Summary Table 12.  Adverse effects of oral use of milk thistle, silymarin, or Silipide®
Adverse Effects
Level of Evidence

Possible/probable anaphylaxis
Three case reports

Gastrointestinal


Nausea, diarrhea, upset stomach, epigastric discomfort, heartburn, dyspepsia, flatulence, meteorism, “uneasiness” of stomach, vomiting, anorexia, change in bowel movement, “gastric intolerance,” abdominal fullness or pain
Four RCTs: silymarin ( control

Five cohort studies: 0.3%, ≤2%, 5%, 6%, 8%


11 occurrences/975 patients


9 occurrences/2,169 patients

Headache 
Three RCTs: silymarin ( control

Two cohort studies: 0.04%, 0.04%

Skin:


Itching, pruritus
Two RCTs: silymarin ( control

Three cohort studies:


2 occurrences/2,637 patients


2 occurrences/975 patients


2 occurrences/2,169 patients


Exanthem, urticaria, skin rash, eczema
Two RCTs: silymarin ( control

Two cohort studies:


2 occurrences/975 patients


1 occurrence/2,169 patients

Other:


Decreased energy, discomfort, indisposition, decreased energy, restlessness

Asthenia, malaise, irritability

Insomnia

Arthalgia

Rhinoconjunctivitis

Impotence
Cohort study: 0.3%


1 occurrence/975 patients


1 occurrence/2,169 patients

One RCT: silymarin ( control

One RCT: silymarin ( control

One RCT: silymarin ( control

One case report

One RCT: 1/29 silymarin, 0/31 control

Frequency of adverse effects was sometimes reported as the following:  (1) percent of subjects, (2) number of subjects, or (3) number of occurrences of adverse effects in a group of subjects without detail about subjects who may have had more than one adverse effect.

RCT = randomized controlled trial.

