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Gray literature is defined as the broad category of data or information sources not found in typical peer-reviewed published journals and
literature databases (e.g., PubMed and Web of Science). Sources of gray literature may include white papers, conference proceedings, technical
reports, reference books, dissertations, as well as information on various stakeholder websites and databases. Gray literature sources pose a
challenge to the systematic review process because they are not amenable to typical title/abstract screening approaches for myriad reasons,
including the lack of abstracts, format of the literature (e.g., databases), and/or robustness of the source information. These sources generally
require full text screening to determine relevancy for inclusion.

For the first 10 chemical risk evaluations conducted under the amended Toxic Substances Control Act (TSCA), EPA generated a list of gray
literature that went directly to full-text screening, bypassing the title/abstract phase of the systematic review. EPA proposes a decision tree
framework for gray literature that generally acts as an equivalent to the title/abstract screening step in the systematic review process. This
process considers potential relevance (i.e., the source has related quantitative or qualitative information relevant to TSCA risk evaluations),
completeness (i.e., the source has an established procedure for data collection, communication, peer review, and/or reporting), availability (i.e.,
the source is publicly available) and duplication of the gray literature source prior to making a determination on whether to proceed with full-
text screening for a given source. EPA proposes to use this the decision tree to evaluate gray literature identified both through initial searches,
as well as for gray literature submitted to the Agency.
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Overview
• Streamlines gray literature inclusion/exclusion process 
• Makes determinations regarding

o Potential relevancy
o Completeness
o Availability 

• Checks for duplicate sources
• Includes yield bins (A/B/C) to ensure governmental sources, 

and CBI/proprietary sources are handled appropriately
• Rectangular boxes ➤ Quick Yes/No
• Diamonds ➤ Require analysis from screener

Gray Literature Decision Tree 
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Gray literature provides some of the highest quality 
information for the engineering and exposure 
disciplines.

Examples of high quality EPA gray literature sources 
include:

• Toxics Release Inventory Data (TRI)
• National Emissions Inventory (NEI)
• ICIS-NPDES Permit Limit and Discharge 

Monitoring Reports Data sets (DMR)
Other sources of high quality gray literature include:

• ATDSR Toxicological Profiles
• CDC’s National Health and Nutrition 

Examination Survey (NHANES)

Bottom line: Gray literature is Gold, but it needs to be mined

• Gray literature is not amenable to title/abstract 
screening like peer reviewed literature. 

• Gray literature is presented in atypical formats 
(database outputs, webpages etc.)

• Occasionally it is difficult to determine whether 
certain gray literature is credible to use

SACC comments from first 10 chemicals indicated a 
desire for increased transparency regarding how the 
gray literature was selected and screened

Completeness/Availability
• Question 2.2 checks if the source has an established 

procedure for peer review, data collection, communication 
and/or reporting
o Note this question does not “evaluate” the quality but 

rather records the presence or absence of some 
quality assurance documentation

• Question 2.3 checks to makes sure the documentation is 
available to the reviewer and the public. 

Alternate Processes
• If there was no quality assurance (step 2.2), or was not 

determined to be publicly available (Step 2.3), the source 
went through a few additional “fail safe” questions 
pertaining to whether the source is a (or an):

o US governmental source
o International governmental source
o TSCA CBI source, proprietary source, or stakeholder 

submission
• For results that fell into these alternate process bins, 

discipline leads made case by case determinations as to 
whether sources should be included and sent to full text, 
excluded, or backward searched. 

Duplication
• Sources were checked to make sure they were not 

duplicative when retrieving full-text articles. 

Examples

Potential Relevance
• Potential relevance refers to whether the gray literature and 

its associated data may be related to the risk evaluation of 
the chemical of concern. 

• A gray literature result is potentially relevant when it presents 
information (quantitative or qualitative) that is relevant to 
TSCA risk evaluations. 

• The word “potential” is important to note because the source 
still has to undergo data evaluation prior to being 
incorporated into our risk evaluation. 

Next Steps

• Iterate on the decision tree to see if there are efficiencies that can be 
built into the process.

• Further develop gray literature process bins (A, B, C) to allow for greater 
transparency. 

• Identify patterns when evaluating gray literature on a case by case basis. 
This may lead to future developments of the decision tree.

• Explore ways to apply automated search methods to improve the gray 
literature search process.

Gray Lit Source Decision Tree Path

CPSC CHAP Report 1 ➤ 1.1 ➤2.1 ➤2.2 ➤2.3➤ 3 ➤ Include

California EPA TSD 
Soil Screening

1 ➤ 1.1 ➤2.3.1 ➤2.2.1 ➤ Process A

Australian NICNAS 
Assessment

1 ➤ 1.1 ➤2.3.1 ➤2.2 ➤2.2.2➤ Process B

CBI TSCA Submission 1 ➤ 1.1 ➤2.3.1 ➤ Process C

OECD Report on Test 
Considerations

1 ➤ Exclude
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