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Background 

The Commission services received a dossier from the Swiss 

authorities concerning the prohibition of hemp as feed. The 

expert opinion states that the feeding of hemp products, including 

those from approved varieties, results in milk with a high 

concentration of THC. It is concluded that the tolerable daily intake 

can be exceeded for certain consumer groups. THC contamination 

can also occur in other animal food products. 
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Lowest dose of THC causing effects in humans 

With reference to several studies EFSA concluded that psychotropic 

effects following a single oral dose of THC were observed at 0.04 mg 

THC/kg body weight (= LOEL lowest observed effect level) 

EFSA refers to the following studies: 

Ramaekers et al. (2004): This review on experimental studies related to driving 

performance "indicate that THC at doses between 0.04 and 0.30 mg/kg bw 

causes a dose-dependent reduction in performance (…)." 

Chesher et al. (1990): This study investigated the effect of different doses of 

oral THC. From their data EFSA concluded that an effect on skill performances 
"can occur with a single oral dose of 5 mg THC/person, corresponding to 0.06 

mg/kg bw (…)". 

Beal et al. (1995): In this placebo-controlled clinical study with HIV-patients 

psychotropic effects were observed in the lowest tested dose (twice x 2.5 mg/

person). 

Beal et al. (1997): In an open long-term study comparable effects were 

described for repeated daily doses of 2.5 mg THC. 
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Dr. Franjo Grotemhermen (nova-Institute) 

Preliminary comments:  

There is a large scale placebo-controlled study with more patients than in the 

studies by Beal et al., where cancer patients received 2.5 mg THC twice daily 
(Strasser et al. 2006). There were no differences in sought-after and side effects 

between the THC and the placebo group. 

The review by Ramaekers refers mainly to smoked cannabis. No data are given 

in this article that oral doses of 0.04 mg THC bw cause reduction in 

performance. 

Only a closer look at the issue will allow us to assess, whether the 

assumption of a LOEL of 0.04 mg THC/kg bw is correct or not. 
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Uncertainty factor and tolerable daily intake 

EFSA considers it necessary to introduce an uncertainty factor of 

100. This results in a maximum tolerable daily intake of 0.0004 mg/

kg bw (corresponding to 0.024 mg for a 60-kg adult and 0.0048 mg 

for a 12-kg child). 

This uncertainty factor is justified by the following reasons.  

Increased sensitivity of foetuses, neonates and infants, e.g. newborn drug 

metabolising enzymes are not fully developed. 

Genetic polymorphisms of the cannabinoid receptors and the enzymes 

responsible for biotransformation of THC, e.g. differences in enzymes 

responsible for biotransformation have been shown to result in marked 
differences in maximum peak concentrations after administration of THC. 

Interaction with other drugs, e.g. interactions with alcohol and other drugs may 

potentiate the overall THC effects in foetuses, newborns and adults. 

Body mass index, e.g. there may be a greater deposition in adipose tissue in 

obese individuals. 
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Uncertainty factor is higher than usual 

In deriving a provisional maximum tolerable THC intake from the above LOEL, the 

BgVV applied an uncertainty factor between 20 and 40 taking into account 
inter alia the lack of knowledge concerning the onset and exact dose-effect 

relationship of the psychomotor effects of orally administered THC, the inter-
individual differences in sensitivity to THC and possible interactions with other 

active substances in the botanical source or with alcoholic beverages or drugs 

taken concomitant with the hemp food. The BgVV recommended that the daily 
intake of THC with hemp food should not exceed 0.001–0.002 mg/kg bw. 

The FEEDAP Panel considers it necessary to introduce in addition to the safety 

factors applied by the BgVV a further safety factor to take into account that the 
basis for deriving a provisional maximum tolerable THC intake is regarded as a 

LOEL. A total uncertainty factor of 100 applied to the LOEL would be 

sufficient to take account of all sources of uncertainty. 

The provisional maximum tolerable daily intake (PMTDI) would amount to 

0.0004 mg/kg bw (corresponding to 0.024 mg for a 60-kg adult and 0.0048 mg 

for a 12-kg child). 

PMTDI is based on acute pharmacological effects. 
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Dr. Franjo Grotemhermen (nova-Institute) 

Preliminary comments: 

The study on genetic polymorphisms concerning biotransformation cited in the 

EFSA study (Sachse-Seeboth et al. 2009) has been conducted with 43 healthy 
subjects. This genetic polymorphism is not rare. Thus, subjects with low 

biotransformation will have been present in the clinical studies, on which the 
lowest dose is based.  

Metabolising enzymes in neonates are not fully developed until 3 or 4 weeks of 

age. It is questionable whether these neonates may already be obese and thus 
safety factors for foetuses/neonates and obese subjects may be relevant for the 

same subject. 

Only a closer look at the issue will allow us to assess, whether a total 
uncertainty factor of 100 is justified or not. 
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Transfer rate and max. THC content in feed 

The FEEDAP Panel adopted 0.15 % as the transfer rate of oral THC 

to milk from dairy cows for the subsequent evaluation. 

The FEEDAP Panel recommended to put whole hemp plant-derived 

feed materials list of materials whose placing on the market or use 

for animal nutritional purposes is restricted or prohibited and to 

introduce a maximum THC content of 10 mg/kg to hemp seed-

derived feed materials. 
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Feedback from the hemp companies and 

experts 

Hempro (Daniel Kruse): The recommended maximum (total) THC content of 

10 mg/kg is realistic and compliable. Our own THC studies showed lower levels 
of total THC (THC plus THC-A) in all hemp seed derived products.  

Canah (Oana Suciu): Should EIHA support the EFSA proposal for THC limits in 

animal feed? Canah’s answer is yes, we would support the idea of limits but 
subject to further clarification about how these are calculated and correlated. 

It was only a matter of time before the EU would commission a study about the 

issue of THC limits in hemp seed derived products. The good news is that it 
started with a focus on “feed” and will consequently be followed by another one 

for “food”. 

Jace Callaway: Yes, we can probably live with 10 ppm in the seed cake, IF (big 

“if”): The right measurement of THC! 

So the proposed THC limit for feed is ok? 
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Feedback from the EU Commission to EFSA 

2011-04-11/12: 

2.5.  Discussion of EFSA opinion on the safety of hemp (Cannabis 

genus) for use as animal feed 

The Committee took note of the EFSA opinion. Evident concerns on 

the assessment were raised and the recommendation in the 

opinion was considered to be too far going. The Commission will 

reflect on how to proceed on the issue. 

Until the end of May 2011 the EU Commission is happy to receive 

a position paper from the EIHA. We should critically investigate 

the scientific basis of the LOEL, uncertainty factor, tolerable 

daily intake and THC feed limits suggested by EFSA! 

Sponsors for such a small study are welcome due to the very 

limited budget of EIHA! 
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Possible consequences for food limits? 
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Additional remarks 



15 

THC-content in Hempflour in mg/kg at 

different temperature levels in oC 

Source: Hempro 2010 
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Situation in Australia (Paul Benhaim) 

Hemp Foods are still illegal in Australia - possibly the only country in the 

Western world to not allow such a nutritious source of food to it's 
population. Why is not clear as, in 2002 one of the longest considerations by The 

Australian and New Zealand Food Authority (ANZFA) concluded hemp foods are 
ideal for the human population. The report could not base itself of proof from 

other countries, though examples were considered. All indications were positive, 

until a final response by the then Prime Minister John Howard said "hemp - no 
way". No press release was given after the event except a brief note saying 

'allowing hemp foods may give a mixed message to the public that we are soft on 
drugs'.  

9 years later, this same response has been indicated by politicans of today, yet 

this time in a different political environment - it is unknown whether it is a much 

'better' one. A recent application has been completed with public comment 
considered by the Food Standards Australia New Zealand (FSANZ) - the 

Australian Governments new ANZFA. FSANZ has indicated again that it sees 
no problems with the benefits of hemp as a food, and seems to suggest it is 

yet again a political one. 
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Thank you for your attention! 

Discussion will start … 

Michael Carus, CEO 
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