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• Identifies substances that pose a cancer hazard to 
people residing in the United States 

– Two listing categories: known and reasonably 
anticipated to be a human carcinogen  

• Substance profile is written for each listing 

– Listing status, scientific information key to listing and data on 
properties, uses, production, exposure, and regulations to limit 
exposure 

• Each edition of the report is cumulative

• NTP prepares the RoC for the Secretary of the Department of 
Health and Human Services using a four-part formal process and 
established listing criteria 

The Report on Carcinogens (RoC) is 
congressionally mandated

http://ntp.niehs.nih.gov/go/roc
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Develop protocol and post on RoC 
website  

Interagency review of NTP listing 

recommendation 

Develop draft RoC monograph 

Workshop 

Technical advisors 

Technical 

advisors

Process for preparing draft monograph on LAN and night 
shift work 

Prepare Draft RoC Monograph

March 2016 workshop

• Purpose: obtain scientific 

input on topics important for 

informing the literature based-

based hazard assessments

• Recommendation: Frame as 

modern lighting practices 



Objective and scope

Prepare Draft RoC Monograph  

Environmental 
disruptors

• Night shift work

• LAN

Circadian 
disruption

Biological 
effects

•Key characteristics 
of carcinogens   

Cancer

Objectives 

• Reach a preliminary listing recommendation for night shift work and 

exposure to LAN for the RoC 

• Adequately define these two exposure scenarios as they relate to cancer.
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• Causal relationship between exposure to the agent, 
substance, or mixture, and human cancer

Sufficient evidence

• Causal interpretation is credible, but that alternative 
explanations, such as chance, bias, or confounding 
factors, could not adequately be excluded

Limited evidence

Reach level of evidence conclusion for carcinogenicity 
from studies in humans*   

RoC Listing Criteria

*This evidence can include traditional cancer epidemiology studies, data from clinical 

studies, and/or data derived from the study of tissues or cells from humans exposed to 

the substance in question that can be useful for evaluating whether a relevant cancer 

mechanism is operating in people.



RoC Listing Criteria: Two Categories  

• Sufficient evidence of carcinogenicity from studies in humans

Known to be a human carcinogen

• Limited evidence from studies in humans
OR

• Sufficient evidence from studies in experimental animals
OR

• Belongs to well-defined structurally related class of substances 
listed in the RoC or demonstrates convincing mechanistic 
evidence 

Reasonably anticipated to be a human 
carcinogen

Conclusions based on scientific judgment considering all relevant information 

such as chemical structure, metabolism, pharmacokinetics, genetic effects, 

and mechanisms of action. 

Page viii, https://ntp.niehs.nih.gov/go/rocprocess



• Collective evidence of both human cancer 
epidemiologic studies and mechanistic studies. 

– Aristolochic acids 

– 1,3-Butadiene 

– Ethylene oxide 

– 2,3,7,8,-Tetrachlordibenzo-p-dioxin 

• Human mechanistic data only 

– Dyes metabolized to benzidine

– Neutrons 

RoC known human carcinogens

RoC Listing Criteria



• Publish a report that lists substances which are known or
reasonably anticipated to be human carcinogens and to 
which a significant number of persons residing in the 
United States are exposed.

Congressional 
mandate

• Past and present exposure inferred using data on 
environmental and occupational exposure

• Not a formal exposure assessment 
Evaluate data

• Use their judgment as to whether the exposure 
information in the draft monograph supports the NTP 
conclusions on significant exposure 

Reviewer
instructions 

Evaluate whether a significant number of U.S. 
residents work night shifts or exposed to LAN

Section 1
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