Complaint to TGA - Nature's Sunshine Products of Australia Pty Ltd,
Nature's Sunshine Black Cohosh
Acknowledgements:
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Product and Sponsor
Product name: Nature's Sunshine Black Cohosh
Sponsor: Nature's Sunshine Products of Australia Pty Ltd
Address: PO Box 6884, BAULKHAM HILLS BUSINESS CENTRE, NSW, 2153 Australia
ARTG no: 25150
Product Ingredients: Actaea racemosa, synonym Cimicifuga racemosa (525 mg)
Permitted indication:
• Traditionally used in Western herbal medicine to decrease/reduce/relieve nervous
tension/unrest
• Traditionally used in Western herbal medicine to uterine tonic/Enhance uterine health
• Traditionally used in Western herbal medicine to haemagogue/emmenagogue/promotes
menstrual flow
• Traditionally used in Western herbal medicine to maintain/support/regulate healthy menstrual
cycle
• Traditionally used in Western herbal medicine to decrease/reduce/relieve menstruation
pain/dysmenorrhoea
• Traditionally used in Western herbal medicine to decrease/reduce/relieve symptoms of
menopause.
Warnings:
• In very rare cases, black cohosh has been associated with liver failure
• If you are experiencing yellowing of the skin or whites of the eyes, dark urine, nausea, vomiting,
unusual tiredness, weakness, stomach or abdominal pain, and/or loss of appetite, you should
stop using this product and see your doctor.

Advertisement type:
e.g. Internet – Web site

Accessed on:
22/01/2020

URL(s) listed (screen shots appended)
•
•
•
•
•
•
•
•
•
•

https://www.naturessunshine.com.au/products/black-cohosh
https://return2health.com.au/black-cohosh/nature-s-sunshine-black-cohosh
https://www.chempro.com.au/Natures-Sunshine-Black-Cohosh-100-Capsules
https://www.amazon.com.au/Natures-Sunshine-Black-Cohosh-Capsules/dp/B07GDH1QY6
https://www.obornehealth.com.au/Natures-Sunshine-Black-Cohosh-525mg-100c
https://www.ebay.com.au/itm/NATURES-SUNSHINE-Black-Cohosh-525mg-100-capsulesperiod-pain-cramps-menopause-/300935877076
https://myhealthwarehouse.com.au/natures-sunshine-black-cohosh-100-capsules/
https://www.healthpost.com.au/natures-sunshine-black-cohosh-nsbco-p
https://gr8health.com.au/nature-s-sunshine-black-cohosh-100-caps.html
https://www.naturalchemist.com.au/natures-sunshine-black-cohosh-525mg-100-capsules/
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•
•

https://www.mynaturalhealth.com.au/products/view/nature-s-sunshine-black-cohosh
Etc.

Complaint Summary (also for pasting into the online complaint form)
A number of web sites listed above make scientific claims for this product, e.g. 'Nature’s Sunshine
Black Cohosh 100 Capsules is highly effective in managing the symptoms of menopause by
encouraging the normalisation of female hormones. This supplement also helps to relieve menstrual
pain and cramping due to its relaxant and anti-spasmodic actions'. Other claims include 'antiinflammatory' and 'temporary relief of the pain of osteoarthritis' (unqualified)'.
The above claims are not in accord with the ARTG Public summary (25150) which has, 'Traditionally
used in Western Herbal Medicine’ indications.
In addition, there is no good scientific evidence that Black Cohosh is 'highly effective in managing the
symptoms of menopause' or can ‘relieve menstrual pain and cramping’.
Other sites base their claims on 'traditional evidence. TGA Evidence Guidelines state:
If you are aware that there is conflicting evidence between the history of traditional use and
contemporary scientific evidence for your medicine, then it is advisable to include a
statement to this effect in any labelling and advertising associated with the medicine, for
example: 'this traditional use is not supported by scientific evidence'. This will ensure that
the advertised information relating to your medicine is truthful, valid and not misleading.
These sites lack this important caveat.
Finally, some web sites lack important warnings thereby putting the public at risk.
In summary we allege breaches of s.9(a), 9(b), 9(d), 10(a)(i)(ii), 10(c), 12(3) & 28(1) of the of the
Therapeutic Goods Advertising Code (No.2), 2018.

Introduction
Nature's Sunshine Black Cohosh is a capsule form of supplement that containing Black Cohosh
(Cimicifuga racemosa). There is a common belief (extensively promoted by the complementary
medicine industry) that Black Cohosh helps relieve menopausal symptoms. This is not in accord with
current scientific evidence.
The major active constituents of Black Cohosh vary depending on how it is grown, harvested and
extracted. Extracts need to be standardised and different extracts are not comparable; one of the
reasons for varied clinical trial results. We could find no clinical trials that used the specific Nature’s
Sunshine product.

Claims disputed
1. ‘Nature’s Sunshine Black Cohosh 100 Capsules is highly effective in managing the symptoms of
menopause by encouraging the normalisation of female hormones. This supplement also helps
to relieve menstrual pain and cramping due to its relaxant and anti-spasmodic actions.’
A 2012 Cochrane review (Leach and Moore) analysed sixteen randomised controlled trials that
recruited a total of 2027 perimenopausal or postmenopausal women. 1 All studies used oral
mono-preparations of black cohosh at a median daily dose of 40 mg, for a mean duration of 23
weeks. Comparator interventions included placebo, hormone therapy, red clover and fluoxetine.
1

https://pubmed.ncbi.nlm.nih.gov/22972105-black-cohosh-cimicifuga-spp-for-menopausal-symptoms/
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Reported outcomes included vasomotor symptoms, vulvovaginal symptoms, menopausal
symptom scores and adverse effects.
There was no significant difference between black cohosh and placebo in the frequency of hot
flushes or in menopausal symptom scores. The authors concluded there is currently insufficient
evidence to support the use of black cohosh for menopausal symptoms.
This review has been criticised because the pharmaceutical quality of the different black cohosh
extracts was not critically discussed by Leach and Moore. 2 However, there is no evidence that
Nature’s Sunshine Black Cohosh is of pharmaceutical quality and we could find no clinical trials
that used this specific product.
The U.S National Center for Complementary and Integrative Health (NCCIH) notes that studies
that tested black cohosh for menopause symptoms have had inconsistent results. They state
that overall evidence is insufficient to support using black cohosh for this purpose. They also
state there is not enough reliable data to show whether black cohosh is effective for other uses
(such as menstrual pain and cramping). 3
In summary, there is no good scientific evidence that Black Cohosh is 'highly effective in
managing the symptoms of menopause' or ‘helps to relieve menstrual pain and cramping due to
its relaxant and anti-spasmodic actions’.
These claims breach s.9(a), 9(b), 9(d), 10(a)(i) & 10(c) of the Code
2. Other claims include 'anti-inflammatory' and 'temporary relief of the pain of osteoarthritis'
(unqualified)'. No scientific evidence was found to support these claims. In addition, the claim
for osteoarthritis (unqualified) is a s.28(1) breach of the Code.
Furthermore, the above claims are not in accord with the ARTG Public summary (25150) which
uses, 'Traditionally used in Western Herbal Medicine’ indications, a breach of s.9(d) of the Code.
Some sites base their claims on 'traditional’ evidence. TGA Evidence Guidelines state:
If you are aware that there is conflicting evidence between the history of traditional use
and contemporary scientific evidence for your medicine, then it is advisable to include a
statement to this effect in any labelling and advertising associated with the medicine, for
example: 'this traditional use is not supported by scientific evidence'. This will ensure
that the advertised information relating to your medicine is truthful, valid and not
misleading.
These sites lack this disclaimer and thus breach s.9(b) of the Code
Finally, some web sites lack important warnings putting the public at risk, a breach of s.12(3) of
the Code.
In summary, we allege breaches of s.9(a), 9(b), 9(d), 10(a)(i)(ii) & 10(c), 12(3) & 28(1) of the
Therapeutic Goods Advertising Code (No.2), 2018.

https://pubmed.ncbi.nlm.nih.gov/23992293-efficacy-of-black-cohosh-cimicifuga-racemosa-medicines-fortreatment-of-menopausal-symptoms-comments-on-major-statements-of-the-cochrane-collaboration-report2012-black-cohosh-cimicifuga-spp-for-menopausal-symptoms-review/
3
https://nccih.nih.gov/health/blackcohosh/ataglance.htm
2
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Signed and dated
Dr Ken Harvey MB BS, FRCPA, AM
Associate Professor
Public Health and Preventive Medicine
Monash University
29 January 2020
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Appendix (Screen shots with offending claims arrowed)

https://www.naturessunshine.com.au/products/black-cohosh

https://return2health.com.au/black-cohosh/nature-s-sunshine-black-cohosh?
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Lacks
warnings

https://return2health.com.au/black-cohosh/nature-s-sunshine-black-cohosh?

Lacks
warnings

https://www.amazon.com.au/Natures-Sunshine-Black-Cohosh-Capsules/dp/B07GDH1QY6

Lacks warnings

https://www.healthpost.com.au/natures-sunshine-black-cohosh-nsbco-p
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https://www.obornehealth.com.au/Natures-Sunshine-Black-Cohosh-525mg-100c
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