Comments from Norway on the DRP for SCCP: 
TDI and NOEL used in the risk profile draft for SCCP
TDI calculated by WHO

The TDI 100 µg/kg body weight used in the risk profile draft for SCCP is referring to a document from WHO (IPCS 1996). But the recommended TDI by WHO in the document were 11 µg/kg body weight. See section 10.1.3.1 in the document (IPCS 1996, electronic copy available at  http://www.inchem.org/documents/ehc/ehc/ehc181.htm):
10.1.3.1  Short chain compounds
On the basis of available data on repeated dose toxicity, a

    Tolerable Daily Intake (TDI) for non-neoplastic effects of short chain

    chlorinated paraffins for the general population can be developed:

              10 mg/kg body

              weight per day

    TDI =                       =    100 µg/kg body weight per day

                   100

    where 10 mg/kg body weight per day is the lowest reported

    no-observed-effect level (increases in liver and kidney weights

    and hypertrophy of the liver and thyroid at the next highest dose

    in a 13-week study on rats) (IRDC, 1984a); and 100 is the

    uncertainty factor (× 10 for interspecies variation; × 10 for

    intraspecies variation).

         On the basis of multistage modelling of the tumours with highest

    incidence (hepatocellular adenomas or carcinomas (combined) in male

    mice) in the carcinogenesis bioassay with short chain chlorinated

    paraffins, the estimated dose associated with a 5% increase in tumour

    incidence is 11 mg/kg body weight per day (amortized for period of

    administration).  After dividing this value by 1000 (uncertainty

    factor for a non-genotoxic carcinogen), it can be recommended that

    daily doses of short chain chlorinated paraffins for the general

    population should not exceed 11 µg/kg body weight, on the basis of

    neoplastic effects.

The TDI 11 µg/kg body weight in the document by WHO from 1996 (IPCS 1996) is the most precautionary, and should be reflected in the risk profile for SCCP by POPRC. The recommendation in the risk profile should be based on the WHO approach to enable the Conference of the Parties to take a decision according to para 9 in Article 8 in the Stockholm Convention, that clearly states that the decision by the parties should take due to the recommendations from POPRC, including any scientific uncertainty and should be taken in a precautionary manner.
NOEL in EU riskassessment

In the risk profile the conclusion from the EU risk assessment (EC 2000) is not accurately quoted. The conclusion in the EU risk assessment was that there was insufficient evidence to conclude that the observed kidney tumours were a male rat specific event and consequently the concern for humans could not be ruled out. 
The conclusion in the EU health assessment was that in rodent carcinogenicity studies, the chlorinated paraffin tested produced toxicologically significant, dose-related increases in the incidence of several tumour types. Dose-related increased incidence of adenomas and carcinomas of the liver and thyroid were observed in mice. These findings reflect, in the case of the liver, chronic tissue damage caused by peroxisome proliferation and for the thyroid, long-term hormonal stimulation. From consideration of the underlying mechanism involved it was considered likely that these carcinogenicity observations were not relevant to human health. Studies had also showed an increased incidence of kidney tubular cell adenomas in male rats. Consulted specialised experts view was that no plausible mechanism was suggested for this and therefore it was insufficient evidence to conclude that this effect were a male rat specific event and consequently concern for humans could not be ruled out. The NOAEL 100 mg/kg/day used in the risk assessment was subsequently based on the effect of observed kidney toxicity in male rats (EC 2000).

The conclusion by Health Canada in 2003
The riskprofile refer to data on exposure of the general population of Canada from food considered by the Health Canada in 2003 in their follow-up report on health assessment of SCCP, but leave out there conclusion. The conclusion in their report was:

“ Upper-bounding estimates of daily intake of SCCP approach or exceed the TDI for these compounds, which, on the basis of available information, is likely also protective for carcinogenicity. 

Therefore, the Ministers of the Environment and of Health confirm that short-chain chlorinated paraffins are “toxic” to human health as defined in Paragraph 64 (c) of the Canadian Environmental Protection Act, 1999 (CEPA 1999).” (Health Canada 2003)
The conclusion in the risk profile
Based on the recommended TDI by WHO (IPCS 1996) and the conclusions in the EU risk assessment, that are coherent with the assessments and classifications in EU, EØS-countries, Australia and Canada, the concern for human health cannot be ruled out. This concern should therefore be reflected in the conclusion of the risk profile for SCCP.
