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Your quick stop for integrated clinical research updates

by Dr. Deborah Ardolf, ND
     Mycobacterium Avian Com-
plex (MAC) is a group of bacteria 
in the tuberculous family. Although 
we rarely hear of this group of 
bacteria, they are ubiquitous in 
the worlds’ environment and can 
be found in everything from fresh 
and saltwater sources, house dust, 
soil, birds, to farm animals. MAC 
has also been detected in ciga-
rettes, including the tobacco and 
filter paper. In the 1950s, MAC 
was recognized to be pathogenic 
to humans, leading to destructive 
lung infections causing increased 
mortality especially in the HIV+ 
population. 
     Yet, little was known of the 
epidemiology and subsequent 
health and medical ramifications 
in the non-HIV population until a 
2004 article1 revealed that MAC 
follows an insidious route of in-
fection and is often present for 
years before a diagnosis is made. 
The most common symptom is a 
chronic productive cough of pu-
rulent sputum, free of hemoptysis. 
     It is no surprise those sus-
ceptible to acquiring MAC usually 
have a predisposed lung condition 
such as cystic fibrosis, COPD, al-
pha-1 anti-protease gene, or had 
a history of alcohol use or ciga-
rette smoking. However, a 1999 
Japanese study2 suggested that 
being a thin female was also a 
risk factor for progression of dis-
ease in patients with fibronodu-
lar bronchiectasis. Characteristic 
imaging reveals a “tree-in-bud” 
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appearance as the nodules prolif-
erate over time and bronchiectasis 
occurs usually in the right middle 
lobe and lingual before spreading 
to the other lobes. This was defi-
nitely the case in my patient Mary, 
a slim 54-year old female. She was 
HIV negative, with no pre-existing 
lung condition, smoking or ETOH 
abuse.
     Mary was diagnosed with MAC 
during a cardiovascular work-up 
she requested after the sudden 
passing of two of her siblings. A 
2008 chest x-ray revealed pulmo-
nary infiltrates with a tree-in-bud 
appearance suggestive of MAC and 
confirmed via bronchial wash. The 
doctor’s recommendation was a 
yearly chest x-ray, which she fol-
lowed. At the same time, Mary ac-
quired increased neck pain, which 
progressed to 24/7 and required 
urgent chiropractor appointments. 
She was unable to do any one 
activity for longer than 20 min-
utes. Gardening, painting, walking, 
cooking were out of the ques-
tion. Mary’s astute chiropractor 
referred her for naturopathic care 
due to the adjustments not hold-
ing, which showed that something 
else was going on. 
     Mary’s last chest x-ray in 2013 
revealed a newly developed 7x4 
mm right lower lobe pulmonary 
node, a newly enlarged sub-cen-
timeter nodule in the right upper 
lobe, now with bronchiectasis, 
sub-segmental atelectasis, mucous 
plugging, and mild interstitial septal 
thickening. Lung exam in the office 

revealed friction rub of both right 
and left lower lobes, and absent 
lung sounds in the mid right lobe. 
In addition, she reported a con-
stant bronchial rattle. Aeriation 
was minimal throughout all lobes. 
     MAC is usually treated with 
anti-tuberculosis medications, but 
they were generally ineffective. 
Then a group of antibiotics called 
macrolides, specifically clarithro-
myocin and azithromyocin came 
into vogue, but these only offered 
a meager 55% success rate. Clearly 
these treatments were not going 
to suffice for Mary, so my naturo-
pathic recommendations included: 
two weeks of IV hydrogen per-
oxide, followed by IV glutathione 
(working our way up to 10 cc), 
immune injections (1x/week, pro-
gressing to 10cc) and supplements: 
Cordimmune, Transfer Factor, and 
ATP Fuel upon completion of the 
above.  
     Nine days after starting this 
treatment, I was very pleased with 
Mary’s progress. Her expectora-
tion had reduced to pencil eraser 
size; however the color continued 
to be tinged a yellowish brown. 
Another five days later, Mary’s 
neck pain had disappeared. She 
was able to wash her car and paint 
baseboards the day before for one 
hour each without ill effect and re-
ported waking restfully. Mary’s en-
ergy also improved and the bron-
chial rattle was now intermittent, 
but worse with treatment. Vitals 
were within normal range instead 
of sub-par.  

Deborah Ardolf, ND 
is a uniquely trained 
naturopathic physician 
as she also holds a 
Masters in speech 
language pathol-
ogy. During her ND 
training, she studied 

with a researcher who focused in the 
field of Immunology. Dr. Ardolf practices 
naturopathic medicine in the state of 
Hawaii. Her emphasis continues to be in 
immunology as she blieves this is where 
she can make the greatest impact on her 
patients.
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     Two months later, I changed her 
treatment to high dose IV vitamin 
C once a week to help repair lung 
tissue damage, while still provid-
ing the body with anti-microbial 
support. A home treatment plan 
was implemented which involved 
nebulizing micronized silver QD 
and glutathione QD.  
     By the following month, Mary 
had been discharged from intense 
in-patient care. She has continued 
her supplementation protocol 
and the nebulizer treatment, even 
though she reported no expecto-
ration, cough, fatigue, hypother-
mia, and only episodic, short-lived 
neck pain. In addition, Mary still 
sees the chiropractor every 10 
days. She is scheduled for a repeat 
chest x-ray at the end of this year. 
     This case shows the power 
of nature to heal much more ef-
fectively than pharmaceutical ap-
proaches. By treating the whole 
person, wellness can be achieved 
in a relatively short period of time.  
With naturopathic medicine, we 
are able to treat the untreatable. 
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Disulfiram and Copper for Castration-Resistant Pros-
tate Cancer? 
ABSTRACT: Previously published reports indicate that serum 
copper levels are elevated in patients with prostate cancer and that 
increased copper uptake can be used as a means to image prostate 
tumors. It is unclear, however, to what extent copper is required for 
prostate cancer cell function as we observed only modest effects of 
chelation strategies on the growth of these cells in vitro. With the 
goal of exploiting prostate cancer cell proclivity for copper uptake, 
we developed a “conditional lethal” screen to identify compounds 
whose cytotoxic actions were manifested in a copper-dependent 
manner. Emerging from this screen was a series of dithiocarbamates, 
which, when complexed with copper, induced reactive oxygen 
species-dependent apoptosis of malignant, but not normal, prostate 
cells. One of the dithiocarbamates identified, disulfiram (DSF), is an 
FDA-approved drug that has previously yielded disappointing results 
in clinical trials in patients with recurrent prostate cancer. Similarly, in 
our studies, DSF alone had a minimal effect on the growth of pros-
tate cancer tumors when propagated as xenografts. However, when 
DSF was co-administered with copper, a very dramatic inhibition 
of tumor growth in models of hormone-sensitive and of castrate-
resistant disease was observed. Furthermore, we determined that 
prostate cancer cells express high levels of CTR1, the primary copper 
transporter, and additional chaperones that are required to maintain 
intracellular copper homeostasis. The expression levels of most of 
these proteins are increased further upon treatment of androgen 
receptor (AR)-positive prostate cancer cell lines with androgens. Not 
surprisingly, robust CTR1-dependent uptake of copper into prostate 
cancer cells was observed, an activity that was accentuated by activa-
tion of AR. Given these data linking AR to intracellular copper uptake, 
we believe that dithiocarbamate/copper complexes are likely to be 
effective for the treatment of patients with prostate cancer whose 
disease is resistant to classical androgen ablation therapies.
Safi R, et al. Copper signaling axis as a target for prostate cancer therapeu-
tics.  Cancer Res. 2014 Oct 15;74(20):5819-31. doi: 10.1158/0008-5472.
CAN-13-3527.

Hydroxyurea May Prevent Albuminuria in Sickle Cell 
Patients
BACKGROUND: Albuminuria is an early manifestation of sickle 
cell nephropathy. Prior small case series suggests benefit of hydroxy-
urea in reducing albuminuria, with a similar trend noted in pediatric 
studies. We aimed to comprehensively evaluate hydroxyurea use and 
prevalence of albuminuria in adult sickle cell patients.
METHODS: We performed a cross-sectional study of 149 adult 
patients followed between 2000 and 2011 in a comprehensive sickle 
cell clinic. All patients were assessed for albuminuria either by direct 
measurement or by urinary chemical strip (dipstick) testing. Urinary 
albumin-to-creatinine ratios (UACRs) were available for 112 patients. 
Hydroxyurea exposure was defined as ≥three months of therapy 
before the assessment of albuminuria. Albuminuria was defined as 
either UACR ≥30 mg/g or ≥1+ proteinuria on two separate dipsticks. 
We constructed a multivariate logistic regression model to assess the 
association between hydroxyurea and albuminuria.

RESULTS: The prevalence of albuminuria was lower among patients 
on hydroxyurea (34.7 versus 55.4%; P = 0.01) as was median albumin 
excretion (17.9 versus 40.5 mg/g; P = 0.04). In multivariate analysis, 
hydroxyurea was associated with a lower likelihood of albumin-
uria (odds ratio 0.28, 95% CI: 0.11-0.75, P = 0.01), adjusting for age, 
angiotensin-converting enzyme inhibitor/angiotensin receptor blocker 
use, tricuspid regurgitant jet velocity, hypertension and acute chest 
syndrome.
CONCLUSIONS: In our population of sickle cell patients, those 
using hydroxyurea were less than one-third as likely to exhibit 
albuminuria. Hydroxyurea use may prevent development of overt 
nephropathy or the progression of sickle cell disease nephropathy to 
end-stage renal disease, and its use for this indication merits further 
investigation.
Laurin LP, et al. Hydroxyurea is associated with lower prevalence of albu-
minuria in adults with sickle cell disease. Nephrol Dial Transplant. 2014 
Jun;29(6):1211-8. doi: 10.1093/ndt/gft295. Epub 2013 Sep 30.

NSAIDs Use Increases Risk of Bleeding and Thrombosis 
in Patients with Recent MIs
IMPORTANCE: Antithrombotic treatment is indicated for use in 
patients after myocardial infarction (MI); however, concomitant use 
of nonsteroidal anti-inflammatory drugs (NSAIDs) could pose safety 
concerns.
OBJECTIVE: To examine the risk of bleeding and cardiovascular 
events among patients with prior MI taking antithrombotic drugs and 
for whom NSAID therapy was then prescribed.
DESIGN, SETTING, AND PARTICIPANTS: Using nation-
wide administrative registries in Denmark (2002-2011), we studied pa-
tients 30 years or older admitted with first-time MI and alive 30 days 
after discharge. Subsequent treatment with aspirin, clopidogrel, or oral 
anticoagulants and their combinations, as well as ongoing concomitant 
NSAID use, was determined.
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    Words from the Publisher    

    
     Since the former US President Nixon 
declared the “war on cancer” in 1971, the 
conventional approach towards treating 
cancer: cut, burn, and poison (surgery, radia-
tion, and chemotherapy) has hardly changed. 
Over the years, we may have gotten slightly 
better at it, though some may argue against 
that.    
     However, most would agree that we are 
in no way close to winning the war on can-
cer. It is the ultimate manifestation of severe 
compromises in the immune and metabolic 
systems, and simply targeting the cancer 
cells (without correcting the other affected 
systems) is not likely to produce a cure or 
prevent recurrence.

     It is crucial that the fundamentals (diet, 
lifestyle, sleep, stress, exercise, etc…) be 
addressed in cases of chronic illness. In ad-
dition, many other treatments are available 
which can potentially improve a patient’s 
odds in the fight against cancer, for example, 
hyperthermia. 
     Hyperthermia is a non-toxic and low-
risk treatment that has been associated with 
improved outcomes and quality of life in 
cancer patients according to past research. 
In 2014, a mice study showed that local 
hyperthermia not only induces anti-tumor 
immune response, but also reduces the risk 
of recurrence and metastasis.1 It is unfor-
tunate that such a low-risk treatment with 
so many benefits is not employed routinely 
by more cancer treatment centers in the 
conventional setting.

Dr. Martin Kwok, ND, Dr. TCM
Editor and Publisher

R E F E R E N C E S
1.Toraya-Brown S, et al. Local hyperthermia 
treatment of tumors induces CD8(+) T cell-me-
diated resistance against distal and secondary 
tumors. Nanomedicine. 2014 Aug;10(6):1273-
85. doi: 10.1016/j.nano.2014.01.011. Epub 
2014 Feb 22.
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EXPOSURES: Use of NSAIDs with ongo-
ing antithrombotic treatment after first-time 
MI.
MAIN OUTCOMES AND MEA-
SURES: Risk of bleeding (requiring hos-
pitalization) or a composite cardiovascular 
outcome (cardiovascular death, nonfatal 
recurrent MI, and stroke) according to 
ongoing NSAID and antithrombotic therapy, 
calculated using adjusted time-dependent 
Cox regression models.
RESULTS: We included 61,971 patients 
(mean age, 67.7 [SD, 13.6] years; 63% men); 
of these, 34% filled at least one NSAID 
prescription. The number of deaths during 
a median follow-up of 3.5 years was 18,105 

(29.2%). A total of 5,288 bleeding events 
(8.5%) and 18,568 cardiovascular events 
(30.0%) occurred. The crude incidence rates 
of bleeding (events per 100 person-years) 
were 4.2 (95% CI, 3.8-4.6) with concomitant 
NSAID treatment and 2.2 (95% CI, 2.1-2.3) 
without NSAID treatment, whereas the 
rates of cardiovascular events were 11.2 
(95% CI, 10.5-11.9) and 8.3 (95% CI, 8.2-8.4). 
The multivariate-adjusted Cox regression 
analysis found increased risk of bleeding 
with NSAID treatment compared with no 
NSAID treatment (hazard ratio, 2.02 [95% 
CI, 1.81-2.26]), and the cardiovascular risk 
was also increased (hazard ratio, 1.40 [95% 
CI, 1.30-1.49]). An increased risk of bleeding 
and cardiovascular events was evident with 
concomitant use of NSAIDs, regardless of 

Drug Whisperer cont’d from p.2 antithrombotic treatment, types of NSAIDs, 
or duration of use.
CONCLUSIONS AND RELEVANCE: 
Among patients receiving antithrombotic 
therapy after MI, the use of NSAIDs was as-
sociated with increased risk of bleeding and 
excess thrombotic events, even after short-
term treatment. More research is needed to 
confirm these findings; however, physicians 
should exercise appropriate caution when 
prescribing NSAIDs for patients who have 
recently experienced MI.
Schjerning Olsen AM, et al. Association of 
NSAID use with risk of bleeding and cardio-
vascular events in patients receiving antithrom-
botic therapy after myocardial infarction. JAMA. 
2015 Feb 24;313(8):805-14. doi: 10.1001/
jama.2015.0809.
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ing breast cancer survival of BRCA1/2 mutation carriers. Here we 
provide an evidence-based systematic literature review.
METHODS: Eligible publications were observational studies as-
sessing the survival of breast cancer patients carrying a BRCA1/2 
mutation compared to non-carriers or the general breast cancer 
population. We performed meta-analyses and best-evidence synthe-
ses for survival outcomes taking into account study quality assessed 
by selection bias, misclassification bias and confounding.
RESULTS: Sixty-six relevant studies were identified. Moderate evi-
dence for a worse unadjusted recurrence-free survival for BRCA1 
mutation carriers was found. For BRCA1 and BRCA2 there was a 
tendency towards a worse breast cancer-specific and overall survival, 

however, results were heterogeneous 
and the evidence was judged to be in-
decisive. Surprisingly, only eight stud-
ies considered adjuvant treatment as 
a confounder or effect modifier while 
only two studies took prophylactic 
surgery into account. Adjustment 
for tumour characteristics tended 
to shift the observed risk estimates 
towards a relatively more favourable 
survival.
CONCLUSIONS: In contrast to 
currently held beliefs of some on-
cologists, current evidence does not 
support worse breast cancer survival 
of BRCA1/2 mutation carriers in the 
adjuvant setting; differences if any are 

likely to be small. More well-designed studies are awaited.
ven den Broek AJ, et al. Worse Breast Cancer Prognosis of BRCA1/BRCA2 
Mutation Carriers: What’s the Evidence? A Systematic Review with Meta-
Analysis. PLoS One. 2015 Mar 27;10(3):e0120189. doi: 10.1371/journal.
pone.0120189. eCollection 2015.

Vitamin D Improves Musculoskeletal Pain 
BACKGROUND: The current mode of therapy for many patients 
with musculoskeletal pain is unsatisfactory.
PURPOSE: We aimed to assess the impact of adding 4,000 IU of 
vitamin D on pain and serological parameters in patients with mus-
culoskeletal pain.
MATERIALS AND METHODS: This was a randomized, dou-
ble-blinded and placebo-controlled study assessing the effect of 
4,000 IU of orally given vitamin D3 (cholecalciferol) (four gel capsules 
of 1,000 IU, (SupHerb, Israel) vs. placebo on different parameters of 
pain. Eighty patients were enrolled and therapy was given for three 
months. Parameters were scored at three time points: prior to inter-
vention, at week 6 and week 12. Visual analogue scale (VAS) scores 
of pain perception were recorded following 6 and 12 weeks. We also 
measured serum levels of leukotriene B4 (LTB4), interleukin 6 (IL-6), 
tumor necrosis factor alpha (TNFα) and prostaglandin E2 (PGE2) by 
ELISA.
RESULTS: The group receiving vitamin D achieved a statistically 
significant larger decline of their VAS measurement throughout the 

Topical Application of Linseed Oil Helps Carpal Tunnel 
Syndrome
BACKGROUND: Carpal tunnel syndrome is known as the most 
common entrapment neuropathy. Conservative treatments cannot 
reduce the symptomatic severity satisfactorily; therefore, effective-
ness of Linum usitatissimum L. (linseed) oil on carpal tunnel syndrome, 
as a complementary treatment, was evaluated in the current study. 
Linseed oil is a well-known preparation in Iranian traditional medi-
cine and its analgesic, anti-inflammatory and anti-oxidative effects have 
been shown in previous studies.
METHODS: A randomized, double-blind, placebo-controlled clini-
cal trial was conducted. One hundred patients (155 hands) with id-
iopathic mild to moderate carpal tun-
nel syndrome aged between 18 and 
65 years old were randomized in two 
parallel groups. These two groups were 
treated during four weeks with topi-
cal placebo and linseed oil. In addition, 
a night wrist splint was prescribed for 
both groups. Symptomatic severity and 
functional status were measured using 
Boston Carpal Tunnel Questionnaire. 
In addition, median sensory nerve con-
duction velocity, motor distal latency, 
sensory distal latency and compound 
latency as electrodiagnostic param-
eters were measured at baseline and 
after the intervention period.
RESULTS: After the intervention, 
significant improvement was observed regarding Boston Carpal Tun-
nel Questionnaire symptomatic severity and functional status mean 
differences (p <0.001) in the linseed oil group compared with those 
in the placebo group. Also, regarding the mean differences of both 
groups, significant improvement of nerve conduction velocity of the 
median nerve was seen in the linseed oil group by a value of 2.38 m/
sec (p < 0.05). However, motor distal latency and sensory distal laten-
cy of the median nerve showed no between-group significant changes 
(p = 0.14 for both items). Finally, compound latency was improved 
slightly in the case group, comparing mean differences between the 
groups (p <0.05). No significant adverse events were reported from 
using linseed oil.
CONCLUSIONS: It seems that linseed oil could be effective in the 
management of mild and moderate carpal tunnel syndrome, especially 
in improving the severity of symptoms and functional status. In ad-
dition, its effect on electrodiagnostic parameters, especially on the 
nerve conduction velocity, can be considered as a valuable point.
Hashempur MH, et al., Effect of Linum usitatissimum L. (linseed) oil on mild 
and moderate carpal tunnel syndrome: a randomized, double-blind, place-
bo-controlled clinical trial. Daru. 2014 May 21;22:43. doi: 10.1186/2008-
2231-22-43.

Breast Cancer Patients with BRCA1/2 Mutation Don’t 
Fare Worse than Other Breast Cancer Patients
OBJECTIVE: Conflicting conclusions have been published regard-

Clinical Quickies



April 2015 «  DMB  5

trial.
METHODS: 57 subjects were randomized to twelve weeks of stan-
dardized R. rosea extract, sertraline, or placebo. Changes over time 
in Hamilton Depression Rating (HAM-D), Beck Depression Inventory 
(BDI), and Clinical Global Impression Change (CGI/C) scores among 
groups were examined using mixed-effects models.
RESULTS: Modest, albeit statistically non-significant, reductions 
were observed for HAM-D, BDI, and CGI/C scores for all treatment 
conditions with no significant difference between groups (p = 0.79, 
p = 0.28, and p = 0.17, respectively). The decline in HAM-D scores 
was greater for sertraline (-8.2, 95% confidence interval [CI], -12.7 
to -3.6) versus R. rosea (-5.1, 95% CI: -8.8 to -1.3) and placebo (-4.6, 
95% CI: -8.6 to -0.6). While the odds of improving (versus placebo) 
were greater for sertraline (1.90 [0.44-8.20]; odds ratio [95% CI]) 
than R. rosea (1.39 [0.38-5.04]), more subjects on sertraline reported 
adverse events (63.2%) than R. rosea (30.0%) or placebo (16.7%) (p 
= 0.012).
CONCLUSIONS: Although R. rosea produced less antidepressant 
effect versus sertraline, it also resulted in significantly fewer adverse 
events and was better tolerated. These findings suggest that R. rosea, 
although less effective than sertraline, may possess a more favorable 
risk to benefit ratio for individuals with mild to moderate depression.
Mao JJ, et al. Rhodiola rosea versus sertraline for major depressive dis-
order: A randomized placebo-controlled trial. Phytomedicine. 2015 Mar 
15;22(3):394-9. doi: 10.1016/j.phymed.2015.01.010. 

Preliminary Data Shows Ginkgo Biloba Extract May Im-
prove ADHD Symptoms
OBJECTIVES: The side effects, nonresponse, and prejudices against 
conventional pharmacological treatments call for complementary or 
alternative medical treatments (CAM) for ADHD. One possible treat-
ment, at least for cognitive problems, might be the administration of 
Ginkgo biloba, though evidence is currently rare. This study tests the 
clinical efficacy of a Ginkgo biloba special extract (EGb 761®) and 
its correlation with brain electrical activity in children with ADHD 
combined type according to DSM-IV.
METHOD: In this open clinical pilot study, EGb 761® was admin-
istered to 20 children with ADHD over three to five weeks. Dosage 
was increased to a maximum of 240 mg daily if attention problems 
persisted. Possible drug side effects were assessed using the Side Ef-
fect Rating Scale. Efficacy was assessed in a multilevel approach includ-
ing clinical assessment, quality of life (QoL), as well as performance 
and preparatory brain-electrical activity evoked during a Continuous 
Performance Test (Cue-CNV in the CPT).
RESULTS: A very low rate of mild adverse effects occurred during 
the observation period. Following EGb 761® administration, possible 
improvements in QoL, ADHD core symptoms as well as CPT per-
formance were detected. Improved core symptoms were positively 
related to elevated CNV amplitude.
CONCLUSION: This preliminary evidence suggests that EGb 
761® at a maximal dosage of 240 mg daily might be a clinically useful 
alternative treatment for children with ADHD, but further evidence 
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study compared with the placebo group. The need for analgesic ‘res-
cue therapy’ was significantly lower among the vitamin D-treated 
group. TNFα levels decreased by 54.3% in the group treated with 
vitamin D and increased by 16.1% in the placebo group. PGE2 de-
creased by39.2% in the group treated with vitamin D and increased 
by 16% in the placebo group. LTB4 levels decreased in both groups 
by 24% (p < 0.05).
CONCLUSION: Adding 4,000 IU of vitamin D for patients with 
musculoskeletal pain may lead to a faster decline of consecutive VAS 
scores and to a decrease in the levels of inflammatory and pain-re-
lated cytokines.
Gendelman O, et al. A randomized double-blind placebo-controlled 
study adding high dose vitamin D to analgesic regimens in pa-
tients with musculoskeletal pain. Lupus. 2015 Apr;24(4-5):483-9. doi: 
10.1177/0961203314558676.

Vitamin D Improves Neuropathy in Type 2 Diabetic Pa-
tients
OBJECTIVE: We aimed to assess the efficacy of short-term oral 
vitamin D supplementation on peripheral neuropathy in patients with 
type 2 diabetes. 
MATERIALS AND METHODS: This prospective, placebo-con-
trolled trial included 112 type 2 diabetic patients with diabetic periph-
eral neuropathy (DPN) and vitamin D [25(OH)D] deficiency. Patients 
were sequentially assigned to a treatment group (n = 57) and a pla-
cebo group (n = 55). DPN was assessed using a neuropathy symptom 
score (NSS), a neuropathy disability score (NDS) and a nerve conduc-
tion study (NCS). Vitamin D status was determined by measuring the 
serum total 25(OH)D concentration. Patients received either oral 
vitamin D3 capsules or starch capsules once weekly for eight weeks. 
The primary outcome was changes in NSS and NDS from baseline. 
The secondary outcome was changes in the NCS result. 
RESULTS: Serum 25(OH)D concentrations significantly improved 
after oral vitamin D supplementation in the treatment group when 
compared to the placebo group (32.8 ± 23.7 vs. 1.1 ± 3.6, p < 0.0001). 
Similarly, the improvement in NSS values was significantly greater in 
the treatment group than in the placebo group (-1.49 ± 1.37 vs. -0.20 
± 0.59, p < 0.001). No improvement was observed for NDS and NCS 
between the two groups after treatment. 
CONCLUSION: Short-term oral vitamin D3 supplementation im-
proved vitamin D status and the symptoms of neuropathy in patients 
with type 2 diabetes. 
Shehab D, et al. Prospective Evaluation of the Effect of Short-Term Oral 
Vitamin D Supplementation on Peripheral Neuropathy in Type 2 Diabetes 
Mellitus. Med Princ Pract. 2015 Feb 26. [Epub ahead of print]

Rhodiola May Have Better Risk-to-Benefit Ratio than 
Sertraline for Mild to Moderate Depression
BACKGROUND: We performed a proof of concept trial to evalu-
ate relative safety and efficacy of Rhodiola rosea (R. rosea) versus 
sertraline for mild to moderate major depressive disorder.
HYPOTHESIS: We hypothesize that R. rosea would have similar 
therapeutic effects as sertraline but with less adverse events.
STUDY DESIGN: Phase II randomized placebo controlled clinical 
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is required before firm conclusions can be made.
Uebel-von Sandersleben H, et al. Ginkgo biloba extract EGb 761® 
in children with ADHD. Z Kinder Jugendpsychiatr Psychother. 2014 
Sep;42(5):337-47. doi: 10.1024/1422-4917/a000309.

Weight Management Greatly Enhances Drug Therapy 
for Atrial Fibrillation Patients
BACKGROUND: Obesity and atrial fibrillation (AF) are dual epi-
demics that frequently coexist. Weight-loss reduces AF burden; how-
ever, whether this is sustained, has a dose effect or is influenced by 
weight-fluctuation is not known.
OBJECTIVES: To evaluate the long-term impact of weight-loss 
and weight-fluctuation on rhythm 
control in obese individuals with 
atrial fibrillation.
METHODS: Of 1,415 con-
secutive patients with AF, 825 
had BMI≥27 kg/m2 and were of-
fered weight management. After 
screening for exclusion criteria, 
355 were included in this analysis. 
To determine a dose-response, 
weight-loss was categorized as: 
Group-1 (>10%); Group-2 (3-
9%); and Group-3 (<3%). Weight 
trend/fluctuation was deter-
mined by yearly follow-up. We 
determined the impact on AF 
severity scale and seven-day am-
bulatory monitoring.
RESULTS: There were no dif-
ferences in baseline characteristics or follow-up duration between 
the groups (p=NS). At follow-up, AF burden and symptom severity 
decreased more in Group-1 compared to Group-2 and 3 (p<0.001 
for all). Arrhythmia-free survival both with and without rhythm con-
trol strategies (medication or ablation) was greatest in Group-1 com-
pared to Group-2 and 3 (P<0.001 for both). In multivariate analyses, 
weight-loss Group (p<0.001) and weight-fluctuation (p<0.001) were 
independent predictors of outcomes. Weight-loss >10% resulted in 
a six-fold (95% CI: 3.4-10.3, p<0.001) greater probability of arrhyth-
mia-free survival compared to other two groups. Greater than 5% 
weight-fluctuation partially offsets this benefit with a two-fold (95% 
CI 1.0-4.3; p =0.02) increased risk of arrhythmia recurrence.
CONCLUSION: Long-term sustained weight-loss is associated 
with significant reduction of AF burden and maintenance of sinus 
rhythm. Weight-loss and avoidance of weight-fluctuation constitute 
important strategies for reducing the rising burden of AF.
Pathak RK, et al. Long-Term Effect of Goal Directed Weight Management 
in an Atrial Fibrillation Cohort: A Long-term Follow-Up StudY (LEGACY 
Study). J Am Coll Cardiol. 2015 Mar 5. pii: S0735-1097(15)00761-5. doi: 
10.1016/j.jacc.2015.03.002. [Epub ahead of print]

Coconut Oil Pulling May Help Prevent Gingivitis 

Clinical Quickies
continued from page 5

BACKGROUND: Oil pulling or oil swishing therapy is a tradi-
tional procedure in which the practitioners rinse or swish oil in their 
mouth. It is supposed to cure oral and systemic diseases but the 
evidence is minimal. Oil pulling with sesame oil and sunflower oil was 
found to reduce plaque related gingivitis. Coconut oil is an easily-
available edible oil. It is unique because it contains predominantly 
medium chain fatty acids of which 45-50 percent is lauric acid. Lau-
ric acid has proven anti-inflammatory and antimicrobial effects. No 
studies have been done on the benefits of oil pulling using coconut 
oil to date. So a pilot study was planned to assess the effect of coco-
nut oil pulling on plaque induced gingivitis.
MATERIALS AND METHODS:  The aim of the study was 
to evaluate the effect of coconut oil pulling/oil swishing on plaque 
formation and plaque induced gingivitis. A prospective interventional 
study was carried out. Sixty age-matched adolescent boys and girls in 
the age-group of 16-18 years with plaque induced gingivitis were in-

cluded in the study and oil pulling 
was included in their oral hygiene 
routine. The study period was 30 
days. Plaque and gingival indices 
of the subjects were assessed at 
baseline days 1,7,15 and 30. The 
data was analyzed using paired t 
test.
RESULTS: A statistically signifi-
cant decrease in the plaque and 
gingival indices was noticed from 
day 7 and the scores continued 
to decrease during the period of 
study.
CONCLUSION: Oil pulling 
using coconut oil could be an 
effective adjuvant procedure in 
decreasing plaque formation and 
plaque induced gingivitis.

Peedikayil FC, et al. Effect of coconut oil in plaque related gingivitis - 
A preliminary report. Niger Med J. 2015 Mar-Apr;56(2):143-7. doi: 
10.4103/0300-1652.153406.

Folic Acid Enhances Drug’s Effect in Preventing First 
Stroke in Patients with Hypertension
IMPORTANCE: Uncertainty remains about the efficacy of folic 
acid therapy for the primary prevention of stroke because of limited 
and inconsistent data.
OBJECTIVE: To test the primary hypothesis that therapy with 
enalapril and folic acid is more effective in reducing first stroke than 
enalapril alone among Chinese adults with hypertension.
DESIGN, SETTING, AND PARTICIPANTS: The China 
Stroke Primary Prevention Trial, a randomized, double-blind clinical 
trial conducted from May 19, 2008, to August 24, 2013, in 32 com-
munities in Jiangsu and Anhui provinces in China. A total of 20,702 
adults with hypertension without history of stroke or myocardial 
infarction (MI) participated in the study.
INTERVENTIONS: Eligible participants, stratified by MTHFR 
C677T genotypes (CC, CT, and TT), were randomly assigned to re-

Clinical Quickies continued on p.9
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Risk of a Thrombotic Event after 
the Six-Week Postpartum Period
BACKGROUND: The postpartum state 
is associated with a substantially increased 
risk of thrombosis. It is uncertain to what 
extent this heightened risk persists beyond 
the conventionally defined six-week post-
partum period.
METHODS: Using claims data on all dis-
charges from nonfederal emergency depart-
ments and acute care hospitals in California, 
we identified women who were hospitalized 
for labor and delivery between January 1, 
2005, and June 30, 2010. We used validated 
diagnosis codes to identify a composite 
primary outcome of ischemic stroke, acute 
myocardial infarction, or venous thrombo-
embolism. We then used conditional logistic 
regression to assess each patient’s likelihood 
of a first thrombotic event during sequential 
six-week periods after delivery, as compared 
with the corresponding six-week period 
one year later.
RESULTS: Among the 1,687,930 women 
with a first recorded delivery, 1,015 had a 
thrombotic event (248 cases of stroke, 47 
cases of myocardial infarction, and 720 cases 
of venous thromboembolism) in the period 
of one year plus up to 24 weeks after deliv-
ery. The risk of primary thrombotic events 
was markedly higher within six weeks after 
delivery than in the same period one year 
later, with 411 events versus 38 events, for 
an absolute risk difference of 22.1 events 
(95% confidence interval [CI], 19.6 to 24.6) 
per 100,000 deliveries and an odds ratio of 
10.8 (95% CI, 7.8 to 15.1). There was also 
a modest but significant increase in risk 
during the period of 7 to 12 weeks after 
delivery as compared with the same period 
one year later, with 95 versus 44 events, 
for an absolute risk difference of 3.0 events 
(95% CI, 1.6 to 4.5) per 100,000 deliver-
ies and an odds ratio of 2.2 (95% CI, 1.5 to 
3.1). Risks of thrombotic events were not 
significantly increased beyond the first 12 
weeks after delivery.
CONCLUSIONS: Among patients in 
our study, an elevated risk of thrombosis 
persisted until at least 12 weeks after deliv-
ery. However, the absolute increase in risk 
beyond six weeks after delivery was low.

 T A R G E T E D   R E S E A R C H 

Coagulation- and Thrombosis-Related Research

Kamel H, et al. N Engl J Med 2014; 370:1307-
1315

Venous thromboembolism in chil-
dren with cancer - a population-
based cohort study
INTRODUCTION: Cancer is a known 
risk factor for venous thromboembolism 
(VTE) in adults, but population-based data in 
children are scarce.
MATERIALS AND METHODS: We 
conducted a cohort study utilizing linkage 
of the Clinical Practice Research Database 
(primary care), Hospital Episodes Statistics 
(secondary care), UK Cancer Registry data 
and Office for National Statistics cause 
of death data. From these databases, we 
selected 498 children with cancer diag-
nosed between 1997 and 2006 and 20,810 
controls without cancer. We calculated VTE 
incidence rates in children with cancer vs. 
controls, and hazard ratios (HRs) using Cox 
regression.
RESULTS: We identified four VTE events 
in children with cancer compared with 
four events in the larger control population 
corresponding to absolute risks of 1.52 and 
0.06 per 1,000 person-years respectively. 
The four children with VTE and cancer 
were diagnosed with hematological, bone or 
non-specified cancer. Childhood cancer was 
hence associated with a highly increased risk 
of VTE (HR adjusted for age and sex: 28.3; 
95%CI=7.0-114.5).
CONCLUSIONS: Children with cancer 
are at increased relative risk of VTE com-
pared to those without cancer. Physicians 
could consider thromboprophylaxis in 
children with cancer to reduce their excess 
risk of VTE however the absolute risk is ex-
tremely small and the benefit gained there-
fore would need to be balanced against the 
risk invoked of implementing such a strategy.
NOVELTY & IMPACT STATE-
MENTS: While there is a reasonable level 
of knowledge about the risk of VTE in adult 
populations, it is not well known whether 
this risk is reflected in pediatric patients. We 
found a substantial increase in risk of VTE 
in children with cancer compared to a child 
population without cancer. While this finding 
is important, the absolute risk of VTE is still             Targeted Research cont’d on p.12

low and must be balanced with the risks of 
anticoagulation.
Walker AJ, et al. Thromb Res. 2014 
Mar;133(3):340-4. doi: 10.1016/j.
thromres.2013.12.021. Epub 2013 Dec 21.

Increased risk of deep vein throm-
bosis and pulmonary thromboem-
bolism in patients with spinal cord 
injury: a nationwide cohort pro-
spective study.
BACKGROUND: We investigated the 
effect of spinal cord injury (SCI) on the de-
velopment of deep vein thrombosis (DVT) 
and pulmonary thromboembolism (PE) by 
conducting a nationwide longitudinal cohort 
study.
METHODS: We studied the entire 
hospitalized population in Taiwan for the 
1998-2008 period, with a follow-up period 
extending to the end of 2010. We identi-
fied SCI patients using the Taiwan National 
Health Insurance Research Database 
(NHIRD), and selected a cohort that was 
1:4 frequency-matched by age (five-year 
span), sex, and index year from the general 
population. We analyzed the risks of DVT 
and PE using Cox proportional-hazards 
regression models, which included the 
demographic variables of sex, age, and 
comorbidities.
RESULTS: A total of 47,916 SCI pa-
tients (62.7% men, mean age of 50.0 y) and 
191,664 controls were followed for 308,266 
and 1,341,169 person-years, respectively. 
The adjusted hazard ratio (HR) of DVT and 
PE development was 2.46-fold and 1.57-
fold among the SCI patients, respectively. 
The highest risk of DVT and PE developed 
within three months after an SCI occurred 
(HR: 16.9 and 3.64, respectively). The 
adjusted HR of DVT and PE rose markedly 
with increasing age. The adjusted HR of DVT 
was highest among C-spine SCI patients, and 
the adjusted HR of PE was highest among 
T-spine SCI patients.
CONCLUSION: This nationwide pro-
spective cohort study demonstrated that 
the risk of DVT and PE increased significant-
ly in SCI patients compared with that of the 
general population. The highest risk of DVT 
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ceive double-blind daily treatment with a single-pill combination con-
taining enalapril, 10 mg, and folic acid, 0.8 mg (n = 10,348) or a tablet 
containing enalapril, 10 mg, alone (n = 10,354).
MAIN OUTCOMES AND MEASURES: The primary outcome 
was first stroke. Secondary outcomes included first ischemic stroke; 
first hemorrhagic stroke; MI; a composite of cardiovascular events con-
sisting of cardiovascular death, MI, and stroke; and all-cause death.
RESULTS: During a median treatment duration of 4.5 years, com-
pared with the enalapril alone group, the enalapril-folic acid group had a 
significant risk reduction in first stroke (2.7% of participants in the enal-
april-folic acid group vs 3.4% in the enalapril alone group; hazard ratio 
[HR], 0.79; 95% CI, 0.68-0.93), first ischemic stroke (2.2% with enalapril-
folic acid vs 2.8% with enalapril alone; HR, 0.76; 95% CI, 0.64-0.91), and 
composite cardiovascular events consisting of cardiovascular death, MI, 
and stroke (3.1% with enalapril-folic acid vs 3.9% with enalapril alone; 
HR, 0.80; 95% CI, 0.69-0.92). The risks of hemorrhagic stroke (HR, 0.93; 
95% CI, 0.65-1.34), MI (HR, 1.04; 95% CI, 0.60-1.82), and all-cause deaths 
(HR, 0.94; 95% CI, 0.81-1.10) did not differ significantly between the two 
treatment groups. There were no significant differences between the 
two treatment groups in the frequencies of adverse events.
CONCLUSIONS AND RELEVANCE: Among adults with hyper-
tension in China without a history of stroke or MI, the combined use 
of enalapril and folic acid, compared with enalapril alone, significantly 
reduced the risk of first stroke. These findings are consistent with ben-
efits from folate use among adults with hypertension and low baseline 
folate levels.
Huo Y, et al. Efficacy of folic acid therapy in primary prevention of stroke 
among adults with hypertension in China: the CSPPT randomized clinical trial. 
JAMA. 2015 Apr 7;313(13):1325-35. doi: 10.1001/jama.2015.2274.

Fucoidan Improves Insulin Secretion and Insulin Resis-
tance in Obese Adults
ABSTRACT: The aim of this article is to evaluate the effect of fucoi-
dan administration on insulin secretion and insulin sensitivity in over-
weight or obese adults. A randomized, double-blind, placebo-controlled 
clinical trial was carried out in 25 obese or overweight volunteers. Thir-
teen patients received an oral dose of 500 mg of fucoidan once daily 
before breakfast and 12 patients received placebo for three months. 
Before and after the intervention, fasting glucose and two-hour post-
load, total cholesterol, high-density lipoprotein cholesterol, triglycerides, 
and insulin levels were measured. Low-density lipoprotein cholesterol 
(LDL-C) and homeostasis model analysis formulas (HOMA) for β-cell 
function and insulin resistance were calculated. The results showed a sig-
nificant decrease in diastolic blood pressure (71.7 ± 12.2 vs. 67.8 ± 13.8 
mmHg; P<.05) and LDL-C (3.1 ± 0.5 vs. 2.7 ± 0.6 mmol/l; P<.01) with in-
crease in insulin levels (60.6 ± 24.0 vs. 78.6 ± 32.4 pmol/l; P<.05), HOMA 
β-cell (35.0 ± 20.8 vs. 50.6 ± 18.7; P<.05) and HOMA IR (1.9 ± 1.2 vs. 2.6 
± 1.8; P<.05) were observed after fucoidan administration. We conclude 
that fucoidan administration during a three-month period in overweight 
or obese adults decreased diastolic blood pressure and LDL-C concen-
trations, increasing insulin secretion and insulin resistance.
Hernández-Corona DM, et al. Effect of fucoidan administration on insulin se-
cretion and insulin resistance in overweight or obese adults. J Med Food. 2014 

Jul;17(7):830-2. doi: 10.1089/jmf.2013.0053. Epub 2014 Mar 10.

Intravenous Fish Oil Emulsion Reduces Retinopathy 
Better than Standard Lipid Emulsion in Very Preterm 
Infants
BACKGROUND: Preliminary studies suggest that fish-oil lipid 
emulsion given parenterally to very preterm infants reduces the 
severity of retinopathy (ROP) and cholestasis.
METHODS: Infants weighing <1,250 g at birth were randomly 
allocated to two groups: an experimental group of 60 infants that 
received an intravenous (IV) soybean, olive oil, and fish oil emulsion, 
and a control group of 70 infants that was given a parenteral soy-
bean and olive oil emulsion. Plasma and erythrocyte concentrations 
of docosahexaenoic acid (DHA) were determined using a high-
performance liquid chromatography-mass spectrometry analysis.
RESULTS: Nine infants in the fish oil group required laser ther-
apy for ROP compared with 22 infants in the standard intralipid 
group (risk ratio [RR], 0.48; 95% confidence interval [CI], 0.24-
0.96). Three infants in the fish oil group developed cholestasis com-
pared with 20 infants in the standard intralipid group (RR, 0.18; 95% 
CI, 0.055-0.56). The mean plasma DHA concentrations in treated 
infants were 2.9-fold higher in the fish oil group than in control 
infants on the seventh and fourteenth days of life. The mean DHA 
content in erythrocytes of treated infants was 4.5-fold and 2.7-fold 
higher compared with controls at 7 and 14 days of age.
CONCLUSIONS: Premature infants receiving an IV fat emulsion 
containing fish oil had less ROP requiring laser treatment and less 
cholestasis than those receiving a standard lipid emulsion. These 
infants also had higher plasma and erythrocyte DHA levels at 7 
and 14 days, suggesting potential long-term neurodevelopmental 
benefits.
Pawlik D, et al. Fish-oil fat emulsion supplementation reduces the risk 
of retinopathy in very low birth weight infants: a prospective, random-
ized study. JPEN J Parenter Enteral Nutr. 2014 Aug;38(6):711-6. doi: 
10.1177/0148607113499373. Epub 2013 Aug 20.

High Dose Vitamin D Supplementation Does the Job 
For Statin-Induced Myalgia or Myositis
BACKGROUND: Low serum vitamin D can cause myalgia, myo-
sitis, myopathy, and myonecrosis. Statin-induced myalgia is a major 
and common cause of statin intolerance. Low serum vitamin D and 
statins, additively or synergistically, cause myalgia, myositis, myopa-
thy, and/or myonecrosis. Statin-induced myalgia in vitamin D defi-
cient patients can often be resolved by vitamin D supplementation, 
normalizing serum vitamin D levels.
AIMS: In 74 men and 72 women (age 59 ± 14 years) intolerant to 
≥2 statins because of myalgia, myositis, myopathy, or myonecrosis 
and found to have low (<32 ng/mL) serum vitamin D, we prospec-
tively assessed whether vitamin D supplementation (vitamin D2: 
50,000-100,000 units/week) to normalize serum vitamin D would 
allow successful rechallenge therapy with statins.
MATERIALS AND METHODS: Follow-up evaluation on vi-
tamin D supplementation was done on 134 patients at six months 
(median 5.3), 103 patients at 12 months (median 12.2), and 82 pa-
tients at 24 months (median 24).
RESULTS: Median entry serum vitamin D (22 ng/mL, 23 ng/mL, 
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May 4-6
Arizona Center For Integrative Medicine 
presents 12TH ANNUAL NUTRITION & 
HEALTH CONFERENCE. Arizona Biltmore Ho-
tel, Phoenix, AZ. Contact: http://nutritionandhealth-
conf.org/

May 6-9
The American Academy of Anti-Aging Med-
icine presents the 23RD ANNUAL WORLD 
CONGRESS ON ANTI-AGING MEDICINE. 
Diplomat Resort and Spa, Hollywood, FL. Contact: 
www.a4m.com/anti-aging-conference-2015-hollywood.
html

May 8-10
National Center for Homeopathy presents 
10TH ANNUAL JOINT AMERICAN HO-
MEOPATHIC CONFERENCE. The Loews Hotel 
Philadelphia, Philadelphia, PA. Contact: www.home-
opathycenter.org/2015-joint-american-homeopathic-
conference/

May 28-30
The Institute for Functional Medicine pres-
ents THE IFM’S 2015 ANNUAL INTERNA-
TIONAL CONFERENCE – THE “OMICS” 
REVOLUTION: NATURE AND NURTURE. 
JW Marriott, Austin, TX.  
Contact: www.functionalmedicine.org/

May 29-June 1
Herbal Educational Services presents MEDI-
CINES FROM THE EARTH HERB SYMPO-
SIUM. Blue Ridge Assembly, Black Mountain, NC. CE 
credits available. Contact: www.botanicalmedicine.
org/conferences/me2015/me2015genl.html

June 6-7
Trubalance Healthcare Inc. (Canada) pres-
ents BHRT SERIES PART I: MASTERING 
THE PROTOCOLS FOR OPTIMIZATION 
OF HORMONE REPLACEMENT THERAPY 
FOR MEN & WOMEN. Park Hyatt Hotel, Toronto, 
ON. Contact: www.trubalancehealthcare.com. Tel: 
647.884.0663

August 5-8
American Association of Naturopathic 
Physicians (AANP) 30TH ANNIVERSARY 
CONFERENCE. Oakland, CA. 
Contact: www.naturopathic.org/aanp2015

August 19-22
24TH Annual IAACN Scientific Symposium: 
PREVENTIVE BIOCHEMICAL INTERVEN-
TIONS & NOVEL THERAPEUTIC OVERTURES 
FOR THOSE WITH CANCER. Minneapolis, MN. 
Contact: www.iaacn.org/symposium/

August 21-23
INTEGRATIVE ADDICTION 2015. Myrtle Beach, 
SC. Contact: 954.540.1896; Sharon@integrativeaddic-
tion2015.com; http://integrativeaddiction2015.com

August 27-30
NORTHWEST HERB SYMPOSIUM: Botanicals 
at the Beach. Camp Casey Conference Center, Whid-
bey Island, WA. Contact: 425.868.0464 or 800.468.0464; 
info@treefarmtapes.com

September 11-13
CURING THE INCURABLES. St. Louis, MO. Fibro-
myalgia and chronic fatigue. Contact: http://iamconf.com

September 17-19
BIO-IDENTICAL HORMONE REPLACEMENT 
THERAPY SYMPOSIUM. New Orleans, LA. Also, 
November 19-21 in Vancouver, BC, Canada. 
Contact: 561.893.8626; www.A4M.com

September 17-20
AMERICAN ACADEMY OF PAIN MANAGE-
MENT 26TH ANNUAL CLINICAL MEETING. 
Washington, DC. 
Contact: www.aapainmanage.org/annual-clinical-meeting/

September 17-20
6th ANNUAL INTEGRATIVE MEDICINE FOR 
MENTAL HEALTH CONFERENCE. San Diego, CA. 
Contact: integrativemedicineformentalhealthconference.
com/

September 25-27
3RD ANNUAL LIFESTYLE MEDICINE SUM-
MIT. Phoenix, AZ. Contact: www.metagenics.com/
events/2015_lifestyle_medicine_summit

September 25-27
WORLD FEDERATION OF ACUPUNCTURE-
MOXIBUSTION SOCIETIES INTERNATIONAL 
CONFERENCE. Toronto, ON, Canada. 
Contact: http://wfastoronto2015.com/
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The Medical Orient Express

Acupuncture Improves Hot Flashes in Prostate Cancer 
Patients Receiving Androgen Deprivation Therapy
PURPOSE: To test the safety and efficacy of acupuncture in reduc-
ing hot flashes in men with advanced prostate cancer (CaP) undergo-
ing androgen deprivation therapy. 
METHODS: A single-arm, pilot study was undertaken to evaluate 
acupuncture treatment for hot flashes experienced by CaP patients 
undergoing hormonal therapy. Sixteen advanced CaP patients under-
going androgen deprivation therapy (ADT) received standardized full 
body and auricular acupuncture once a week for 14 weeks. Patients 
were evaluated at 0, 7, 14, and an additional 14-week follow-up (F/U) 
(28-weeks). Safety was measured by monitoring for adverse events 
over the treatment period. Serum testosterone was measured at 0 
and 14-weeks. Quality of life (QOL) was measured by the hormone 
domain of the Expanded Prostate Index Composite (EPIC), at the 0, 
7, 14, and 28-weeks and patient reported hot flash frequency was as-
sessed weekly. Safety endpoints were serum testosterone and analy-
sis of adverse events. Efficacy endpoints were scores on the EPIC and 
the number of patients who reported hot flashes. 
RESULTS: 17 patients were enrolled and 15 completed the trial. 
Of 15 evaluable patients the median age was 68 ± 8.19. Serum analy-
sis demonstrated no change in testosterone at baseline 9.5 ng/ml 
± 8.9 vs. end-point 14 ± 8.78 (p = 0.101). No adverse events were 
reported. Data analysis of the EPIC demonstrated a trend toward 
improvement after seven weeks and a significant improvement fol-
lowing 14 weeks of acupuncture (p = 0.01). Analysis of patient re-
ported frequency showed a significant reduction in the number of 
hot flashes at 7 weeks (6, p = 0.04), 14-weeks (2.6, p = 0.001), and 
28-wk F/U (3.2, p = 0.01) as compared to baseline 9.57 ± 3.98. 
CONCLUSIONS: The administration of acupuncture in men with 
advanced CaP appears to significantly decrease the frequency of hot 
flashes. No serious adverse events were noted and serum testoster-
one levels were unchanged from baseline suggesting that the mecha-
nism of action of acupuncture for hot flash amelioration is not via 
increase in testosterone.
Capodice J, et al. Acupuncture for the Treatment of Hot Flashes in Men with 
Advanced Prostate Cancer. International Journal of Clinical Medicine, Vol. 2 
No. 1, 2011, pp. 51-55. doi:10.4236/ijcm.2011.21010.

Electrical Acupuncture Helps Muscle Spasticity in 
Brain Trauma Patients
OBJECTIVE: This study was aimed at evaluating the clinical ef-
ficacy and safety of transcutaneous electrical acupoint stimulation 
(TEAS) to treat muscle spasticity after brain injury (Chinese Clinical 
Trial Registry: ChiCTR-TRC-11001310).
METHODS: A total of 60 patients with muscle spasticity after 
brain injury were randomized to the following three  groups: 100, 
2, and 0 Hz (sham) TEAS. The acupoints Hegu (LI4)--Yuji (LU10) and 
Zusanli (ST36)--Chengshan (BL57) on the injured side were stimu-
lated at 0, 2, or 100 Hz, five times per week for four weeks. The 
patients were followed up for one and two months after the treat-
ments. The effects of the treatments on muscle spasticity at the wrist, 
thumb, the other four fingers, elbow, shoulder, knee, and ankle were 
evaluated by the Modified Ashworth Scale, and the effects on dis-
ability were assessed by the Disability Assessment Scale. The walking 
capability was evaluated by the Holden functional ambulation clas-
sification score. The overall performance was assessed by the Global 
Assessment Scale score and the improved Barthel Index. The safety 
of the treatments administered was also monitored.
RESULTS: The wrist spasticity was significantly reduced from 
baseline at weeks 2, 3, and 4 of treatment and at the one- and two-
month follow-up visits in the 100 Hz group (P < 0.01). Compared 
with 2 Hz or sham TEAS, 100 Hz TEAS decreased wrist spasticity 
at weeks 2, 3, and 4 of treatment and one month after treatment (P 
< 0.001). The other endpoints were not affected by the treatments. 
No treatment-emergent adverse events were reported during treat-
ments and follow-up visits.
CONCLUSIONS: TEAS appears to be a safe and effective therapy 
to relieve muscle spasticity after brain injury, although large-scale 
studies are required to further verify the findings.
Zhao W, et al. Efficacy and safety of transcutaneous electrical acupoint 
stimulation to treat muscle spasticity following brain injury: a double-
blinded, multicenter, randomized controlled trial. PLoS One. 2015 Feb 
2;10(2):e0116976. doi: 10.1371/journal.pone.0116976. eCollection 
2015.
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and 23 ng/mL) rose at 6 months, 12 months, and 24 months follow-up to 53 ng/mL, 53 ng/
mL, and 55 ng/mL, respectively, (P < .0001 for all) on vitamin D therapy (50,000-100,000 units/
week). On vitamin D supplementation, serum vitamin D normalized at 6 months, 12 months, 
and 24 months follow-up in 90%, 86%, and 91% of the patients, respectively. On rechallenge 
with statins while on vitamin D supplementation, median low-density lipoprotein cholesterol 
(LDLC) fell from the study entry (167 mg/dL, 164 mg/dL, and 158 mg/dL) to 90 mg/dL, 91 mg/
dL, and 84 mg/dL, respectively, (P < .0001 for all). On follow-up at median 6 months, 12 months, 
and 24 months on statins and vitamin D, 88%, 91%, and 95% of the previously statin-intolerant 
patients, respectively, were free of myalgia, myositis, myopathy, and/or myonecrosis.
CONCLUSIONS: Statin intolerance because of myalgia, myositis, myopathy, or myonecrosis 
associated with low serum vitamin D can be safely resolved by vitamin D supplementation 
(50,000-100,000 units /week) in most cases (88-95%).
Khayznikov M, et al. Statin Intolerance Because of Myalgia, Myositis, Myopathy, or Myonecrosis Can in 
Most Cases be Safely Resolved by Vitamin D Supplementation. N Am J Med Sci. 2015 Mar;7(3):86-93. 
doi: 10.4103/1947-2714.153919.

and PE developed within three months after 
an SCI occurred.
Chung WS, et al. Thromb Res. 2014 
Apr;133(4):579-84. doi: 10.1016/j.
thromres.2014.01.008. Epub 2014 Jan 11.

PRODUCT Q& A

Q: I would appreciate if you could 
clarify the following details in the 
handout on using anti-plasmin 
level to adjust Boluoke’s dosage 
(developed by Dr. McComb). 

TEST RESULTS VALUE :  AMOUNT
75 - 125 % =one capsule BID
125 - 150 % = two capsules BID
Greater than 150 % = two capsules TID

Does this mean that if the anti-
plasmin test result value is 75 - 125 
%, the right dosage is one capsule 
BID; if the test result value is 125 
- 150 %, the right dosage is two 
capsules BID; and so on? Does “the 
right dosage” mean that it is the 
dosage that optimally protects the 
patient from having blood clots? 
                                      S. Ariyavicha

A: Your interpretation of the protocol is 
correct. However, anti-plasmin is just one 
way to assess the coagulation, and may not 
give the whole picture. As I’ve mentioned 
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before, there is no test specifically designed 
for estimating Boluoke®’s effectiveness at 
this point. Dr. McComb’s protocol is based 
on her own experience and is a valuable 
tool. The other tests I talked about can give 
different information on the coagulation 
system, and may help the doctor decide if 
Boluoke® alone is enough or other agents 
may be required to balance the patient’s risk 
of thromboembolism and bleeding.
 
Q: I’ve been taking Boluoke® 
for three years, three pills a day 
with good results. I thank you! 
Are there any plans to sell your 
your product in larger bottles (in 
bulk)? It is really expensive to buy 
a new bottle every three weeks, 
not to mention the hassle. Mak-
ing a three-month-supply sized 
bottle with a little break in the 
price would be greatly appreciated. 
As I may be a lifetime user, please 
consider this possibility. 
                  C. Clarke (Honolulu, HI)

A: Thank you for your feedback. We will 
take it into consideration. However, we 
don’t plan to increase the bottle size in the 
next twelve months. For patients who have 
a hypercoagulable blood state, it is fine for 
them to continue taking Boluoke® for long 
term until the underlying cause of hyperco-
agulation can be resolved.


