
 

Premama Wellness 

 

Lactation Support – Clinical Studies on Key 

Ingredients 

 

Key Ingredients: Vitamin D, Folate, Calcium, 

Blessed Thistle. Fennel Seed, Fenugreek Seed 

 

S/F #1:  Fennel seed, Fenugreek, & Blessed Thistle 

Support Healthy Breast Milk Production * 
 

FENUGREEK 

 

The Journal of Alternative and Complementary Medicine, Vol. 17, No. 2, 23 

Feb. 2011.  “The Effect of Galatagogue Herbal Tea on Breast Milk 

Production and Short-Term  Catch-Up of Birth Weight in the First Week of 

Life.”  C. Turkyilmaz, E. Onal, M. Hirfanoglu, et al.  This study was 

designed to evaluate the effect of fenugreek herbal tea on breast milk 

production, and infant weight gain pattern in early post delivery period.  

Sixty-six infant/mother pairs were equally divided into three groups:  

fenugreek tea, placebo tea, and control.  These markers were measured:  

birth weight, loss of birth weight, time to regain birth weight, amount of 

breast milk assessed on third day after delivery.  Maximum weight loss was 

significantly lower in the fenugreek group than the other two.  Also, the 

fenugreek group regained original birth weight earlier than the other two 

groups.  And, the amount of breast milk expressed in the fenugreek tea 

group was significantly higher than placebo and control groups.  The 

researchers’ conclusion was, obviously, favorable to fenugreek tea.   

 

FENUGREEK AND BLESSED THISTLE 

 

Pediatrics in Review, 2013 Aug; 34(8):  343-353.  Complementary, Holistic, 

and Integrative Medicine:  “Advice for Clinicians on Herbs and 

Breastfeeding”.  K Budzynska,  Z Gardner, T Low Dog, P Gardiner.  A 



practice gap exists in the US regarding the use of herbs during breastfeeding.  

Information is scanty, other than herbal texts, and, clinical trials are also 

sparse.  Thus, safety and efficacy are not well known by practitioners.    

These authors list commonly known and used herbals, which have been in 

use several thousand years, as shown in literature.  They list several still 

commonly used today.  They are: fenugreek, fennel, anise, Goat’s Rue, 

nettle leaf, alfalfa leaf, marshmallow root, caraway seed, and Blessed 

Thistle.  One examined fenugreek seed study, (about 4-6 grams of seed 

powder daily) showed a doubling of milk production in the second week.  

They note relative safety for fenugreek.  The article mentions safety 

concerns for drugs and powerful herbs not included in the formula 

“Lactation Support”. 

 

FENNEL 

 

Botanical Safety Handbook, CRC Press Boca Raton, FL. 1997.  McGuffin, 

Hobbs, Upton, Goldberg, eds.  “Appendix 1:  Herbal Constituent Profiles”, 

pg. 144.  In this appendix, herbal compounds and constituents of possible 

concern are listed and cited.  Regarding fennel:  “There is some controversy 

regarding the safety and use of estragole-containing herbs during pregnancy 

and lactation.  Fennel has been widely used to promote lactation with no 

account of toxicity for the mother or infant.  Adverse Effects of Herbal 

Drugs 1, De Smet ed. 1992, “reports that fennel does not represent any 

special risk in pregnancy or lactation…”  This book is recognized by 

scientists as legitimate. 

 

NIH U.S. National Library of Medicine, TOXNET Toxicology Data 

Network, LACTMED: Fennel.  “Drug Levels and Effects: Summary of Use 

during Lactation:”  “Fennel (Foeniculum vulgare) seeds contain the volatile 

oil composed largely of anethole, which is a phytoestrogen, estragole, 1-8 

cineole (eucalyptol), and other constituents.  Fennel is a reported 

galactogogue and is included in some proprietary mixtures reported to 

increase mild supply.  Two small studies found an increase in some 

parameters such as milk volume, fat content and infant weight gain with 

fennel galactogogue therapy.”…”Fennel is generally well tolerated in adults, 

and fennel oil is “generally recognized as safe” (GRAS) for use in food by 

the U.S. Food and Drug Administration.  It has been safely and effectively 

used alone and with other herbs in infants for the treatment of colic, so the 

smaller amounts in breastmilk are likely not to be harmful with usual 

maternal doses.  Some sources recommend limiting the duration of treatment 



to 2 weeks.”  Idiosyncratic and isolated cases of mild toxicity and 

allergenicity are noted, with cessation of symptoms normally completely 

resolving after cessation of fennel products.  This is noted with both the 

nursing infant and mother. 

 

BLESSED THISTLE 

 

NIH U.S. National Library of Medicine, TOXNET Toxicology Data 

Network, LACTMED: Blessed Thistle, “Drug Levels and Effects.  Summary 

of Use during Lactation.”  Blessed Thistle (Cardui benedicti) contains 

sesquiterpene lactones, triterpinoids, lignans, tannins, essential oils, 

flavonoids and polyenes.  Blessed Thistle is purported galactogogue and is 

included in some proprietary mixtures promoted to increase milk supply; 

however, no scientifically valid clinical trials support this use.”…”Blessed 

thistle is “generally recognized as safe” (GRAS) as a flavoring in alcoholic 

beverages (e.g. Benedictine) by the U.S. Food and Drug Administration.  

Because it is a member of the ragweed family, allergy is a concern, and high 

doses reportedly cause nausea and vomiting.  Elevated liver enzymes 

occurred in a woman taking Mother’s Milk Tea, which contains blessed 

thistle.” 

 

Botanical Safety Handbook – cited above.  Page 183.  “Herb Listing by 

Classification”.  Blessed thistle is listed in Class 2b, “Not to be used during 

pregnancy…”   

While current scientific studies a few and far between on the safety and 

effectiveness of galactogogue herbs, yielding no strong, practical guidance, 

several thousand years of traditional global use have demonstrated their 

relative safety.  The exception is the normal idiosyncratic reaction subset.  

This is explained by modern science that analyses constituents for toxicity, 

and is thus helpful for those having side effects by explaining why they may 

occur. 

 

S/F #2:  Essential vitamins to boost breast milk 

nutrition * 

 
From the CDC 

 

Do infants get enough vitamin D from breast milk? 



No. Breast milk alone does not provide infants with an adequate amount of 

vitamin D, even if mothers are taking vitamins containing vitamin D. Shortly 

after birth, most infants will need an additional source of vitamin D. 

To avoid developing a vitamin D deficiency, the American Academy of 

Pediatrics recommends breastfed and partially breastfed infants be 

supplemented with 400 IU per day of vitamin D beginning in the first few 

days of life. 

 

FOLATE 

 

HEALTH CLAIM:  Healthful diets with adequate 

folate may reduce a woman’s risk of having a 

child with a brain or spinal cord defect. 

 
From www.cdc.gov 

 

Key Findings: Folic acid fortification continues to prevent neural tube defect 

 

CDC’s Morbidity and Mortality Weekly Report published a new study 

looking at how many serious birth defects of the brain and spine, called 

neural tube defects (NTDs), have been prevented since the U.S. Food and 

Drug Administration required that all enriched grain products be fortified 

with folic acid. Using data from birth defects tracking systems, researchers 

found that since folic acid fortification, about 1,300 babies are born each 

year without an NTD who might otherwise have been affected. Folic acid 

fortification is an important way to help prevent NTDs.  

 

Supporting Study: 

“Effect of folic acid supplementation in pregnancy on preeclampsia: the 

folic acid trial study” 

www.nci.nim.nih.gov/pubmed/24349782 

 

 

ABSTRACT:  

Preeclampsia (PE) is hypertension with proteinuria that develops during 

pregnancy and affects at least 5% of pregnancies. The Effect of Folic Acid 

Supplementation in Pregnancy on Preeclampsia: the Folic Acid Clinical 

Trial (FACT) aims to recruit 3,656 high-risk women to evaluate a new 

http://www.cdc.gov/


prevention strategy for PE: supplementation of folic acid throughout 

pregnancy. Pregnant women with increased risk of developing PE presenting 

to a trial participating center between 8(0/7) and 16(6/7) weeks of gestation 

are randomized in a 1:1 ratio to folic acid 4.0mg or placebo after written 

consent is obtained. Intent-to-treat population will be analyzed. The FACT 

study was funded by the Canadian Institutes of Health Research in 2009, and 

regulatory approval from Health Canada was obtained in 2010. A web-based 

randomization system and electronic data collection system provide the 

platform for participating centers to randomize their eligible participants and 

enter data in real time. To date we have twenty participating Canadian 

centers, of which eighteen are actively recruiting, and seven participating 

Australian centers, of which two are actively recruiting. Recruitment in 

Argentina, UK, Netherlands, Brazil, West Indies, and United States is 

expected to begin by the second or third quarter of 2013. This trial is 

registered with NCT01355159. 
 

 
 


