
HAWTHORN 
 
 

This monograph is intended to serve as a guide to industry for the preparation of Product Licence 
Applications (PLA) and labels for natural health product market authorization. It is not intended 
to be a comprehensive review of the medicinal ingredient. It is a referenced document to be used 
as a labelling standard. 
 
Note: Text in parentheses is additional optional information which can be included on the PLA 
and product label at the applicant’s discretion. The solidus (/) indicates that the terms are 
synonyms or that the statements are synonymous. Either term or statement may be selected by 
the applicant. 
 
 
Date: April 13, 2010 
 
 
Table 1: Proper and common name(s): 

Proper name(s) Common name(s) 

Crataegus laevigata (Poir.) DC. (Rosaceae) 
(USDA 2007) 

Hawthorn (McGuffin et al. 2000) 
 
Two-style hawthorn (Wichtl 2004) 

Crataegus monogyna Jacq. (Rosaceae)  
(USDA 2006) 

Hawthorn (USDA 2006; McGuffin et al. 2000) 
 
One-style hawthorn (Wichtl 2004; McGuffin et 
al. 2000) 

 
 
Source material(s): 

< Berry (ESCOP 2009; Barnes 2007; Belz and Loew 2003; 
Degenring et al. 2003; Mills and Bone 2000; Grieve 1971 [1931]) 

< Leaf and flower (Bradley 2006; WHO 1999; ESCOP 2003) 
 
 
Route(s) of administration: Oral (ESCOP 2009; Bradley 2006; Mills and Bone 2000) 
 
 
Dosage form(s): The acceptable pharmaceutical dosage forms include, but are not 

limited to, chewables (e.g. gummies, tablets), caplets, capsules, 
strips, lozenges, powders or liquids where the dose is measured in 
drops, teaspoons or tablespoons.  
This monograph is not intended to include foods or food-like 
dosage forms such as bars, chewing gums or beverages. 
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Use(s) or Purpose(s):  Statement(s) to the effect of: 
 
Berry: (Traditionally) used in Herbal Medicine to help maintain and/or 

support cardiovascular health in adults (ESCOP 2009; Bradley 
2006; Wichtl 2004; Degenring et al. 2003; ESCOP 2003; Mills and 
Bone 2000; WHO 1999; Grieve 1971 [1931]). 

 
Leaf and Flower:  Used in Herbal Medicine to help maintain and/or support 

cardiovascular health in adults (Bradley 2006; Wichtl 2004; 
ESCOP 2003; Mills and Bone 2000; WHO 1999). 

 
 
Dose(s): 
 
Berry:    0.6-3.5 g per day (ESCOP 2009; Bradley 2006; Degenring et al. 

2003; Grieve 1971 [1931]) 
 
Leaf and Flower: 

< Preparations equivalent to 1.5-5 g dried leaf and flower, per day 
(Bradley 2006; ESCOP 2003) 

< Preparations containing a 4-7:1 dried extract, equivalent to 160-
900 mg dried leaf and flower, per day, standardized to 18.75% 
oligomeric procyanidins, as epi-catechin, and/or 2.2% flavonoids, 
as hyperoside (Blumenthal et al. 2000; WHO 1999) 

 
See Appendix 1 for examples of appropriate dosage preparations, frequencies of use and 
directions for use, according to cited references. The purpose of Appendix 1 is to provide 
guidance to industry. 
 
 
Duration(s) of use:  Statement(s) to the effect of: 
 

Use for a minimum of two months to see beneficial effects (Mills 
and Bone 2000) 

 
 
Risk information:  Statement(s) to the effect of: 
 
Caution(s) and warning(s): 
 

< Consult a health care practitioner if symptoms persist or worsen. 
< Consult a health care practitioner prior to use if you are taking 

cardiac glycosides such as digitalis/digoxin, or blood pressure 
medication. (Brinker 2010; Bradley 2006) 

 
Contraindication(s):  No statement required. 
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Known adverse reaction(s): No statement required. 
Non-medicinal ingredients: 

Must be chosen from the current NHPD Natural Health Products 
Ingredients Database and must meet the limitations outlined in the 
database. 

 
Specifications: 

< The finished product must comply with the minimum 
specifications outlined in the current NHPD Compendium of 
Monographs. 

< The medicinal ingredient may comply with the specifications 
outlined in the pharmacopoeial monographs listed in Table 1 
below (BP 2008; Ph. Eur. 2007; USP 32). 

 
Table 2: Hawthorn monographs published in British, European and U.S. pharmacopoeiae 

Pharmacopoeia Monograph 

British Pharmacopoeia (BP) 
European Pharmacopoeia (Ph. Eur.) 

Hawthorn Berries 
Hawthorn Leaf and Flower 
Hawthorn Leaf and Flower Dry Extract Hawthorn 
Leaf and Flower Liquid Extract, Quantified 

US Pharmacopeia (USP) Hawthorn Leaf with Flower 
Powdered Hawthorn Leaf with Flower 

 
 
References cited: 
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Blumenthal M, Goldberg A, Brinkmann J, editors. 2000. Herbal Medicine: Expanded 
Commission E Monographs. Boston (MA): Integrative Medicine Communications. 
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Brinker F. 2010. Online Updates and Additions to Herb Contraindications and Drug Interactions, 
3rd edition. Sandy (OR): Eclectic Medical Publications. [Updated 2010 February 15; Accessed 
2010 March 04]. Available from: http://www.eclecticherb.com/emp/updatesHCDI.html  
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Appendix 1:  Examples of dosage preparations, frequencies of use and directions for use 
 
BERRY 
 
Powdered: 

< 0.3-1 g, three times per day (ESCOP 2009) 
 
Infusion or decoction: 

< 1.5-3.5 g of dried berry per day (Bradley 2006)  
 
Fluidextract: 

< 0.5-1 g dried equivalent, three times per day  
(1:1, 25% alcohol, 0.5-1 ml) (ESCOP 2009; Bradley 2006). 

< 0.62-0.92 mg dried equivalent, per day  
(1:1), 0.62-0.92 ml) (Grieve 1971). 

 
Tincture: 

< 0.2-0.4 g dried equivalent, three times per day  
 (1:5, 45% alcohol, 1-2 ml) (ESCOP 2009) 
< 1.5-3.5 g dried equivalent, per day  
 (1:5, 7.5-17.5 ml) (Bradley 2006) 
< 0.6-1.4 g dried equivalent, per day  
 (1:2, 3-7 ml) (Bradley 2006) 

 
Hydroalcoholic extract: 

< 0.6-2 g dried berry, per day  
 (1:1.3-3.2, 2-2.5 ml) (ESCOP 2009) 
< Dried extract equivalent to 0.69 g fresh berry, per day,  

(1:3.2, 45% ethanol, 2.5 ml) standardized to contain at least 6.4 mg 
(0.93%) of active oligomeric procyanidins (OPC) (Degenring et al. 2003) 

 
 
LEAF AND FLOWER 
 
Infusion or decoction: 

< 1.5-3.5 g dried leaf and flower, daily (Bradley 2006) 
< 1.0-1.5 g comminuted crude herb 3-4 times daily (ESCOP 2003; WHO 

1999) 
< 1-1.5 g finely cut dried leaf and flower, 3-4 times daily (Wichtl 2004) 

Directions for use: Pour 1 cup (250 ml) of boiling water on dried leaf and 
flower and steep for 15 minutes (Wichtl 2004). 
 

Standardized Hydroalcoholic extract: 
Dried extract equivalent to 160-900 mg dried leaf and flower, per day,  

Hawthorn  Page 6 of 7 



(4-7:1, 45% ethanol) standardized to contain 18.75% oligomeric 
procyanidins (calculated as epi-catechin) or 2.2% flavonoids (calculated as 
hyperoside) (Blumenthal et al. 2000; WHO 1999) 

 
Tablets: 1 g leaves and flowers, 2-3 times a day, standardized to 15-20 mg 

oligomeric procyanidins and 6-7 mg flavonoids (Mills and Bone 2000). 
 
 
LEAF, FLOWER OR BERRY 
 
Infusion or decoction: 1.5-3.5 g dried leaf, flower or berry, per day (Mills and Bone 2000). 
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