's policy regarding acceptable protocols. If you wish to submit the study, you 
must, in addition to certifying that the purposes of the PAG are met by the study, 
clearly articulate the rationale why you believe the study meets the purpose of the 
PAG, including copies of any supporting information or data. It has been the 
Agency's experience that studies completed prior to January 1970 rarely satisfied the 
purpose of the PAG and that necessary raw data are usually not available for such 
studies. 

If you submit an existing study, you must certify that the study meets all requirements of 
the criteria outlined above. 

If you know of a study pertaining to any requirement in this Notice which does not meet 
the criteria outlined above but does contain factual information regarding unreasonable adverse 
effects, you must notify the Agency of such a study. If such study is in the Agency's files, you 
need only cite it along with the notification. If not in the Agency's files, you must submit a 
summary and copies as required by PR Notice 86-5. 

Ootion 5, Uograding a Study -- If a study has been classified as partially acceptable and 
upgradeable, you may submit data to upgrade that study. The Agency will review the data 
submitted and determine if the requirement is satisfied. If the Agency decides the requirement is 
not satisfied, you may still be required to submit new data normally without any time extension. 
Deficient, but upgradeable studies will normally be classified as supplemental. However, it is 
important to note that not all studies classified as supplemental are upgradeable. If you have 
questions regardiog the classification of a study or whether a study may be upgraded, call or write 
the contact person listed in Attachment A. If you submit data to upgrade an existing study you 
must satisfy or supply infonnation to correct all deficiencies in the study identified by EPA. You 
must provide a clearly articulated rationale of how the deficiencies have been remedied or corrected 
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and why the study should be rated as acceptable to EPA. Your submission must also specify the 
MRID number(s) of the study which you are attempting to upgrade and must be in conformance 
with PR Notice 86-5. 

Do not submit additional data for the purpose of upgrading a study classified as unacceptable 
and determined by the Agency as not capable of being upgraded. 

This option should also be used to cite data that has been previously submitted to upgrade 
a study, but has not yet been reviewed by the Agency. You must provide the MRID number of 
the data submission as well as the MRID number of the study being upgraded. 

The criteria for submitting an existing study, as specified in Option 4 above, apply to all 
data submissions intended to upgrade studies. Additionally your submission of data intended to 
upgrade studies must be accompanied by a certification that you comply with each of those criteria 
as well as a certif"JCation regarding protocol compliance with Agency requirements. 

Ootion 6. Citing Existing Studies -- If you choose to cite a study that has been previously 
submitted to EPA, that study must have been previously classified by EPA as acceptable or it must 
be a study which has not yet been reviewed by the Agency. Acceptable toxicology studies 
generally will have been classified as "core-guideline" or "core minimum." For all other 
disciplines the classification would be "acceptable." With respect to any studies for which you wish 
to select this option you must provide the MR1D number of the study you are citing and, if the 
study has been reviewed by the Agency, you must provide the Agency's classification of the study. 

If you are citing a study of which you are not the original data submitter, you must submit 
a completed copy of EPA Form 8570-31, Certification with Respect to Data Comoensation 
Reauirements. 

Registrants who select one of the above 6 options must meet all of the requirements 
described in the instructions for completing the Data Call-In Resoonse Form and the Requirements 
Status and Registrant's Resoonse Form, as appropriate. 

ill-D. REQUESTS FOR DATA WAIVERS 

If you request a waiver for product specific data because you believe it is 
inappropriate, you must attach a complete justification for the request, including technical reasons, 
data and references to relevant EPA regulations, guidelines or policies. (Note: any supplemental 
data must he submitted in the format required by PR Notice 86-5). This will be the only 
opportunity to state the reasons or provide information in support of your request. If the Agency 
approves your waiver request, you will not be required to supply the data pursuant to section 
3(c)(2)(B) of FIFRA. If the Agency denies your waiver request, you must choose an option for 
meeting the data requirements of this Notice within 30 days of the receipt of the Agency's decision. 
You must indicate and submit the option chosen on the Reouirements Status and Registrant's 
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Resoonse Fonn. Product specific data requirements for product chemistry, acute toxicity and 
efficacy (where appropriate) are required for all products and the Agency would grant a waiver only 
under extraordinary circumstances. You should also he aware that submitting a waiver request will 
not automatically extend the due date for the study in question. Waiver requests submitted 
without adequate supporting rationale will be denied and the original due date will remain in force. 

IV. CONSEQUENCES OF FAILURE TO COMPLY WTI1I TillS NOTICE 

IV-A. NOTICE OF INTENT TO SUSPEND 

The Agency may issue a Notice of Intent to Suspend products subject to this Notice due to 
failure by a registrant to comply with the requirements of this Data Call-In Notice, pursuant to 
FIFRA section 3(c)(2)(B). Events which may he the basis for issuance of a Notice of Intent to 
Suspend include, but are not limited to, the following: 

I. Failure to respond as required by this Notice within 90 days of your receipt of this 
Notice. 

2. Failure to submit on the required schedule an acceptable proposed or final protocol 
when such is required to he submitted to the Agency for review. 

3. Failure to submit on the required schedule an adequate progress report on a study 
as required by this Notice. 

4. Failure to submit on the required schedule acceptable data as required by this Notice. 

5. Failure to take a required action or submit adequate information pertaining to any 
option chosen to address the data requirements (e.g., any required action or 
information pertaining to submission or citation of existing studies or offers, 
arrangements, or arbitration on the sharing of costs or the formation of Task Forces, 
failure to comply with the terms of an agreement or arbitration concerning joint data 
development or failure to comply with any terms of a data waiver). 

6. Failure to submit supportable certifications as to the conditions of submitted studies, 
as required by Section ill-C of this Notice. 

7. Withdrawal of an offer to share in the cost of developing required data. 

8. Failure of the registrant to whom you have tendered an offer to share in the cost of 
developing data and provided proof of the registrant's receipt of such offer or failure 
of a registrant on whom you rely for a generic data exemption either to: 

a. inform EPA of intent to develop and submit the data required by this Notice 
on a Data Call-In Resoonse Form and a Reauirements Status and Registrant's 
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Resoonse Fonn · 

b. fulfill the commitment to develop and submit the data as required by this 
Notice; or 

c. otherwise take appropriate steps to meet the requirements stated in this 
Notice, unless you commit to submit and do submit the required data in the 
specified time frame. 

9. Failure to take any required or appropriate steps, not mentioned above, at any time 
following the issuance of this Notice. 

IV-B. BASIS FOR DETERMINATION TIIAT SUBMITrED STUDY IS UNACCEPTABLE 

The Agency may detennine that a study (even if submitted within the required time) is 
unacceptable and constitutes a basis for issuance of a Notice of Intent to Suspend. The grounds for 
suspension include, but are not limited to, failure to meet any of the following: 

1. EPA requirements specified in the Data Call-In Notice or other documents incorporated 
by reference (including, as applicable, EPA Pesticide Assessment Guidelines, Data 
Reporting Guidelines, and GeneT ox Health Effects Test Guidelines) regarding the design, 
conduct, and reporting of required studies. Such requirements include, but are not limited 
to, those relating to test material, test procedures, selection of species, number of animals, 
sex and distribution of animals, dose and effect levels to be tested or attained, duration of 
test, and, as applicable, Good Laboratory Practices. 

2. EPA requirements regarding the submission of protocols, including the incorporation of 
any changes required by the Agency following review. 

3. EPA requirements regarding the reporting of data, including the manner of reporting, 
the completeness of results, and the adequacy of any required supporting (or raw) data, 
including, but not limited to, requirements referenced or included in this Notice or contained 
in PR 86-5. All studies must be submitted in the form of a fmal report; a preliminary 
report will not be considered to fulf111 the submission requirement. 

IV -C. EXISTING STOCKS OF SUSPENDED OR CANCFI I ED PRODUCTS 

EPA has statutory authority to permit continued sale, distribution and use of existing stocks 
of a pesticide product which has been suspended or cancelled if doing so would be consistent with 
the pu1p0ses of the Act. 

The Agency has detennined that such disposition by registrants of existing stocks for a 
suspended registration when a section 3(c)(2)(B) data request is outstanding would generally not be 
consistent with the Act's purposes. Accordingly, the Agency anticipates granting registrants 
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permission to sell, distribute, or use existing stocks of suspended product(s) only in exceptional 
circumstances. If you believe such disposition of existing stocks of your product(s) which may be 
suspended for failure to comply with this Notice should be pernritted, you have the burden of 
clearly demonstrating to EPA that granting such permission would be consistent with the Act. You 
must also explalll why an "existing stocks" provision is necessary, including a statement of the 
quantity of existing stocks and your estimate of the time required for their sale, distribution, and 
use. Unless you meet this burden the Agency will not consider any request pertaining to the 
continued sale, distribution, or use of your existing stocks after suspension. 

If you request a voluntary cancellation of your product(s) as a response to this Notice and 
your product is in full compliance with all Agency requirements, you will have, under most 
circumstances, one year from the date your 90 day response to this Notice is due, to sell, distribute, 
or use existing stocks. Normally, the Agency will allow persons other than the registrant such as 
independent distributors, retailers and end users to sell, distribute or use such existing stocks until 
the stocks are exhausted. Any sale, distribution or use of stocks of voluntarily cancelled products 
containing an active ingredient for which the Agency has particular risk concerns will be 
determined on case-by-case basis. 

Requests for voluntary cancellation received after the 90 day response period required by 
this Notice will not result in the Agency granting any additional time to sell, distribute, or use 
existing stocks beyond a year from the date the 90 day response was due unless you demonstrate 
to the Agency that you are in full compliance with all Agency requirements, including the 
requirements of this Notice. For example, if you decide to voluntarily cancel your registration six 
months before a 3 year study is scheduled to be submitted, all progress reports and other 
information necessary to establish that you have been conducting the study in an acceptable and 
good faith manner must have been submitted to the Agency, before EPA will consider granting an 
existing stocks provision. 

SECTION V. REGISTRANTS' OBIJGATION TO REPORT POSSffiLE UNREASONABLE 
ADVERSE EFFECTS 

Registrants are reminded that FIFRA section 6(a)(2) states that if at any time after a 
pesticide is registered a registrant has additional factual information regarding unreasonable adverse 
effects on the environment by the pesticide, the registrant shall submit the infonnation to the 
Agency. Registrants must notify the Agency of any factual information they have, from whatever 
source, including but not limited to interim or preliminary results of studies, regarding unreasonable 
adverse effects on man or the environment. This requirement continues as long as the products are 
registered by the Agency. 

SECTION VI. INQUIRIES AND RESPONSES TO THIS NOTICE 

If you have any questions regarding the requirements and procedures established by this 
Notice, call the contact person(s) listed in Attachment A, the Data Call-In Chemical Status Sheet. 
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All responses to this Notice (other than voluntary cancellation requests and generic data 
exemption claims) must include a completed Data Call-In Resoonse Fonn and a completed 
Requirements Status and Registrant's Resoonse Form (Attachment B for generic data and 
Attachment C for product specific data) and any other documents required by this Notice, and 
should be submitted to the contact person(s) identified in Attachment A. If the voluntary 
cancellation or generic data exemption option is chosen, only the Data Call-In Resoonse Form need 
be submitted. 

The Office of Compliance Monitoring (OCM) of the Office of Pesticides and Toxic 
Substances (OPTS), EPA, will be monitoring the data being generated in response to this Notice. 

Attachments 

Sincerely yours, 

;&_~ 
Daniel M. Barolo, 4r 
Special Review and 

Reregistration Division 

A- Data Call-In Chemical Status Sheet 
B- Product-Specific Data Call-In Rewonse Form 
C- ReQuirements Status and Registrant's Response Form for the Product Specific Data 

Call-In 
D- EPA Grouping of End-Use Products for Meeting Acute Toxicology Data 

Reauirements for Reregistration 
E- EPA Acceotance Criteria 
F- List of Registrants Receiving This Notice 
G- Cost Share and Data Compensation Forms and Product Specific Data Report Form 
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DRAFT COPY Page 1 of 1 -
United States Environmental Protection Agency Form Approved 

Washington, D. c. 20460 
OMB No. 2070·0107 

DATA CALL-IN RESPONSE 2070-0057 
l.pproval EKplrel 03·31-96 

INSTRUCTIONS: Please type or print In Ink. Please read carefully the attached Instructions and supply the lnfonnatlon requested on this fonn. 
use additional sheet(a) If necessary. 

1, CC!q)llny name and Address 2. case I and Name 3. Data and Type of DCJ 

SAMPLE COMPANY 3143 Thymol PRODUCT SPECIFIC 
NO STREET ADDRESS 
NO CITY, XX 00000 

4. EPA Product S. I wish to 6. Generic Data 7. Product Specific Data 
Registration canc:e l this 6a. I am cl:~~1~ a Gener1c 1 ~~ I agree to sat sty Gene~~~ ~·· My p~~~~~~ a MUP and ~. My product, ~ ~ an EUP and 

prO!kJct regis· Data Exarptlon because 1 Data requirements as Indicated I agree to aatfsfy the KIP I agree to satisfy the EUP 
tratlon volun· obtain the active ingredient on the attached form entitled requl rements on the attached requirements on the attached 
tartly. from the source EPA regis- '"Requirements status and fom entItled "Requirements foNJI entitled ''Requirements 

tratlon nurber l fated below. Registrant's Response." Status and Registrant's Status and Registrant's 
Response." Response." 

NNNNNN-NNNNN N.A. N.A. 

8. Certification 9. Date 
I certffy that the statements made on this form and aU attachments are true, accurate, and c~lete. 
1 acknowledge that any knowingly false or 111isleadlng statement may be punishable by fine, l~isorment 
or both U"lder appll cable law. 

Signature and Title of Coq>any•s Authorized Representative 

10. Name of Company Contact 11. Phone N!.llber 

-- ---- --- -- --
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United States Environmental Protection Agency 
Washington, D. C. 20460 

REQUIREIIENTS STATUS AND REGISTRANT'S RESPONSE 

1. CClllpany name and Address 
SAMPLE COMPANY 
NO STREET ADDRESS 
NO CITY, XX 00000 

4. Guideline 
Requirement 

'"""'' 
5. Study Title 

2. Case • and Name 
3143 Thymol 

EPA Reg. No. NNNNNN-NNNNN 

Progress 6. Use 
Reports Pattern 

2 I 3 

1 certify that the statements made on this fom and aU attachments are true, acctJrate, and conplete. 
1 acknowledge that any knowfntlY false or llllaleedlng stateftlllnt may be punishable by fine, l~laoment 
or both U'lder applicable taw. 

of Corrpany Contact 

form Approved 

OMB No, 2070-0107 
2070-0057 

Approval ExpfrH 03-31·96 

'" 

7, Test 
Slbatance 

3. Date and T-ype of DCI 
PRODUCT SPECIFIC 
ID# NNNNNN-RD-NNNN 

a. Tt~~e ,,.,. 9. Registrant 
Response 
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United states Environmental Protection Agency 
Washington, D. C. 20460 

REQUIREMEHTS STATUS AND REGISTRANT'S RESPONSE 

1 • tonplny name and Address 

SAMPLE COMPANY 
NO STREET ADDRESS 
NO CITY, XX 00000 

4. Guideline 
lequlremant ....... 

5. Study Title 

certification 

2. case t and N11111 

3143 Thymol 

EPA Req. No. NNNNNN-NNNNN 

Progreas 6. Usa 
J R;:_rt~ I Pattern 

2 of 3 

Fonn Approved 

OMB No. 2070·0107 
2070-0057 

Approval Expires 03·31·96 

on 

7. Test 
Substance 

3. Date and l'!l* of DCI 
PRODUCT SPECIFIC 
ID# NNNNNN-RD-NNNN 

a. Time ..... 9. Rqfatrant 
Response 
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United States Environmenta1 Protection Agency 

Washington, D. c. 20460 

REQUXREIIEHTS STATUS AND REGISTRANT'S RESPONSE 

1. Conpny name and Address 
SAMPLE COMPANY 
NO STREET ADDRESS 
NO CITY, XX 00000 

4. Gut del fne 
Rec,.~l rement ,_, 

5. Study Title 

to Indicate certification as 
(full text of certification is on page one). 

on .... 

z. case I end Name 
3143 Thymol 

EPA Reg. No. NNNNNN-NNNNH 

Progress 6. Use 
Reports Pattann 

on 

7. Test 
Substance 

3 of 3 

Form Approved 

OHB No. 2070·0107 
2070-0057 

Approval Exptres 03·31·96 

3. Date end Type of DCI 

PRODUCT SPECIFIC 
ID# NNNNNN-RD-NNNH 

8. Time ,, ... 9. Registrant 
Response 
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United States Environmental Protection Aqency 
Washington, D. C. 20460 

FOOTNOTES AND KEY DEFINATIONS FOR GUIDELINE REQUIREKEIITS 

Case # and Name: 3143 Thymol 

Page 1 of 2 

K:ey: MP • manufacturing-use product; EP c end•u .. product; p1"0VIdecl forn~lators purchase their active lngredtent(s) from a registered source, they need not sl.bntt or cite 
data pertaining to the purchased product. [NOTE: If a product is a 100 percent repackage of another registered proWct that Ia purchased, and any use for the product does 
not dtffer from those of the purchued ar.l registered source, useNJ are not aubject to any data requirements Identified In the tables.]; TEP • typical end-use product; 
TGAI "' technical grade of th& active Ingredient; PAl • "pure'! acttve Ingredient; PAIRA c "pure" active ingredient, radiolabeled. 
Use Cetegortes ICey: 

A • Terrestrial food crop B • Terrestrial food fuel crop 
G • AqUatic: rKHlfood residential 
L • Indaor food 

C • Terrestrial nonfood crop 
N Greenhouse food crop 

D • Aquatic food crop E • AqJatlc nonfood outdoor 
J • Forestry F · Aquatic nonfood Industrial 

K - Residential outck>or M Indoor nonfood 
I Greenhouse nonfood crop 
N Indoor Medical 0 · Indoor residential 

FOOtnotes: [The following notes are referenced In c::olurr. two (5. Study Tttle) of the REQUIREMENTS STATUS AND REGISTRANT'S RESPotiSE form.) 

Prod a. - Ret~~lar Ch•fcal 

2 

3 

4 

5 
9 

10 , 
12 
13 
15 
50 

Requirements pertaining to prod.Jc:t ldentfty, C::oqJO&ftlon, analysis, end c::artfflcation of Ingredients are detailed further in the following sections: ""158.155 for 
product Identity and c~ftfon (61·1); ""158.160, 158.162, and 158.165 for description of starting materials and manufacturing process (61·Z); ""158.167 for 
discussion of fonnatlon of lqJUrfties (61·3); *158.170 for prel1111inery analysis (6Z·1); *158.175 for certification of limits (62·Z); and •158.180 for enforcement 
analytical methods (62·3). , 
A scheflll!ltlc diagram and/or brief description of the production process will suffice If the peatlclde Is not already under full scale production end an experhnentel 
use permit Ia being sought. 
If the pesticide Is not already l.llder full scale production end an experimental use pennlt Is sought, a discussion of unintentional Ingredients shalt be submitted to 
the extent this Information Is available. 
To s14'P0rt registration of an MP or EP, whether produced by an intqrated system or not, the technical grade of Active Ingredient n.Jst be analyzed. If tile technical 
grade of Active Ingredient c::IM'Vlllt be isolated, a statmant of cotpOsitlon of tile practical equivalent of the technical grade of Active Ingredient IIUSt be slbnltted. 
Data on EPs or MPs will be requl red on a case·by·c::sse basis. 
Certtfled limits are not required for Inert ingredients In products proposed for experimental use. 
Required If test substances are dispersible witll water, 
Required If product contains an o11fdizing or red.Jc:ing agent. 
Required If product contains cOIIIbustible l fquids. 
Required If product Is potentially explosive. 
RII!Jlired If product is a \tquld. 
Required if end-use product is liquid anclls to be used around electrical equipment. 
Not required for vertebrate repellent products (EPA Reg. Nos. 11715•211 and 45735·2). 

Acute Toxic: - Rep.dar Chellical 

1 Not required if test material Is 1 gas or highly volatile. 
2 Not required if test material It corrosive to skin or lias pN less than 2 or greater than 11.5: such a product will be classified as Toxicity Category I on tile basis 

of potential eye and dermal Irritation effects. 
3 Required If the product consists of, or under conditions of use vlll result In, an inhatable ll'lllteriat (e. g., gas, volatile substances, or ••rosot/partlculat•). 
4 Required unless repeated dermal exposure does not occur under conditions of use. 

37 Testing of the EP dilution Is required If It c11n be reasonably anticipated that the results of such testing may meet the criteria for restrictloo to use by certified 
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United States Environmental Protection Agency 
Washington, D. c. 20460 

FOOTNOTES AND KEY DEFINATIONS FOR GUIDELINE REQUIREMENTS 

case # and Name: 3143 Thymol 

appltcators specified In 40 CFR 152.170(b) or the criteria for Initiation of special review specified in 40 CFR 154,7 (a)(1). 

Efffc:ecy - Antl•lcrcbfal Aeent 

1 Efficacy data for antimicrobial agents tht claftn to control pest mfcroorgsnfsiiiS that may pose a threat to h~~n~~n nt.ISt be slbnttted, 

Page 2 of 2 

2 tccr.,aratlve product performance data are re<:f,lfrecl to be developed and maintained In the registrant's file ar-d nt.ISt be submitted to the Agency on a case-by-case basis 
for risk/benefit analyses such as for public Interest findings and cases of special review, 

Efficacy - Vertebrate Control Agents 

50 Due to questions concerning the effectiveness of vertebrate animal repellents and the suitability of label directions for such products, registrants of vertebrate 
peatlcfdes containing Thymol rrust Indicate the studies upon which the claims made for their products are based. Such studies tn EPA's data base may be cited by MRID 
nulber or accession nurber. Studies not In EPA's data base nust be subnitted in the appropriate fol'lllat. If no efficacy data are available to substantilte the 
claiiiiS Made for their products, registrants flllllt eomnft to generate such data, delete the relevant claims, or request volr..ltary cancellation of their registrations. 

51 Efficacy data are needed to support the following claiMS made for this product, EPA Reg. No. 45735·2: protection of ornamental trees and shrubs from damage by deer 
and beavers; protection of flowers fr011danage by deer; protection of seeds and bulbs from cons~tfon or damage by representative types of tree squirrels (e.g., 
Sclurus spp.) and representative grsnivorous birds (e.g., house sparrows, house finches, horned larks, Icterfd blackbirdS, etc.); protection of garbage from 
disturbance by dogs, cats, Norway rats, house mice; and protection of poles, fences, outdoor furniture, ate. from dogs, Norway rats, house mice, and tree squirrels 
{Sclurus spp.). Any additional claims aought {e.g., protection of poles and aiding frOIA damage by woodpeckers) nJSt be supported by adequate product perfon~~~~nce 
data before they can be added to the label. 

52 Registrants who choose to develop efficacy data to maintain their registrations are strongly advised to subfllft protocols for their propoaecl studies. These protocols 
should be slilnlfttecl u soon as possible as the need to run new studies does not eKtend the *ll·months" deadline for submitting or citing efficacy data. Applicable 
sections of the Guldeltnes and approprhte apeclaltsts within the Office of Pesticide Programs should be consul ted In developing test protocols. For guidance In 
developing protocols for efficacy tests of vertebrate contl"'ol agents, contact Or. William W. Jacobs at 703-305-6406. 
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CHENITCALSTATUSSHEET 
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TIIYMOL: DATA CALL-IN CHEMICAL STATUS SHEET 

INTRODUCTION 

You have been sent this Product Specific Data Call-In Notice because you have product(s) 
containing thymol. 

This Pro<iuct Specific Data Call-In Chemical Status Sheet, contains an overview of data 
required by this notice, and point of contact for inquiries pertaining to the reregistration of thymol. 
This attachment is to be used in conjunction with (1) the Product Specific Data Call-In Notice, (2) 
the Product Specific Data Call-In Response Fonn (Attachment B), (3) the Requirements Status and 
Registrant's Form (Attachment C), (4) EPA's Grouping of End-Use Products for Meeting Acute 
Toxicology Data Requirement (Attachment D), (5) the EPA Acceptance Criteria (Attachment E), 
(6) a list of registrants receiving this DCI (Attachment F) and (7) the Cost Share and Data 
Compensation Fonns in replying to this thymol Product Specific Data Call-In (Attachment G). 
Instructions and guidance accompany each form. 

DATA REQUIRED BY TillS NOTICE 

The additional data requirements needed to complete the database for thymol are contained 
in the Requirements Status and Registrant's Response, Attachment C. The Agency has concluded 
that additional data on thymol are needed for specific products. These data are required to be 
submitted to the Agency within the time frame listed. These data are needed to fully complete the 
reregistration of all eligible thymol products. 

INQUIRIES AND RESPONSES TO TillS NOTICE 

If you have any questions regarding the generic database of thymol, please contact Kathleen 
Depukat at (703) 308-8587. 

If you have any questions regarding the product specific data requirements and procedures 
established by this Notice, please contact Frank Rubis at (703) 308-8184. 

to: 
All responses to this Notice for the Prodnct Specific data requirement should be submitted 

Frank Rubis 
Planning and Reregistration Branch (H7508W) 
Special Review and Reregistration Division 
Office of Pesticide Programs 
401 M Street, S.W. 
U.S. Environmental Protection Agency 
Washington, D.C. 20460 

RE:THYMOL 
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ATfACHMENT B 

PRODUCT SPECIFIC DATA CALL-IN RESPONSE FORMS (Form A) 
PLUS INSTRUCTIONS 
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INSTRUCTIONS FOR COMPLETING 1HE "DATA CALL-IN RESPONSE" FORM FOR 
PRODUCT SPECIFIC DATA 

Item 1-4. Aheady completed by EPA. 

Item 5. If you wish to voluntarily cancel your product, answer "yes". If you choose this 
option, you will not have to provide the data required by the Data Call-In Notice and 
you will not have to complete any other forms. Further sale and distribution of your 
product after the effective date of cancellation must be in accordance with the 
Existiug Stocks provision of the Data Call-In Notice (Section IV-C). 

Item 6. Not applicable since this form calls in product specific data only. However, if your 
product is identical to another product and you qualify for a data exemption, you 
must respond with "yes" to Item 7a (MUP) or 7B (EUP) on this form, provide the 
EPA reregistration numbers of your source (s); you would not complete the 
requirements status and registrant's response" form. Examples of such products 
include repackaged products and Special Local Needs (Section 24c) products which 
are identical to federally registered products. 

Item 7a. For each manufacturing use product (MUP) for which you wish to maintain 
registration, you must agree to satisfy the data requirements by responding "yes." 

Item 7h. For each end use product (EUP) for which you wish to maintain registration, you 
must agree to satisfy the data requirements by responding "yes." if you are 
requesting a data waiver, answer "yes" here; in addition, on the "Requirements 
Status and Registrant's Response" form under Item 9, you must respond with option 
7 (Waiver Request) for each study for which you are requestiug a waiver. See item 
6 with regard to identical products and data exemptions. 

Items 8-11. Self-explanatory. 

Note: You may provide additional information that does not fit on this form in a signed 
letter that accompanies this form. For example, you may wish to report that your product 
has already been transferred to another that you have already voluntarily cancelled this 
product. For these cases, please supply all relevant details so that EPA can ensure that its 
records are correct. 
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ATIACHMENT C 

PRODUCTSPECllnCREQ~NTSTATUSAND 
REGISTRANT'S RESPONSE 

FORMS (Form B) PLUS INSTRUCTIONS 
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INSTRUCTIONS FOR COMPLETING THE "REQUIREMENTS STATUS AND 
REGISTRANT'S RESPONSE" FORM FOR PRODUCT SPECIFIC DATA 

Item 1-3. 

Item 4. 

Item 5. 

Item 6. 

Item 7. 

Item 8. 

Item 9. 

Completed by EPA. Note the unique identifier number assigned by EPA in item 3. 
This number must be used in the transmittal document for any data submissions in 
response to this Data Call-In Notice. 

Tbe guidelines reference numbers of studies required to support the product's 
continued registration are identified. These guidelines, in addition to the 
requirements specified in the Notice, govern the conduct of the required studies. 
Note that series 61 and 62 in product chemistry are now listed under 40 CFR 
158.155 through 158.180, Subpart c. 

Tbe study title associated with the guideline reference number is identified. 

The use patters (s) of the pesticide associated with the product specific requirements 
is (are) identified. For most product specific data requirements, all use patterns are 
covered by the data requirements. In the case of efficacy data, the required studies 
only pertain to products which have the use sites and/ or pests indicated. 

The substance to be tested is identified by EPA. For product specific data, the 
product as formulated for sale and distribution is the test substance, except in rare 
cases. 

The due date for submission of each study is identified. It is normally based on 8 
months after issuance of the Reregistration Eligibility Documents unless EPA 
determines that a longer time period is necessary. 

Enter Only one of the following response codes for each data requirement to show 
how you intend to comply with the data requirements listed in this table. Fuller 
descriptions of each option are contained in the Data Call-In Notice. 

I. I will generate and submit data by the specified due date (Developing Data). 
By indicating that I have chosen this option, I certify that I will comply with all the 
requirements pertaining to the conditions for submittal of this study as outlined in 
the Data Call-In Notice. 

2. I have entered into an agreement with one or more registrants to develop data 
jointly (Cost Sharing). I am submitting a copy of this agreement. I understand that 
this option is available on for acute toxicity or certain efficacy data and only if EPA 
indicates in an attachment to this notice that my product is similar. Enough to 
another product to qualify for this option. I certify that another party in the 
agreement is committing to submit or provide the required data; if the required study 
is not submitted on time, my product my be subject to suspension. 

3. I have made offers to share in the cost to develop data (Offers to Cost Share). 
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I understand that thls option is available only for acute toxicity or certain efficacy 
data and only if EPA indicates in an attachment to this Data Call-In Notice that my 
product is similar enough to another product to qualify for thls option. I am 
submitting evidence that I have made an offer to another registrant (who has an 
obligation to submit data) to share in the cost of that data. I am also submitting a 
completed " Certification of offer to Cost Share in the Development Data" form. 
I am including a copy of my offer and proof of the other registrant's receipt of that 
offer. I am identifying the party whlch is committing to submit or provide the 
require data; if the required study is not submitted on time, my product may be 
subject to suspension. I understand that other terms under Option 3 in the Data 
Call-In Notice (Section ill-C.l.) apply as well. 

4. By the specified due date, I will submit an existing study that has not been 
submitted previously to the Agency by anyone (submitting an Existing Study). I 
certify that thls study will meet all the requirements for submittal of existing data 
outlined in option 4 in the Data Call-In Notice (Section ill-C.!.) and will meet the 
attached acceptance criteria (for acute toxicity and product chemistry data). I will 
attach the needed suppotting information along with thls response. I also certify that 
I have determined that thls study will fill the data requirement for whlch I have 
indicated thls choice. 

5. By the specified due date, I will submit or cite data to upgrade a study 
classified by the Agency as partially acceptable aod upgrade (upgrading a study). 
I will submit evidence of the Agency's review indicating that the study may be 
upgraded and what information is required to do so. I will provide the MRID or 
Accession number of the study at the due date. I understand that the conditions for 
thls Option outlitted Option 5 in the Data Call-In Notice (Section ill-C.l.) apply. 

6. By the specified due date, I will cite ao existing study that the Agency has 
classified as acceptable or ao existing study that has been submitted but not reviewed 
by the Agency (Citing an Existing Study). If I am citing another registrant's study, 
I understand that thls option is available only for acute toxicity or certain efficacy 
data and only if the cited study was conducted on my product, an identical product 
or a product which EPA has "grouped" with one or more other products for 
purposes of depending on the same data. I may also choose thls option if I am citing 
my own data. In either case, I will provide the MRID or Accession number (s) 
number (s) for the cited data on a "Product Specific Data Report" form or in a 
similar fonnat. If I cite another registratrant's data, I will submit a completed 

"Certification With Respect To Data Compensation Requirements" form. 

7. I request a waiver for thls study because it is inappropriate for my product 
(Waiver Request). I am attaching a complete justification for thls request, including 
technical reasons, data aod references to relevant EPA regulations, guidelines or 
policies. [Note: any supplemental data must be submitted in the format required by 
P.R. Notice 86-5]. I understand that thls is my only opportunity to state the reasons 
or provide information in support of my request. If the Agency approves my waiver 
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request, I will not be require to supply the data pursuant to Section 3(c) (2) (B) of 
FIFRA. If the Agency denies my waiver request, I must choose a method of 
meeting the data requirements of this Notice by the due date stated by this Notice. 
In this case, I must, within 30 days of my receipt of the Agency's written decision, 
subntit a revised "Requirements Status chosen. I also understand that the deadline 
for submission of data as specified by the original data cal-io notice will not change. 

Items 10-13. Self-explanatory. 

NOTE: You may provide additional ioformation that does not fit on this form io a signed 
letter that accompanies this form. For example, you may wish to report that your product has 
already been transferred to another company or that you have already voluntarily cancelled this 
product. For these cases, please supply all relevant details so that EPA can ensure that its records 
are correct. 
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ATIACHMENT D 

EPA GROUPING OF END-USE PRODUCTS FOR MEETING 
DATA REQUIREMENTS FOR REREGISTRATION 
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EPA'S DECISION NOT TO BATCH END-USE PRODUCTS CONTAINING THYMOL 
FOR PURPOSES OF MEETING ACUTE TOXICITY DATA REQUIREMENTS FOR 
REREGISTRATION 

In an effort to reduce the time, resources and number of animals needed to fulfill the 
acute toxicity data requirements for reregistration of products containing the active ingredient 
thymol, the Agency considered hatching products. This process iuvolves groupiug similar 
products for purposes of acute toxicity. Factors considered in the sorting process include each 
product's active and iuert iugredients (identity, percent composition and biological activity), type 
of formulation (e.g., emulsi:flable concentrate, aerosol, wettable powder, granular, etc.), and 
labeliug (e.g., signal word, use classification, precautionary Iabeliug, etc.). 

However, batching of products contaiuiug thymol was not possible after consideriug the 
available iuformation described above. Table I lists all the end-use products contaiuiug thymol. 
These products were either considered not to be similar for purposes of acute toxicity or the 
Agency lacked sufficient iuformation for decision makiug purposes. Registrants of these 
products are responsible for meeting the acute toxicity data requirements for each product. 

Registrants must generate all the required acute toxicological studies for each of their 
products. If a registrant chooses to rely upon previously submitted acute toxicity data, he/she 
may do so provided that the data base is complete and valid by today's standards (see acceptance 
criteria attached), the formulation tested is considered by EPA to be similar for acute toxicity, 
and the formulation has not been significantly altered since submission and acceptance of the 
acute toxicity data. Regardless of whether new data is generated or existing data is cited, the 
registrant must clearly identify the material tested by its EPA registration number. 

In deciding how to meet the product specific data requirements, registrants must follow the 
directions given iu the Data Call-In Notice and its attachments appended to the RED. The DCI 
Notice contains two response fonns which are to be completed and submitted to the Agency 
withiu 90 days of receipt. The first form, "Data Call-In Response," asks whether the registrant 
will meet the data requirements for each product. The second form, "Requirements Status and 
Registrant's Response," lists the product specific data required for each product, iucluding the 
standard six acute toxicity tests. A registrant must select one of the following options: 
Developiug Data (Option 1), Submitting an Existing Study (Option 4), Upgrading an Existing 
Study (Option 5) or Citing an Existing Study (Option 6). Siuce the end-use products contaiuiug 
thymol could not be hatched, registrants cannot choose from the remaining options: Cost 
sharing (Option 2) or Offers to Cost Share (Option 3). 

Table I End-Use Products Contaiuiug Thymol 
EPA REG. NO. % of Thyn10l & Formulation Type 

Other Acti.ve Ingredienl3 

11715-211 1.300 aerowl 
0.065 Bitrex 

34810-18 13.00 liquid 

34810-19 7.00 liquid 
7.00 Ortho-phenyl phenol 

34810-22 0.027 liquid 

0.027 Ortho-phenyl phenol 

45735-2 0.035 liquid 
0.065 Benzyldiethyl [(2,6-Xylycarbomyl)methyl] 

ammonium saccharide 
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ATIACHMENT E 

EPA ACCEPTANCE CRITERIA 
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Guideline 

Series 61 
Series 62 
Series 63 

SUBDIVISION D 

Study Title 

Product Identity and Composition 
Analysis and Certification of Product Ingredients 
Physical and Chemical Characteristics 
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61 Product Identity and Composition 

ACCEPTANCE CRITERIA 

Does your study meet the following acceptance criteria? 

I. Name of technical material tested (include product name and trade name, if 
appropriate). 

2.__ Name, nominal concentration, and certified limits (upper and lower) for each active 
ingredient and each intentionally-added inert ingredient. 

3. Name and upper certified limit for each impurity or each group of impurities present 
at 2. 0.1% by weight and for certain toxicologically significant impurities (e.g., 
dioxins, nitrosamines) present at < 0.1%. 

4. Pu1p0se of each active ingredient and each intentionally-added inert. 

5. Chemical name from Chemical Abstracts index of Nomenclature and Chemical 
Abstracts Service (CAS) Registry Number for each active ingredient and, if available, 
for each intentionally-added inert. 

6.__ Molecular, structural, and empirical formulas, molecular weight or weight range, and 
any company assigned experimental or internal code numbers for each active 
ingredient. 

7. Description of each begimting material in the manufacturing process. 
__ EPA Registration Number if registered; for other begimting materials, the 

following: 
__ Name and address of manufacturer or supplier. 
__ Brand name, trade name or commercial designation. 
__ Technical specifications or data sheets by which manufacturer or supplier 

describes composition, properties or toxicity. 
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&. __ Description of manufacturing process. 
__ Statement of whether batch or continuous process. 
__ Relative amounts of beginning materials and order in which they are added. 
__ Description of equipment. 
__ Description of physical conditions (temperature, pressure, huntidity) controlled 

in each step and the parameters that are maintained. 
__ Statement of whether process involves intended chentical reactions. 
__ Flow chart with chemical equations for each intended chemical reaction. 
__ Duration of each step of process. 
__ Description of purification procedures. 
__ Description of measures taken to assure quality of final product. 

9. Discussion of formation of impurities based on established chemical theory addressing 
(1) each impurity which may be present at L 0.1% or was found at L 0.1% by 
product analyses and (2) certain toxicologically significant impurities (see #3). 
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62 Analysis and Certification of Product Ingredients 

ACCEPTANCE CRITERIA 

The following criteria apply to the technical grade of the active ingredient being reregistered. 
Use a table to present the information in items 6, 7, and 8. 

Does your study meet the following acceptance criteria? 

I. 

2. 
3. 

4. 

5. 

6. 

7. 

8. 

9. 

10. 

Five or more representative samples (batches in case of batch 
process) analyzed for each active ingredient and all impurities 
present at 2. 0.1%. 
Degree of accountability or closure 2_ £a 98%. 
Analyses conducted for certain trace toxic impurities at lower than 
0.1% (examples, nitrosantines in the case of products containing 
dinitroanilines or containing secondary or tertiary 
amines/alkanolamines plus nitrites; polyhalogenated 
dibenzodioxins and dibenzofurans). [Note that in the case of 
nitrosamines both fresh and stored samples must be analyzed.]. 
Complete and detailed description of each step in analytical method 
used to analyze above samples. 
Statement of precision and accuracy of analytical method used to 
analyze above samples. 
Identities and quantities (includiog mean and standard deviation) 
provided for each analyzed ingredient. 
Upper and lower certified limits proposed for each active 
ingredient and intentionally added inert along with explanation of 
how the limits were determined. 
Upper certified limit proposed for each impurity present at 2_ 

0 .I % and for certain toxicologically significant impurities at 
< 0.1% along with explanation of how limit determined. 
Analytical methods to verify certified limits of each active 
ingredient and impurities (latter not required if exempt from 
requirement of tolerance or if generally recognized as safe by 
FDA) are fully described. 
Analytical methods (as discussed in #9) to verify certified limits 
validated as to their precision and accuracy. 
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63 Physical and Chemical Characteristics 

ACCEPTANCE CRITERIA 

The following criteria apply to the technical grade of the active ingredient being reregistered. 

Does your study meet the following acceptance criteria? 

63-2 Color 
__ Verbal description of coloration (or lack of it) 
__ Any intentional coloration also reported in terms of Munsell color system 

63-3 Physical State 
__ Verbal description of physical state provided using tenns such as "solid, granular, 

volatile liquid" 
__ Based on visual ingpection at about 20-25' C 

63-4 Odor 
__ Verbal description of odor (or lack of it) using terms such as "garlic-like, characteristic 

of aromatic compounds" 
__ Observed at room temperature 

63-5 Melting Point 
Reported in 'C 

__ Any observed decomposition reported 

63-6 Boiling Point 
__ Reported in 'C 
__ Pressure under which B.P. measured reported 
__ Any observed decompositinn reported 

63-7 Density, Bulk Density, Specific Gravity 
Measured at about 20-25' C 

__ Density of technical grade active ingredient reported in g/ml or the specific gravity of 
liquids reported with reference to water at 20' C. [Note: Bulk density of registered 
products may be reported in lbs/ft' or lbs/gallon.] 

63-8 Solubility 
__ Determined in distilled water and representative polar and non-polar solvents, including 

those used in formulations and analytical methods for the pesticide 
Measured at about 20-25' C 

__ Reported in g/100 ml (other units like ppm acceptable if sparingly soluble) 
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63-9 Vapor Pressure 
Measured at 25 o C (or calculated by extrapolation from measurements made at higher 
temperature if pressure too low to measure at 25 o C) 
Experimental procedure described 

__ Reported in mm Hg (torr) or other conventional utrits 

63-10 Dissociation Constant 
__ Experimental method described 

Temperature of measurement specified (preferably about 
20-25°C) 

63-11 Octanollwater Partition Coefficient 
Measured at abnut 20-25 o C 
Experimentally determined and description of procedure provided (preferred method-45 
Fed. Register 77350) 
Data supporting reported value provided 

63-12 pH 
Measured at abnut 20-25° C 

__ Measured following dilution or dispersion in distilled water 

63-13 Stability 
__ Sensitivity tn metal ions and metal determined 

Stability at normal and elevated temperatures 
__ Sensitivity to sunlight determined 
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Guideline 

81-1 
81-2 
81-3 
81-4 
81-5 
81-6 

SUBDIVISION F 

Study Title 

Acute Oral Toxicity in the Rat 
Acute Dermal Toxicity in the Rat, Rabbit or Guinea Pig 
Acute Inhalation Toxicity in the Rat 
Primary Eye Irritation in the Rabbit 
Primary Dermal Irritation Study 
Dermal Sensitization in the Guinea Pig 
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81-1 Acute Oral Toxicity in the Rat 

ACCEPTANCE CRITERIA 

Does your study meet the following acceptance criteria? 

1. __ Identify material tested (technical, end-use product, etc). 
2. __ At least 5 young adult rats/sex/group. 
3. __ Dosing, single oral may be administered over 24 hrs. 
4.' Vehicle control if other than water. 
5. __ Doses tested, sufficient to determine a toxicity category or a limit dose (5000 

mg/kg). 
6. __ Individual observations at least once a day. 
7. __ Observation period to last at least 14 days, or until all test animals appear normal 

whichever is longer. 
8 . __ Individual daily observations. 
9. __ lndividual body weights. 

10. __ Gross necropsy on all animals. 

Criteria marked with an • are supplemental and may not be required for every 5tudy. 
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81-2 Acute Dermal toxicity in the Rat, Rabbit or Guinea Pig 

ACCEPTANCE CRITERIA 

Does your study meet the following acceptance criteria? 

1. __ Identify material tested (technical, end-use product, etc). 
2. __ At least 5 animals/ sex/ group. 
3._: __ Rats 200-300 gm, rabbits 2.0-3.0 kg or guinea pigs 350-450 gm. 
4. Dosing, single dermal. 
5. __ Dosing duration at least 24 hours. 
6._: __ Vehicle control, only if toxicity of vehicle is unknown. 
7. __ Doses tested, sufficient to determine a toxicity category or a limit dose (2000 mg/kg). 
8. Application site clipped or shaved at least 24 hours before dosing. 
9 . __ Application site at least I 0% of body surface area. 

10. Application site covered with a porous nonirritating cover to retain test material and 
to prevent ingestion. 

II. __ Individual observations at least once a day. 
12. __ Observation period to last at least 14 days. 
13. __ Individual body weights. 
14. __ Gross necropsy on all animals. 

Criteria marked with an * are supplemental and may not be required for every srudy. 
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81-3 Acute Inhalation Toxicity in the Rat 

ACCEPTANCE CRITERIA 

Does your srudy meet the following acceptance criteria? 

1. 
2. 

3. 
4. 
5. 

6. 
7. 
8. 
9. 

10. 

11. 
12. 
13. 
14. 

Identify material tested (technical, end-use product, etc). 
Product is a gas, a solid which may produce a significant vapor hazard based on 
toxicity and expected use or contaios particles of inhalable size for man 
(aerodynamic diameter 15 I'm or less). 
At least 5 young adult rats/sex/group. 
Dosing, at least 4 hours by inhalation. 
Chamber air flow dynamic, at least 10 air changes/hour, at least 19% oxygen 
content. 
Chamber temperature, 22• C (±2"), relative humidity 40-60%. 
Monitor rate of air flow. 
Monitor actual concentrations of test material in breathing zone. 
Monitor aerodynamic particle size for aerosols. 
Doses tested, sufficient to determine a toxicity category or a limit dose (5 mg/L 
actual concentration of respirable substance). 
Individual observations at least once a day. 
Observation period to last at least 14 days. 
Individual body weights. 
Gross necropsy on all animals. 
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81-4 Primary Eye Irritation in the Rabbit 

ACCEPTANCE CRITERIA 

Does your study meet the following acceptance criteria? 

I. 
2. 

3. 
4. 
5. 

6. 
7. 
8. 

9 . .:':_ 

Identify material tested (technical, end-use product, etc). 
Study not required if material is corrosive, causes severe dermal irritation or has 
a pH of _:;;_2 or 2)1.5. 
6 adult rabbits. 
Dosing, instillation into the conjunctival sac of one eye per animal. 
Dose, 0.1 ml if a liquid; 0.1 ml or not more than 100 mg if a solid, paste or 
particulate substance. 
Solid or granular test material ground to a fine dust. 
Eyes not washed for at least 24 hours. 
Eyes examined and graded for irritation before dosing and at 1, 24, 48 and 72 hr, 
then daily until eyes are normal or 21 days (whichever is shorter). 
Individual daily observations. 

Criteria marked with an • are supplemental and may not be required for every study. 
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81-5 Primary Dermal Irritation Study 

ACCEPTANCE CRITERIA 

Does your study meet the following acceptance criteria? 

1. 
2. 
3. 
4. 
5._ 
6. 
7. 
8. 
9. 
10._ 

11.~_ 

Identify material tested (technical, end-use product, etc). 
Study not required if material is corrosive or has a pH of .::;_2 or 211.5. 
6 adult animals. 
Dosing, single dermal. 
Dosing duration 4 hours. 
Application site shaved or clipped at least 24 hours prior to dosing. 
Application site approximately 6 em'. 
Application site covered with a gauze patch held in place with nmrirritating tape. 
Material removed, washed with water, without trauma to application site. 
Application site examined and graded for irritation at 1, 24, 48 and 72 hr, then 
daily until nonnal or 14 days (whichever is shorter). 
Individual daily observations. 

Criteria marked with an* are supplemental and may not be required for every study. 
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81-6 Dermal Sensitization in the Guinea Pig 

ACCEPTANCE CRITERIA 

Does your study meet the following acceptance criteria? 

1. Identify material tested (technical, end-use product, etc). 
2. Study not required if material is corrosive or has a pH of ~2 or 211.5. 
3. One of the following methods is utilized: 

__ Freund's complete adjuvant test 
__ Guinea pig maximization test 
__ Split adjuvant technique 

4. 
5.~_ 

6. 
7. 

Buehler test 
__ Open epicutaneous test 
__ Mauer optimization test 
__ Footpad technique in guinea pig. 
Complete description of test. 
Reference for test. 
Test followed essentially as described in reference document. 
Positive control included (may provide historical data conducted 
months). 

Criteria marked with an * are supplemental and may not be requited for every study. 
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ATIACHMENT F 

LIST OF ALL REGISTRANTS SENT TillS DATA CALL-IN 
NOTICE 
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ATIACHMENT G 

COST SHARE AND DATA COMPENSATION FORMS 
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I United States Environmental Protection Agency Fcmn Approved 

ft J:PA Washington, DC 20460 
..... , CERTIFICATION OF OFFER TO COST OMB No. 2070-G106 

' ... SHARE IN THE DEVELOPMENT OF DATA Approval Es:plres 12-31·12 

PubriC reporting burden lor this coDectlon of inlonnation Is estimated to average 15 minutes per response,lnclucfmg 
time lor reviewing instructior .. ;, searching existing data sources, gathering and maintaining the data needed, and 
completing and reviewing the collection of inlonnation. Send comments regarding the burden estimate or any other 
aspect of this collection of '.1fonnation,lr~eluding suggestions for reducing this burden, to Chief, lnlormauon PoDcy 
Branch, PM-223, U.S. En>·ironmental Protection Agency, 401 M St, S.W., Washington, DC 20460; and to the Office 
of Management and Bu~at, PapeiWOrk Reduction Project (207Q-0106), Washington, DC 20503. 

Please flU In blanks below. 

Company Nalme Company Number 

Chemical Name EPA Chemical Number 

I Certify that: 

My company is willing to develop and submn the data required by EPA under the authority of the Federal 
Insecticide, Fungicide and Rodenticide Act (FIFRA}, if necessary. However, my company would prefer to 
enter into an agreement with one or more registranls to develop jointly or share in the cost of developing 
data. 

My firm has offered in writing to enter into such an agreement. That offer was irrevocable and Included an 
ofier to be bound by arbitration decision under section 3(c}(2)(B}(iii} of FIFRA if final agreement on all 
terms could not be reached otherwise. This offer was made to the following firm(s} on the following 
date(s}: 

Name of Flrm(l) Date of Offer 

Certificatjgn• 

I certify that I am duly authorized to represent the co~ named above, and thai the statements thai I have made on 
this form and all attachments therein are true. accurate, and complete. f acknowledge that any knowingly false or 
misleading statement may be punishable by fine or Imprisonment or both under applicable law. 

Signature of Company'a Authorized Repreaentldve Dale 

Name and nue (PI•••• TfP• or Print) 

EPA Form 1570-32 



United States Environmental Protection Agency Fona Approved 

ft EPA Washington, DC 20460 OUI No. ID70o0101 
~ CERTIFICATION WITH RESPECT TO 
~1 DATA COMPENSATION REQUIREMENTS Appronl Ezplrn 12-11•2 

Public reporting burden for thiS collection of Information Is estimated to """"'ge 15 mlnules per response,lnc:luding 
time lor reviewing Instructions, searching existing data sources, gathering and malnlalning the data needed, and 
coJ'11'1etlng and reviewing the collection ollnlormation. Sand convnents regarding the burden estimate or lt'lf other 

' 

aspect of thiS collection ollnlormatlon, lnckldlng suggestions for recluelng thiS burden, to Chlel, Information Polley 
Branch. PM-223, U.S. Environmental Protection Agency, 401 M. St., S.W .. Washington, DC .20460; and to the Olfoce 
Of Management and Budget, Paperwolk Reduction Ploject (207D-0106), Washington, DC 20503. 

Please ftll In blanks IINI._. 

C:O.,anr....,. ComponJ Nu.,..r 

Chealcel ..... EPACIIoaoloal-'* 
. 

I Ce!llfy tllal: 

,_ For •·'ch study clled In support of reregistration under the Fedenillnsectlclde, Funglclcle and Rodenticide ACt 
(FIFRA) that is an exclusive use study,l am the original data submitler, or 1 have obtained the wrltlen permission of 
the original data submiller to cite thallllldy. 

2. 1hat for each stucly clltd In support of reregistration under FIFRA !halls NOT an exclusive use stucly, I am the 
original data submitter, or I have oblalntd the wrltlen permission ol the original data submitter, or I haYe nctlfied In 
Wliling the company(Jes) that submitted data I have clled and have Offered to: (a) Pay COIJlM!nsation lor !hose data 
In aocordance with section 3(c)(1)(0) and 3(c)(2)(0) of FIFRA; and (b) Commence negotiation to detenme which 
data are SUbject to the compensation requirement 01 FIFRA and the amount of CO!IlMinsation due, llt'lf. The 
companies I have nolifoed are: (cheek one) 

II All companies on the data submitters' &sl for he active Ingredient &sled on thiS form (CIIe-AII 
Method or Clle-AII option under the Selective Method). (Also sign the General Offer 10 Pay 
below.) 

II The COII1l8ftleS who have submllled the stuclles listed on the back of this form or attached 
Sheets. or Indicated on the atlaChed "Requirements Slatus and Registrants' Response Form," 

3. 1hat I have preYiouSiy corrplied wllh section 3(C)(1)(0) 01 FIFRA lor the studies I have cited In IIJI)pOit 01 
mregistration under FIFRA. 

Slgutaro Date 

- oad ndo (PINM T- or PriAQ 

GENERAL OFFER TO PAY: I hereby Ollar and agree to pay compensation to Olher pe110111, wllh regan! 10 the 
1818Qis!Jation ol my ptDC11as,1D th extent required by FIFRA section 3(c)(1)(0) and 3(C)(2)(D). 

Signature Dale 

,..... onof ndo (Pioooo T- or Prlnl) 

EPA FOf• 1171141 ("101 




