EPA GLPs 40CFR792 pp33-45

Definitions Matching

1). Batch                            a). Any material including but not
limited to feed, water, soil and
                                          nutrient media with which the test
substance is combined for
                                          adminstration to a test system.

2). Carrier                           b). Any material derived from a test
system for examination or
                                          anaylsis.

3). Control Substance           c). Chemical substance or mixture, or
analytical standard or
                                          material other than a test
substance, feed or water that is
                                          administered to or used in
analyzing the test system for purposes
                                          of establishing a basis for
comparison with the test substance for
                                          known chemical or biological
measures.

4). QA                                  d). Chemical substance or mixture,
or analytical standard or
                                          material other than a test
substance, feed or water that is
                                          administered to or used in
analyzing the test system for purposes
                                          of establishing a basis for
comparison with the test substance for
                                          chemical or biological measures.

5). Test substance                e). Specific quantity or lot of test,
control or reference substance

6). Vehicle                            f). Any agent which facilitates the
mixture, dispersion, or
                                           solubilization of a test
substance with a carrier.

7) Reference Substance          g). Substance or mixture administered or
added to a test system
         in a study, which substance or mixture is used to develop data to
                                            meet requirements  of TSCA
section 4 a.

8). Specimen                         h). An organizational element
designated by testing facility
                                           management to perform duties
relating to quality assurance of
                                           studies.

9). What is the difference between experimental start date and study
initation date?
10). TSCA is an acronym for?
11). The EPA can refuse any data developed by a testing facility or sponsor
that doesn’t submit to an inspection, which includes where chemicals are
stored. True or False?
12). Violation of section 15 of TSCA (non-compliance) occurs under what
circumstances?
13). For individuals engaging or supervising the conduct, the facility must
have what documented on all involved?
14). The single point of study control is the responsibility of the quality
assurance unit. True or False?
15).  The person responsible for maintaining a master schedule is the study
director. True or False
16).  Protocols involving plants as the test systems must specify the
appropriate soil composition. True or false?
17).  Facilities when handling test, control and reference materials must
maintain separate areas for what three conditions?
18). Soil is considered a test system. True or False?
19).The standard operating procedure pertaining to equipment operation and
maintenance must include when appropriate action to be taken in the event of
a malfunction or failure? True or False?
20).  List some standard operating procedures that when in place insures the
quality and integrity of data that is generated in a course of a study?
21).  All reagents or solution labels shall be labeled with what key
information?
22). Suckling mammals and juvenile birds are exceptions to the requirement
of individual identification unless specified in the protocol? True or
False.
23) If a vehicle is used to facilitate mixing of a test substance and
carrier assurance must be provided that it does not interfere with the test
substance. True or False,
24). All data generated during the conduct of the study except_____ must be
recorded directly, promptly and legibly in ink.
25). Any correction to a final report must be in a form of an addendum.
True or False?
26). Any modification of a final report to comply with the submission
requirements of EPA does not constitute a correction addition or amendment
to a final report.  True or False?
27).  Raw data can be achieved elsewhere providing the what stipulations?



Answers

Matching 1). e, 2) a,  3) d, 4) h, 5) g, 6) f, 7) c, 8) b.


9). Experimental start date= 1st date the test substance is applied to the
test system.
     Study initiation date= the date the protocol is signed by the study
director.
10). Toxic Substance Act
11). True
12).
Ø    Test is not being or was not conducted in accordance with any requirement.
Ø    Data submitted that is false or misleading, contain significant omissions
or does not fulfill the requirements.
Ø    Entry in accordance with 792.15 for purpose of auditing test or inspecting
facilities.
Ø    May require the sponsor to develop data in accordance with the
requirements of the 792.17 in order to satisfy obligations.

13). Current summary of training, experience and job description.
14) False. Study director
15). False Quality assurance unit.
16). True
17) Receipt, Mixing, Storage all there must be separated from the housing of
the test systems.
18). True. Animal, plant, microorganism, chemical or physical matrix.  Which
includes water and soil.
19). True.
20. Test system room preparation, test system care, test substance (receipt
identification storage handling mixing sampling), test system observations,
laboratory tests, handling of test systems found dead, collection and
identification or specimens, histopathology, data(handling, storage and
retrieval), Maintenance and calibration of equipment, test system (transfer,
proper placement and identification), Laboratory manuals/SOPS and a
historical file of SOPs with revisions.
21).  Identification, titer or concentration, storage requirements and
expiration dates.
22) True
23) True
24). Automated data.
25). False. Amendment
26). True
27). An individual is identified as the responsible party, controlled access
to authorized individuals and material maintained is indexed.
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