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1. General provisions prescribes good laboratory practices for conducting studies that support or are intended to support applications for research or marketing permits for pesticide products regulated by the __________. 

A. USDA 

B. FDA 

C. DEA 

D. EPA 

 
2. Subpart A-General Provisions, is intended to assure the quality and integrity of data submitted pursuant to which of the following regulations: 

A. Federal Insecticide, Fungicide and Rodenticide Act 

B. Toxic Substances Control Act 

C. Federal Food, Drug and Cosmetic Act 

D. Both A and B 

E. Both A and C 

 
3. _______________ is any person or organizational element, designated by testing facility management to perform the duties relating to quality assurance of the studies. 

A. Study director 

B. Quality assurance unit 

C. Sponsor 

 
4. Test substance is defined as: 

A. Any chemical substance or mixture that is administered to the test system in the course of a study for establishing a basis of comparison for chemical or biological measurements 

B. Any chemical substance or mixture or analytical standard that is administered to or used in analyzing the test system 

C. A substance or mixture administered or added to a test system in a study 

D. Any agent which facilitates the mixture, dispersion or solubilization of a test substance with a carrier 

 
5. Who is responsible for signing a statement of compliance or noncompliance? 

A. Applicant 

B. Sponsor 

C. Study director 

D. All of the above 

 
6. Who is authorized access to inspect a testing facility? 

 
7. What items fall within the allowable realm of inspection? 

 
8. What may happen in the event of noncompliance? 

A. EPA may refuse any data from the study 

B. Cancellation or suspension of the research or marketing permit 

C. Denial or disapproval of an application for a permit 

D. All of the above 

 
9. Who maintains a current summary of training, experience and job description for each individual engaged in or supervising the conduct of a study? 

A. Testing facility 

B. Personnel 

C. Human resources 

D. Study Director 

 
10.  True or False???                Persons found to have an illness that may adversely affect the quality and integrity of the study shall be excluded from direct contact with test systems, and test, control and reference substances, and any other operation or function that may adversely affect the study. 

 
11. Which of the following statements is true regarding the testing facility management? 

A. Shall designate a study director; can also replace a study director 

B. Assures test, control and reference substances have been appropriately tested 

C. Assures that deviations reported from the quality assurance unit are communicated to the study director 

D. Assures personnel clearly understand the functions which they are to perform 

E. All of the above 

 
12. The ____________ ______________ has overall responsibility for the technical conduct of the study,  as well as for the interpretation, analysis, documentation and reporting of results; represents the single point of study control. 

 
13. True or False???                For any given study, the quality assurance unit shall be an integral part of the team engaged in the direction and conduct of that study. 
 
14. What type of test system care facilities generally may need to be isolated in order to prevent cross-contamination? 

 
15. True or False???                 Space shall be provided for archives for the storage and retrieval of all raw data and specimens. 
 
16. True or False???                 Written SOPs are required for equipment and testing facilities operation. 

 
17. True or False???                 Animals (test systems) may not receive any treatment prior to initiation of a study. 
 
18. Procedures for test, control and reference substance handling include all of the following except: 

A. Proper storage 

B. Timely distribution 

C. Proper identification 

D. Documentation of receipt and distribution 

E. None of the above 

 
19. Which statement is false in terms of mixtures of test substances with carriers: 

A. Periodic analysis of each batch is used to determine the stability of test, control and reference substances 

B. If any component of the test, control or reference substance carrier mixture has an expiration date, that date will be shown on the container 

C. If more than 1 component has an expiration date, show the latest date possible to ensure full use of the entire mixture 

D. A vehicle may be used to facilitate the mixing of a test substance with a carrier, but it should not interfere with the integrity of the test. 

 
20. Regarding protocol for and conduct of a study, which of the following is not true? 

A. The protocol should contain a description and/or identification of the diet used in the study 

B. Name and address of the sponsor and testing facility 

C. The route of administration and reason for its choice 

D. Dosage level expressed in mg/m² 

E. Dated signature of the study director 

 
21. True or False???                 Changes or revisions of an approved protocol and the reasons for such changes and revisions shall be documented, signed by the sponsor and maintained with the protocol for review by the study director. 

 
22. The final report is prepared for each study and shall include all of the following except: 

A. Approved protocol plus any amendments 

B. Statistical methods employed for data analysis 

C. Signed and dated reports of scientists involved in the study 

D. Statement prepared by the quality assurance unit 

E. Final report signed and dated by the study director 

F. All of the above 

 
23. Retention of records for GLP studies may include: 

A. The period during which the sponsor holds any research or marketing permit to which the study is pertinent 

B. A period of at least 5 year following the date on which the results of the study are submitted to the EPA 

C. A period of at least 2 years following the date on which the study is completed, terminated or discontinued; the study is not submitted in support of an application for a research or marketing permit 

D. All of the above 

 
24. When can specimens, samples or other non-documentary materials not needed by EPA be discarded? 

 
Answers:
 
1.   D
2.   E 
3.   B
4.   C
5.   D
6.   Authorized employee or duly designated representative of EPA or FDA
7.   Facility, records (+ copies) and specimens
8.   D
9.   A
10.  True
11.  E
12.  Study director
13.  False; the QAU is entirely separate from and independent of the personnel engaged in the direction and conduct of that study.
14.  Aquatic toxicity tests
15.  False
16.  True
17.  False
18.  E
19.  C
20.  D
21.  False (the study director must sign for changes or revisions to an approved protocol)
22.  F
23.  D
24.  Upon written sponsor notification by EPA that retention is no longer required 
 
NOTE:  Also see March 2005, Lab Animal, Vol 34, No 3, p29-32
