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Abstract 

Depression, with great burden, affects close to 350 million people worldwide and is growing at a 

significant rate for numerous reasons. Antidepressant drugs, considered to be the first line of care, 

are being used at record rates despite being only modestly effective and causing side effects, 

some of which are potentially severe or permanent. Research has shown that acupuncture is a 

safer way to treat depression, yet quality studies are lacking, and more are needed to prove 

acupuncture’s efficacy as a monotherapy or an augmentation to antidepressants. . This study tests 

the effects of a novel combination of scalp and auricular acupuncture points on depression as 

measured by scores of the Beck Depression Inventory (BDI) and the Patient Health 

Questionnaire-9; and serum levels of two common biomarkers of depression, cortisol and C-

reactive protein. Methods: In a self-controlled case series, seven subjects self-reporting active 

symptoms of depression were screened for depression and then given psychological evaluations 

and predictive diagnoses using the BDI, DSM-V. Participants received 20 identical acupuncture 

treatments of a combination of scalp and auricular acupuncture, administered evenly over an 8-

week period. Blood samples and evaluations compared pre, post of post-four-week changes. 

Results: The pre- to post-intervention drop in BMI and PHQ-9 scores indicated a highly 

significant p-value of .018. The small size of this study limits its statistical usefulness, but the 

results may serve to inspire larger studies.  
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Chapter 1: Introduction 

The rapidly growing disorder of depression in the United State is disconcerting. The most 

recent data on major depressive disorder (MDD) indicate a worsening trend that depression is on 

the rise among every demographic category (Fox, 2018). Between 2013 and 2016, diagnoses of 

MDD in adolescents and millennials increased by 63% and 47%, respectively; for all men and 

women, diagnoses increased by 33%. The causes within the younger population are connected to 

an increased loss of hope, use of social media, loss of socialization, addiction to electronics, and 

loss of sleep (Fox, 2018; Zolot, 2018).  

The use of antidepressants is on the rise and has nearly doubled in the past 15 years. 

Survey numbers from 2011 and 2014 show that 12.7% of all Americans over the age of 12 have 

taken antidepressants within the past 12 months. The percentage increases to 19.1% in those over 

age 60.  Nearly one-quarter of users have taken antidepressants for 10 years or more (Pratt, 

2017).  

Prescription drug use is at a record high, and there appears to be a direct correlation 

between physical illness, prescription drug use, and an increased occurrence of depression. The 

Blue Cross Blue Shield Association survey index notes that 85% of those with depression have 

one or more other health conditions (Zolot, 2018). A reported 55% of Americans are using 

prescription medications, which reflects an 85% increase over that past 20 years (Carr, 2017).  

Depression or suicidal thoughts is a common side effect found in the 200 most prescribed 

medications (Carr, 2017; Qato, Ozenberger, & Olfson, 2018). Mark Olfson, professor of 

psychiatry at Columbia University, conducted a study which concluded that 1) “the more of these 

medications you’re taking, the more likely you are to report depression”, and 2) “if you are 
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already taking (those medications), you are more likely to be depressed” (Aubrey, 2018; Qato et 

al., 2018). 

The benefits of early detection and treatment are broadly known. Despite a national call 

for depression screening in primary care (Siu et al., 2016) depression screening rates in primary 

care are still low at approximately 5% (“Depression screening rates,” 2017). However, 

depression is neither a specific nor consistent syndrome, and misdiagnoses and improper 

treatment may occur if screening alone is used to diagnose. This “offers a potential explanation 

for the difficulty in documenting treatment efficacy” (Fried & Nesse, 2015b).  

Epidemiology 

It is depression’s “high heterogeneity which is associated with the high burden of 

disease” (Lieblich et al., 2015).  

Worldwide.  Worldwide, depression has increased 18.4% over the past 10 years and is 

the third most common reason for primary care consultations (Kou et al., 2017).  It affects 

upwards of 350 million people, is the leading cause of disability, and disproportionately affects 

low-income countries. By 2020 it is estimated that depression will be the leading cause of burden 

of disease (WHO, 2018).  

Depression is more common in women (5.1%) than men (3.6%). However, suicide is far 

more common in men than women. Suicide in men in low- and middle-income countries peaks at 

ages 20-25, while in high-income countries it peaks at 45-55. For 15- to 29-year-olds, suicide is 

the second leading cause of death (WHO, 2018).  

United States. In the United States, major depression (MDD) is one of the most common 

mental disorders; an estimated 16.2 million adults (6.7%) are reported as having at least one 

major depressive episode. Sixty-four percent (64%) of all cases are 18-25-year-olds, with the 
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occurrence in women (8.5%) being nearly twice that of men (4.8%). In 2016, 64% of those who 

had suffered at least one episode of major depression, an estimated 10.3 million people, reported 

an episode that classified as severe impairment (National Institute of Mental Health [NIMH], 

2018).  

Racial and ethnic categories reveal that multiracial adults have the highest occurrence 

(10.5%), followed by American Indian (8.7%), White (7.4%) and Native Hawaiian/ Pacific 

Islanders (7.3%) (NIMH, 2017, 2018).  

Looking at differences based on sexual orientation, The National Health Interview Study 

reveals that 16.9% of heterosexual men, 25.9% of gay men, and 40.1% of bisexual men exhibit 

symptoms of moderate-to-severe psychological distress. Approximately 21.9% of heterosexual 

women, 28.4% of lesbian women, and 46.4% of bisexual women exhibit symptoms of moderate-

to-severe psychological distress (Gonzales, Przedworski, & Henning-Smith, 2016).  

Symptoms tend to manifest differently among sexes. Women typically manifest feelings 

such as sadness, worthlessness, and guilt; men typically manifest symptoms of fatigue, anger, 

sleep issues, and reckless behavior.  

Etiology and Pathology 

The single most defining fact about depression is that there is no single cause or 

mechanism, and no two people are effected the same way (NIMH, 2017).  MDD is a “complex 

combination of genetic, biologic, environmental and psychological factors characterized by 

fluctuating and interconnecting combinations of visceral, neuroendocrine, and autonomic 

disturbances” (Murray, Wise, & Drevets, 2011). While these components can be independently 

measured, it cannot be overstated that these factors are inter-dynamic  (Strawbridge, Young, & 

Cleare, 2017).   
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Risk factors. Risk factors differ for different symptoms, which are highly variable (Fried & 

Nesse, 2015b). The World Health Organization currently lists general risk factors as:  

• Individual Attributes: Low self-esteem, cognitive/ emotional maturity, difficulties 

communicating, medical illness, substance use 

• Social Circumstances: Loneliness, bereavement; family conflict, neglect, violence/ abuse, 

low income/ poverty, difficulties or failure at school, work stress, unemployment 

• Environmental: Poor access to basic service, discrimination/ injustice, social/ gender 

inequalities, war/ disaster  

As noted by Akiyama, Koeda, Okubo, and Kimura (2018), “depression symptoms relate 

inversely to education and directly to physical disability”. Eighty-five percent  (85%) of all 

depression co-occurs with some illness, including diabetes, cancer, heart disease, Parkinson’s 

disease, as a component of sleep disorders, Alzheimer’s disease, dementia, or as a sequela of 

stroke (Akiyama, Koeda, Okubo, & Kimura, 2018). Additional risk factor are age, sex, previous 

episodes of depression (Fried & Nesse, 2015b), and as noted above, prescription drug use. 

Biological Markers of Depression: Heterogeneous and Inter-dynamic 

It is been long known that depression has a biologic correlate. The Diagnostic and 

Statistical Manual of Mental Disorders, Third Edition (DSM-III) (American Psychiatric 

Association, 1980) predicted that biomarkers for most psychiatric diagnoses would be identified 

by the time of its fourth edition (Fried & Nesse, 2015b). However, there is still no single biologic 

pathogenomic marker. While some have called the lack of progress a “major disappointment” 

(Fried & Nesse, 2015b), others consider the identification of hundreds of putative biologic 

markers implicated in depression to be a promising development (Strawbridge et al., 2017).  
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It is projected that depression will eventually be broken into subtypes based on 

biomarkers. The most “highly promising biomarkers in depression involve inflammation, 

neurotrophic and metabolic processes, neurotransmitter and neuroendocrine system 

components”. Even though these markers are independently “measured through genetic and 

epigenetic, transcriptomic and proteomic, metabolomic and neuroimaging assessments”, they are 

also noted as being inter-dynamic (Strawbridge et al. 2017).  

In order to integrate the independent yet interconnected processes, researchers anticipate 

developing algorithms and testing large panels of blood samples. Future assessments, for 

example, will measure multiple biologic levels with a panel of “16 strong biomarkers, each of 

which is rarely a single marker” (Brand, Moller, & Harvey, 2015; Strawbridge et al. 2017). 

Three key markers which connect cause to eventual treatment of depression, and which 

also are noted for their inter-dynamics properties are:  

• Cortisol (hypercortisolism, plus other representations of the hypothalamic-pituitary-

adrenal/axis) 

• Increased proinflammatory cytokines (e.g. C-reactive protein) 

• Brain Structure Changes/ Anomalies (e.g. reduced gray matter volume in hippocampus, 

prefrontal cortex and basal ganglia regions; increased myelin growth (Brand et al., 2015). 

Cortisol/ HPA axis and depression.  Commonly referred to as “the stress hormone”, 

cortisol has both peripheral and central effects, thereby affecting the entire body. It is the end 

product of the hypothalamus-pituitary-adrenal (HPA) axis (Fischer, Strawbridge, Vives, & 

Cleare, 2017).  Generated by neuronal inputs from a number of brain regions including the 

amygdala, hippocampus, and nuclei with the midbrain, the hypothalamus secretes corticotropin-

releasing hormone (CRH).  
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“Cortisol easily passes through the cell membrane and attaches to two main receptors 

subtypes: high-affinity type (MR) and low-affinity type (GR) which then promote its 

translocation to the cell nucleus. Within the nucleus the active receptors interact with 

transcription factors or bind to specific DNA and promote gene expression” (Mackin & Young, 

2004). 

Overproduction of cortisol is associated with significant cellular disruption leading to 

physiologic dysfunction (Fischer et al., 2017).  “There is strong evidence suggesting 

abnormalities of the HPA axis in mood disorders. Hypercortisolemia may be central to the 

pathogenesis of depressive symptoms which in turn may result from the neurocytotoxic effects of 

raised cortisol ” (Mackin & Young, 2004). It is worth noting that people with elevated cortisol 

are less responsive to psychotherapy treatments (Fischer et al., 2017).   

Inflammation/ C-reactive protein and depression.  “C-reactive is an acute phase 

protein of hepatic origin that increases following interleukin-6 secretion by macrophages, T-cells 

and fat cells” (Thompson, Pepys, & Wood, 1999).  “The plasma half-life of CRP is 19 hours and 

is a constant in all medical conditions. Therefore, the only factor that affects serum levels of CRP 

is the rate of production, which increases with inflammation, infection, trauma, necrosis, 

malignancy, and allergic reaction. CRP levels also increase with age” (Pepys & Hirschfield, 

2003).  

 “The inflammation hypothesis of depression proposes that MDD is associated with 

sustained activation of the innate immune system”. Studies have detected higher levels of 

inflammation in depressed individuals than in healthy controls, specifically interleukin-6 and C-

reactive protein (Haapakoski, Mathieu, Ebmeier, Alenius, & Kivimäki, 2015).   
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Neuroinflammation is one of the main etiological factors and elevated CRP levels are 

associated with an increased risk of depression (Wium-Andersen, Ørsted, Nielsen, & 

Nordestgaard, 2013). Symptom severity is also associated with inflammation, particularly C-

reactive protein. Study results support the “sickness syndrome theory”, suggesting that chronic 

low-grade inflammation may be associated with a subtype of depression (Köhler-Forsberg et al., 

2017).   

While not completely understood, cytokines may access the brain via leaky regions in the 

blood-brain barrier affecting some processes, including:  

• neurotransmitters, including as 5-HT or dopamine 

• the HPA axis by increasing CRH and cortisol  

• This has been shown to affect the microglia which in turn reduce the neuroprotective 

microglia in certain regions of the brain associated with emotions: hippocampus, prefrontal 

cortex, and amygdala (Patel, 2013; Singhal & Baune, 2017) and promote oligodendrogenesis 

in its overproduction of myelin sheathing in other parts of the brain (Chetty et al., 2014).   

Inflammation and cortisol inter-dynamics. Corticotropin-releasing hormone (CRH) is 

made in the hypothalamus and is typically metabolized rapidly. However, peripheral CRH which 

is produced in a variety of tissues (e.g. the adrenal medulla, testes, ovaries, cardiovascular 

system, gastrointestinal tract, pancreas, lung, as well as inflammatory sites) can act on structures 

in the brain (e.g. pituitary, hypothalamus, hippocampus). Through complicated mechanisms 

involving CRH binding, increased peripheral and serum CRH can affect brain structures, gene 

expression, and circadian, stress, and glucocorticoid negative feedback systems (Nezi, 

Mastorakos, & Mouslech, 2000).   
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Brain Structures, Changes, and Depression  

Similar to biologic markers, no region of the brain is singularly identified with 

depression. “Many regions of the brain have been repeatedly implicated in the pathophysiology 

of depression” but more recently “the focus of neuroimaging has shifted from regional brain 

abnormalities to circuit level connectivity abnormalities” (Pandya, Altinay, Malone, & Anand, 

2012).  

Imaging modalities include: magnetic resonance imaging (MRI), functional magnetic 

resonance imaging (fMRI), positron emission tomography (PET), and single-photon emission 

computed tomography (SPECT) (Pandya et al., 2012). 

As originally defined by MacLean (1985), the three brain assemblies are:  

1) The prefrontal neocortex: higher cognitive processes, regulation of emotions by their 

connections to the limbic region, 

2) The limbic or mammalian brain: emotions which guide self-preservation and procreation, and 

3) The reptilian complex composed of the basal ganglia and brain stem structures: routine motor 

function/reflexes as well as social communication such as territorial and courtship displays 

(MacLean, 1985; Pandya et al., 2012). 

Brain structure abnormalities in depression. 

1) Cortical Abnormalities: the dorsal and medial prefrontal cortex, the dorsal and ventral 

anterior cingulate cortex, the orbital frontal cortex and the insula. Pathologies in these areas 

may include: decreased metabolism, decreased blood flow, decreased volume, genetic 

deficiencies, structural abnormalities, functional divisions between areas, endocrine response 

pathologies like those involved with stress response (Pandya et al., 2012).  
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2) Subcortical Limbic Abnormalities: amygdala, hippocampus, and the dorsomedial thalamus. 

Pathologies may include: decreased hippocampal volume (hypercortisolemia neurotoxicity; 

early childhood trauma); decreased amygdala core volume; increased metabolism; 

hypometabolism (in treatment resistance); increased activation or duration of response to 

negative stimuli (Pandya et al., 2012). 

3) Basal Ganglia and Brain Stem Abnormalities:  decreased caudate volume (Pandya et al., 

2012).  

  Left brain abnormalities. Recent research shows that “damage in the left 

dorsolateral prefrontal cortex is associated with greater depression symptoms” and that “left 

lateral frontotemporal activation is reduced in those with depressed mood or loss of interest in 

pleasure”. Evidence demonstrates a “neurological contribution” and  “convergent biological 

mechanisms for post-stroke depression symptoms and major depression with regard to left 

dorsolateral prefrontal cortex dysfunction” (Akiyama, 2018; Grajny et al., 2016).  

 Temporal lobe abnormality. Findings demonstrate a connection between 

structural abnormalities in the temporal lobe and MDD. “The key feature of these regions is their 

close interaction with the limbic system, consistent with the general pathophysiological model of 

MDD that posits dysfunctional limbic–cortical circuits, supporting task monitoring, conflict 

detection, emotion regulation, social cognition and executive functions” (Schmaal et al., 2017).   

 Other studies, using magnetic resonance imaging (MRI), indicate that structural deficits 

and resting-state functional connectivity (FC) imbalances in cortico-limbic circuitry might 

underlie the pathophysiology of MDD (Ma et al., 2012).   
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Diagnosing Depression 

Originally, the Diagnostic and Statistical Manual of Mental Disorders, Third Edition 

(DSM–III) was presented as a guideline for making a diagnosis, to be used “under a considerable 

amount of clinical experience” (American Psychiatric Association [APA], 1980; Maj, 2013). A 

diagnosis of depression is optimally achieved through a combined use of clinical judgment and 

operational measures such as symptom checklists, assessments, or questionnaires (Maj, 2013). 

The Diagnostic and Statistical Manual of Mental Disorders, Fifth Edition (DSM–5) (APA, 2013) 

and the International Classification of Diseases, 10th Revision  (ICD-10) (World Health 

Organization [WHO], 1992) are the two classification systems primarily used around the world. 

“Since the DSM-5 and ICD-10-CM are not strictly related, there are disconnects between the two 

systems”  (Foley, 2016), including the consideration of a morbid physical illness being causative 

to the depressive state. Other differences between the DSM-5 and ICD-10 are: 

• The ICD-10 classifies both physical and mental disorders, is made available freely by the 

WHO, is used globally, provides the HIPAA (Health Insurance Portability and Accountability 

Act) (“Health Information Privacy,” 2015) compliant code set for reimbursement.  

• The DSM-5 only classifies mental disorders, is produced by the American Psychiatric 

Association for profit, is primarily developed by psychiatrists in the United States, and is the 

predominant system used by mental health providers in the U.S. (Miller, 2018).  

DSM-5. In the DSM-5, MDD is characterized by nine symptoms:  

1. depressed mood 

2. markedly diminished interest or pleasure (anhedonia) 

3. increase or decrease in either weight or appetite 

4. insomnia or hypersomnia 



 COMBINED SCALP AND AURICULAR ACUPUNCTURE FOR DEPRESSION  11 

5. psychomotor agitation or retardation 

6. fatigue or loss of energy 

7. feelings of worthlessness or inappropriate guilt 

8. diminished ability to think or concentrate, or indecisiveness 

9. recurrent thoughts of death or recurrent suicidal ideation (APA, 2013; Fried & Nesse, 

2015).  

To qualify for the diagnosis, an individual must exhibit a depressed mood and /or loss of 

interest or pleasure in life activities for at least two weeks, plus at least five of the following 

symptoms that cause significant impairment in social, work, or other important areas of functions 

almost every day (APA, 2013; Fried & Nesse, 2015).  

ICD-10. The ICD-10 is characterized by a ten-symptom checklist: 

1. depressed mood 

2. marked loss of interest and enjoyment 

3. reduced energy leading to increased fatigability and diminished activity. Marked 

tiredness after only slight effort is common 

4. reduced self-esteem and loss of self-confidence; feelings of inferiority 

5. ideas of guilt and unworthiness (even in a mild type of episode) 

6. ideas or acts of self-harm or suicide; thoughts of death 

7. reduced concentration and attention; accompanied by indecisiveness 

8. change in psychomotor activity; agitation or inhibition 

9. disturbed sleep of any type 

10. changes in appetite; diminished or increased 
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Then, based on the number of symptoms present, MDD is classified as mild (F32.0), 

moderate (F32.1), or severe (F32.2 and F32.3)  

Depression Assessment Questionnaires 

Assessment tools are operational measures that are typically self-administered or are 

evaluated solely by sum scores. Examples of assessment tools that are used to assist in 

diagnosing depression and tracking treatment outcome are:  

Patient Health Questionnaire-9 (PHQ-9).  “The Patient Health Questionnaire-9 is the 

most common screening tool to identify depression” (SAMHSA-HRSA Center for Integrated 

Health Solutions, n.d.) and is used in both research and clinical setting to identify depression, 

and track symptoms, severity, and quality of life. The Patient Health Questionnaire-2 uses only 

the first two questions of the PHQ-9 and is used solely as a preliminary screening tool (Arroll et 

al., 2010; Kroenke, Spitzer, & Williams, 2001, 2003).  

Beck Depression Inventory (BDI). “The Beck Depression Inventory or the Hamilton 

Rating Scale for Depression (HRSD, aka HAM-D) are routinely used as the main criterion to 

enroll participants in research studies” (Fried & Nesse, 2015b; Sharp, 2015). The Beck 

Depression Inventory (BDI) is highly accurate in measuring symptom severity across various 

ages and cultures (Beck, Steer, & Carbin, 1988; KADDIN, B BDIN, Keller, & Hautzinger, 2007; 

Lee et al, 2017; Lee, Lee, Hwang, Hong, & Kim, 2017). 

Mental Status Exam (MSE).   The Mental Status Exam (MSE) is a structured measure 

of observation (Schwartz, 2010), and is an example of combined use of an operational measure 

and clinical judgment. Despite being a structured assessment, it “lends itself less well to a 

systematic and structured approach” because “it requires the use of clinical judgment, 

observational skills and subtle discriminations” (Martin, 1990).  
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MADRAS: Another commonly-used tool is the Montgomery-Asberg Depression Rating 

Scale (Fantino & Moore, 2009).  

Types of Depression 

Types of depression are:  

Major Depressive Disorder (MDD): Also known as unipolar depression, it is the most 

common form a depression (“Facts & statistics”, n.d.; National Institute of Mental Health 

[NIMH], 2017, 2018).  

Persistent Depressive Disorder (PDD): Also known as dysthymia, it is characterized by 

depressive moods lasting at least two years with symptom-free periods lasting no longer than two 

months. Symptoms are less severe than MDD, which may precede or occur during PDD (“Facts 

& statistics”, n.d.; NIMH, 2017). 

Other forms of depression include: Perinatal Depression; Seasonal Affective Disorder 

(SAD); Psychotic Depression. Disruptive Mood Dysregulation Disorder; Premenstrual 

Dysphoric Disorder; Adjustment Disorder. It may also be a part of Bipolar Disorder (NIMH, 

2017).  

Difficulty in Diagnosing Depression/ Subthreshold Depression 

In a recent study of professional psychiatrists, only 7-14% could agree to a diagnosis of 

MDD (Fried & Nesse, 2015).  In the DSM-5, all nine symptoms other than the first contain sub-

symptoms, and three categories contain opposing features. This leads to roughly 1,000 unique 

combinations of symptoms and 227 unique profiles, all of which could qualify for a diagnosis of 

MDD (Fried & Nesse, 2015b). 

 Juruena (2012) describes the classification system as being elaborate and subjective, and 

“includes descriptions of multiple overlapping clinical subtypes, with no biological characteristic 
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that distinguish one from another” (Juruena, 2012). “Distinguishing major depressive disorder 

from subthreshold depression and distinguishing the different types of subthreshold depression 

from each is one example of a fundamental limitation of our current psychiatric nosology” 

(Juruena, 2012). Subthreshold depression has been recognized as causing considerable morbidity 

and is a risk factor for future major depression (Rowe & Rapport, 2006).  

“Depressive symptoms at the major, minor, dysthymic, or subsyndromal levels are all 

internal components of the longitudinal clinical structure of major depressive disorder, with each 

symptom level representing a different phase (Juruena, 2012).  

Treatment-resistant depression (TRD).  TRD refers to an inadequate response to an 

adequate dose and trial of at least one antidepressant (Fava, 2003).  In one study, up to “75% of 

primary care patients taking antidepressants for at least 6 weeks have significant residual 

depressive symptoms, with 55% classifying as having treatment-resistant depression” (Wiles et 

al., 2014).  

Treatment for Depression   

As advised by the APA, NIMH, and WHO, effective treatments for depression are 

antidepressant medication, psychological treatments, and in extreme cases, brain stimulation 

therapies. Antidepressants are considered standard care and the APA lists them as initial 

treatment for moderate-to-severe depression.  Psychological treatment is preferred for mild 

depression and depression related to childhood trauma. Cranial stimulation therapies and/or 

surgically-invasive methods are reserved to treat TRD or severe depression in those who are 

suicidal, non-responsive, or malnourished due to extreme depression. (“Clinical Practice 

Guidelines”, n.d.).   
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Pharmacological treatment/ antidepressant medication. Examples are: 

• Selective serotonin reuptake inhibitors (SSRIs): fluoxetine, citalopram, paroxetine 

• Serotonin norepinephrine reuptake inhibitors (SNRIs): venlafaxine, duloxetine 

• Tricyclic antidepressants (TCAs): amitriptyline, imipramine, nortriptyline 

• Monoamine oxidase inhibitors (MAOIs): phenelzine, tranylcypromine 

• Other: mirtazapine, bupropion 

Psychological treatment.  Examples are: 

• behavioral activation  

• cognitive behavioral therapy (CBT) 

• interpersonal psychotherapy 

• individual or group treatments  

Cranial stimulation therapies. Examples are: 

• Electroconvulsive Therapy (ECT) passes electric current through the brain and requires 

anesthesia and a medical team. Vagus Nerve Stimulation requires surgical implants which 

stimulate the left vagus nerve.  

• Repetitive Transcranial Magnetic Stimulation (rTMS) has fewer side effects than ECT and 

uses focused magnetic pulses to target specific sites in the brain.  

• Magnetic Seizure Therapy (MST) requires anesthesia and uses magnetic impulses to induce a 

seizure.  

• Deep Brain Stimulation requires drilling through the skull to implant electrodes into Area 25 

of the brain, and a surgical implant in the chest.  

Emerging methods of treatment.  Examples are: 
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• Emotional Freedom Techniques (EFTs) combine elements of cognitive restructuring and 

exposure techniques with acupoint stimulation. Results show moderately stronger effect with 

acupoint stimulation indicating that the acupressure is key to optimal outcomes (Church, 

Stapleton, Yang, & Gallo, 2018).   

• Transcutaneous Nerve Stimulation of the Vagal (tVNS) or Trigeminal Nerves (TNS) 

• Ketamine  (Gerhard, Wohleb, & Duman, 2016)  

Efficacy and Safety of Antidepressant Medication   

Reported efficacy and claims of safety may vary. Some claim 40-60% efficacy but recent 

studies indicate marginal efficacy (Pigott, Leventhal, Alter, & Boren, 2010)  with one study 

citing ineffectiveness as high as 75% (Wiles et al., 2014). The most recent meta-analysis of 21 

first- and second-generation antidepressants found their effects to be modest in comparison to 

placebo, with escitalopram, mirtazapine, paroxetine, agomelatine, and sertraline having the 

highest response rate and lowest dropout rate  (Cipriani et al., 2018).  

Placebo responders range up to 40% (NIMH, 2017; WHO, 2018) with some studies 

noting “depressive symptoms spontaneously improve over time” in those receiving placebo 

(Cipriani et al., 2018).  

The U.S. Food and Drug Administration (2018) lists common side effects as nausea, 

vomiting, weight gain, diarrhea, sleep disturbance, and sexual problems, which may or may not 

ever resolve. Antidepressants are “limited by lagged therapeutic time and undesirable side 

effects including acute nausea and headaches as well as chronic sexual dysfunction, weight 

gain, and diminished REM (rapid eyes movement) sleep”   (Kou et al., 2017).  

Some of the most recent research shows that long-term use may increase iatrogenic 

comorbidity and the risk of additional psychopathological or medical problems which may not 
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subside after discontinuation (Carvalho, Sharma, Brunoni, Vieta, & Fava, 2016). Carvalho et al. 

suggest that long-term use of antidepressants be avoided if alternative treatments are available.  

Real-world Efficacy and STAR*D.  Studies continue to elucidate on why the trial 

effects of antidepressants are not reflected in real-world application. The NIH-funded Sequenced 

Treatment Alternatives to Relieve Depression Program (STAR*D) (NIMH, 2006) was developed 

to explore this discrepancy, address non- and partial-responders, and to study the effects of 

antidepressants under optimal care using pragmatically-expanded APA treatment guidelines. 

However, even under optimal care, results appear worse than reported. Dropout rates are higher 

than success rates (Gaynes et al., 2009). 

Each time a patient failed to respond to a newly administered antidepressant, it was found 

to decrease their likelihood of obtaining remission. “Successive pharmacological failures may 

propel depressive illness into a refractory phase by fostering opposition tolerance” (Fried & 

Nesse, 2015a; Pigott et al., 2010).  

Acupuncture, TCM, and Depression 

The Yellow Emperor’s Classic of Internal Medicine, the first acupuncture text dating 

back to 100 BC, “describes the relationship between the brain and the body in physiology, 

pathology, and treatment” (Hao & Hao, 2012).  

Acupuncture, one of many modalities used in traditional Chinese medicine (TCM), has 

been documented and successfully used for thousands of years throughout China, Japan, Korea, 

Taiwan, and Asia in general (Maciocia, 2012).  It is frequently used as a stand-alone treatment 

method, and within the broader scope of Complementary and Alternative Medicine (CAM), 

acupuncture occupies its own treatment category (Hansen & Kristoffersen, 2016).  
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Acupuncture uses very fine, sterile, single-use needles inserted into the body at specific 

point locations which further stimulate interconnected networks, channels, or meridians. Names, 

functions, and interrelationships are described using a language specific to Chinese Medicine and 

Chinese culture. Unique TCM terminology describes disease processes and patterns, diagnoses, 

and treatment principles. Traditionally, each patient is individually assessed according to their 

own unique set of signs and symptoms using methods which include tongue and pulse diagnosis, 

body palpation, and an in-depth questioning of life history and symptom presentation; and the 

patient is then treated accordingly. 

For the public, confidence in using acupuncture is high with 17.8% anxiety/ depression 

sufferers visiting a CAM-practitioner; acupuncture being one of the most commonly used 

modalities (Hansen & Kristoffersen, 2016). A majority of studies around the globe conclude that 

acupuncture is a safe and effective treatment for depression and that “acupuncture has the 

potential to be an effective monotherapy for depression” (Ernst, Lee, & Choi, 2011; Wu, Yeung, 

Schnyer, Wang, & Mischoulon, 2012). Despite the documented success, key organizations like 

the NIH conclude there is still insufficient evidence to recommend the use of acupuncture for 

depression (Ernst et al., 2011; NIMH, 2017; Smith, Armour, Lee, Wang, & Hay, 2018; WHO, 

2017). 

TCM: etiology of depression. In TCM, etiology of mental disorders is internal damage 

caused by dysregulation of the seven emotions rooted in the zang-fu organs (Wu et al., 2012). 

Each organ contains a spirit or emotion and aligns with a characteristic thought and feeling. “We 

can interpret most mental-emotional problems in terms of the “five spirits”  - Shen, Hun, Po, Yi 

and Zhi – and see depression as a manifestation of lack of movement of the Hun” (Maciocia, 

2012). As stated by Aung, Fay, and Hobbs (2013, page 399):  
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• Hun/ Liver: Responsible for loving and kindness, empathy, compassion, and a reservoir for 

ideas that bring meaning into life. Disharmony may lead to anger, frustration, resentment, 

feeling “cut-off”. 

• Po/ Lung: Responsible for sensations and for emotional responses to circumstances. 

Disharmony may lead to grief, sadness, blunted affect, tendency to over-react. 

• Zhi/ Kidney: Determines life’s trajectory and provides motivation, self-determination. 

Disharmony may cause illogical fear or reckless behavior. 

• Yi/ Spleen: Determines conscious reasoning, creative vision, and proper course of action. 

Disharmony may lead to worry, rumination, overthinking. 

• Shen/ Heart: Connects and integrates the internal with the external world. Responsible for 

inward and outward expression and is the space where thoughts and feelings are experienced. 

Disharmony may lead to edginess, shyness, social awkwardness, or delusion.  

In depression, TCM patterns of disharmony were identified by MacPherson, Elliot, 

Hopton, Lansdown, and Richmond (2013; page 7) based on 2,300 treatments: 

• Liver Qi Stagnation (41%): with heat, invading Spleen, phlegm, Yang rising 

• Spleen Deficiency (16%): with dampness, Yang deficiency, Kidney Yang deficiency 

• Heart Deficiency (8%): with Blood, Yin, Liver Blood, or Heart Qi deficiency 

• Kidney Deficiency (7%): with Yang, Yin, or Liver Yin deficiency 

• Liver Deficiency (6%): with Blood, Kidney Yin, Heart Qi deficiency; Blood stagnation 

• Heart Excess (2%): with Liver Blood or Lung Qi Stagnation, Phlegm Misting the Mind, Shen 

Disturbance 

• Other (8%): Liver Yang Rising or Fire, Heat in the Pericardium, Stomach Yin Deficiency, 

Stomach Heat, Lung Qi Deficiency 



 COMBINED SCALP AND AURICULAR ACUPUNCTURE FOR DEPRESSION  20 

Modern Science and Acupuncture  

Advancements in modern sciences continue to explain and unveil the subtle and inter-

dynamic mechanisms of actions behind the effects of acupuncture. Some of the fields of study 

are neurology, endocrinology, immunology, and epigenetics.  

Most acupuncture points are found to be on neural pathways. Some proven actions of 

acupuncture are "neural signaling, electromagnetic energy enhancement, neuroimmuno-

modulatory and neurochemical-hormonal effects” (Neoh, Neoh, & Neoh, 2017). Mechanisms of 

action include “spinal segmental mechanisms (visceral and orthopedic applications), endogenous 

opioid circuit mechanisms, and the effect on the central nervous system including how it relates 

to immunology and endocrinology (Corradino, 2017).   

Chinese Scalp Acupuncture 

Chinese Scalp Acupuncture (CSA) is a general term describing a modern approach to the 

ancient acupuncture system. CSA, also known as head acupuncture, emerged in the 1950s with  

advancements in neuroscience.  Dr. Jiao Shunfa, a neurosurgeon from the Shanxi province in 

China and considered to be the founder of Chinese Scalp Acupuncture, predominantly used 

stroke patients to systematically chart scalp regions to corresponding brain function through 

acupuncture stimulation (Hao & Hao, 2012; Neoh et al., 2017).  

All CSA maintains a foundation in TCM (Neoh et al., 2017), but differences in ideology 

and terminology separate the two. CSA primarily uses Western diagnoses instead of differential 

diagnoses; region, line, or area names instead of point names; and centimeter measurements 

instead of the traditional cun measurements.  
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Instead of using TCM descriptors, CSA is described as “a somatotopic system that 

operates as a transmitter directly to brain regions that affect the cerebral cortex, cerebellum, 

thalamo-cortical circuits, thalamus, hypothalamus, and pineal body” (Hao & Hao, 2012).  

Three major contributors to the development of CSA are Dr. Jiao Shunfa, Dr. Fang Yun 

Peng, and Dr. Tang Song-yan (Dharmandanda & Vickers, 2000; Neoh et al., 2017), with each 

contributor developing their own unique system. Some current styles of modern scalp 

acupuncture are (Neoh et al., 2017):   

• International Standard Scalp Acupuncture 

• Zhu’s Scalp Acupuncture 

• Jiao’s Scalp Acupuncture  (CSA) 

• Fang’s Scalp Acupuncture 

• Tang’s Scalp Acupuncture 

• Yamamoto New Scalp Acupuncture (YNSA)  

• Deep Cranial Electroacupuncture System (DCEAS) (Zhang, 2015)  

Auricular Acupuncture  

The use of auricular medicine has been documented throughout history. Hippocrates 

recorded the use of ear bleeding techniques to reduce impotency. Persian records dating back to 

the fall of the Roman Empire refer to ear cauterization for sciatic pain and sexual dysfunction. 

And ancient Egyptian writings document ear pricking for birth control (Gori & Firenzuoli, 

2007).  

The father of modern auriculotherapy is Dr. Paul Nogier, a French neurologist who, 

through patient observation, developed a somatotopic map of the human body superimposed on 

the ear. In 1958, concurrent in time with Dr. Jiao’s research, Dr. Nogier introduced his findings to 
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China (Gori & Firenzuoli, 2007). The advancement of the two systems are historically 

connected. “Physicians in China treat the acceptance of scalp acupuncture as a new system to the 

development of ear acupuncture, which is also thought to be especially useful for neurological 

disorders due to the location of needling at the head” (Dharmananda & Vickers, 2000).  

Further advancements of Nogier’s theories are used “to determine left and right 

hemisphere brain function, and if neurologic, musculo-skeletal or organ systems are in balance” 

(Gori & Firenzuoli, 2007). Research based on Nogier’s work now includes the study of neural 

tissue whose origins relate to embryologic development.  

Hurdles Facing Acupuncture’s Acceptance  

Hurdles that confront acupuncture in modern research are substantial and rooted 

primarily in a shift of ideology from an “experience-based medicine” to an “evidence-based 

medicine’ (MacPherson & Hammerschlag, 2012). TCM terminology itself has been cited as a 

major, compromising barrier to research. “Our argument is to unwind this entanglement and 

conduct research according to biomedical principles” (Priebe, Stumpf, & Zalunardo, 2017). 

Another major issue commonly pointed out in reviews and meta-analyses, is the need to 

improve inconclusive ratings by addressing inconsistencies in methodology, biases, and sub-

standard study design (NIMH, 2017; WHO, 2017).  Significant improvements have been made 

with the Standards for Reporting Interventions in Clinical Trials of Acupuncture 

(STRICTA)(MacPherson et al., 2010).   

The gold standard of studies has typically been randomized controlled trials (RCT) with 

an emphasis placed on using sham/placebo acupuncture. There now appears to be a significant 

shift. The NIH has recently “identified limited value in true versus sham acupuncture trials” and 

has “consigned such trials to a low programmatic priority”. Acupuncture researchers feel 
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accurate studies would be best comparing acupuncture to usual care. “NIH has given high 

priority instead to pragmatic studies . . . along with further research into the mechanisms of 

acupuncture” (MacDonald & Janz, 2017).    

Problem Statements 

Depression is a rapidly growing illness with a great burden of disease. The very nature of 

depression, its etiology and presentation, and its constantly varying scale of symptom and 

severity, make accurate diagnosis and effective treatment very difficult (WHO, 2017).  

Two-thirds of depression patients receiving optimal care do not achieve remission 

(Strawbridge et al., 2017).  Studies show that real-life efficacy does not match effects found in 

RCTs (Lieblich et al., 2015; Pigott et al., 2010).   

Antidepressants also come with mild-to-severe side effects, some of which can hinder 

compliance, worsen depression symptoms, or cause long-term illness. As such, effective non-

pharmacological treatments are needed. Ineffective therapies have substantial consequences 

(Strawbridge et al., 2017).   

Many current studies on acupuncture treatment for depression are poorly designed, 

poorly reported, or are characterized by tremendous variations in protocol, making outcomes of 

acupuncture research uncertain.  

Standardized acupuncture protocols are rarely used. Outside of animal or human studies 

using one or two scalp points, very few studies test the compounding effects of multiple scalp 

points. No study tests the combination of scalp and auricular acupuncture.  

Lastly and in conclusion, how does one develop a standardized treatment for a disorder 

characterized by a multitude of variable and inter-dynamic etiological components, using a 

treatment paradigm (TCM) known to be highly variable and inter-dynamic? 
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Research Purpose  

The purposes of this study are to: 

• compose a standardized acupuncture treatment protocol that unifies aspects of neurology, 

current research, and traditional Chinese medicine  

• determine the effectiveness of a standardized, never-before tested combination of scalp and 

auricular acupuncture on symptoms and biomarkers of depression  

• develop and accurately document a treatment plan which is based on the most commonly 

used elements found in successful research protocols 

• design a pragmatic trial that most closely resembles a real-world, clinical setting  

Research Benefits 

The benefits of this study are to: 

• reduce symptoms of depression.  

• reduce cortisol and inflammation. In doing so, the benefit would be to reduce depression 

caused by cortisol and inflammation and to further reduce physical symptoms caused by 

them.   

• offer a safe, non-pharmacological monotherapy or augmentation therapy for depression.   

Research Questions 

This study asks the questions: 

• What are the effects of combining scalp and auricular acupuncture on depression symptoms 

as measured by the Beck Depression Inventory and Patient Health Questionnaire-9, and 

serum cortisol and C-reactive protein levels in adult males? 

• What are the lasting effects four weeks after the treatments have stopped?  
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Hypothesis 

This researcher hypothesizes that a standardized protocol of scalp and auricular 

acupuncture will decrease depressive symptoms in adult males and that the improvement will 

last weeks after treatment has ended.  

Outcomes will be assessed using the Beck Depression Inventory and Patient Health 

Questionnaire-9 scores, evaluation by a clinical psychologist using criteria from the DSM-5, 

ICD-10, and the Mental Status Exam (MSE), and by self-assessment through a patient journal. 

Serum levels of cortisol and C-reactive protein will be tracked to explore whether these 

measurements correlate with changes in depression symptoms. 

List of Terms  

Adreno corticotropin releasing hormone (ACTH)  

Auricular Acupuncture (AA) 

Auricular Concha Vagal Nerve Stimulation (ac-VNS)  

Beck Depression Inventory (BDI) 

Complementary and Alternative Medicine  (CAM) 

Corticotropin Releasing Hormone (CRH)  

Cortisol    

C-reactive protein (CRP) 

Chinese Scalp Acupuncture (CSA)  (see also Head Acupuncture; Neuroacupuncture)  

Default Mode Network (DMN) 

Diagnostic and Statistical Manual of Mental Disorders (DSM) 

Ear Acupuncture (see Auricular Acupuncture)  

Head Acupuncture (aka Chinese Scalp Acupuncture)  
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Human Health Services (HHS) 

Hypothalamus Pituitary Axis (HPA) 

International Classification of Diseases (ICD) 

The National Acupuncture Detoxification Association (NADA) 

Limbic System 

National Institute of Health (NIH) 

National Institute of Mental Health (NIMH)  

Neuroacupuncture: (see also Chinese Scalp Acupuncture; Head Acupuncture)  

Patient Health Questionnaire -2 (PHQ-2) 

Patient Health Questionnaire-9 (PHQ-9) 

Polyvagal Theory  

Pulse Diagnosis 

Randomized Control Trial (RCT) 

Substance Abuse and Mental Health Services Administration (SAMHSA) 

Scalp Acupuncture (see Chinese Scalp Acupuncture)  

Self-Controlled Case Series (SCCS) 

Tongue Diagnosis 

Traditional Chinese Medicine (TCM) 

Transcutaneous Vagal Nerve Stimulation (tVNS) 

Treatment-resistant Depression (TRD) 

Trigeminal Nerve Stimulation (TNS)  

Vagal Nerve Stimulation (VNS)  

World Health Organization (WHO) 
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List of Acronyms 

AA   Auricular Acupuncture  

Ac-VNS  Auricular concha vagal nerves stimulation  

ACTH   Adrenocorticotropic releasing hormone 

BDI   Beck Depression Inventory 

CAM   Complementary and Alternative Medicine 

CCMD   Chinese Classification of Mental Disorders 

CNS    Central nervous system 

CRH   Corticotropin-Releasing Hormone  

CRP   C-reactive protein 

CSA   Chinese Scalp Acupuncture  

DCEAS   Dense cranial electroacupuncture stimulation 

DSM    Diagnostic and Statistical Manual of Mental Disorders 

DMN   Default Mode Network 

EA    Electroacupuncture 

HHS   Human Health Services 

HPA   Hypothalamus Pituitary Axis 

ICD    International Statistical Classification of Diseases and Related  

    Health Problems 

MDD   Major depressive disorder (unipolar depression) 

MMSE   Mini-Mental State Examination 

MSE   Mental Status Exam 

NADA   The National Acupuncture Detoxification Association  
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NADA Protocol 5 needle protocol as defined by NADA 

NIH   National Institute of Health  

NIMH   National Institute of Mental Health  

PHQ-2   Patient Health Questionnaire-2 

PHQ-9   Patient Health Questionnaire-9 

RCT   Randomized Control Trial 

SAMHSA  Substance Abuse and Mental Health Services Administration 

SCCS   Self-Control Case Study/ Series 

SCID    Structured Clinical Interview for DSM 

SDS    Self‐rating Depression Scale 

SF-36    Short Form Health Survey 

SSRI    Selective serotonin reuptake inhibitor 

SNRI   Serotonin and norepinephrine reuptake inhibitor 

TCM   Traditional Chinese Medicine 

TRD   Treatment-resistant Depression 

VAS   Visual analogue scale 

WHO   World Health Organization 
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Chapter 2: Literature Review 

The literature review has two goals. The first is to give an overview of the state of 

acupuncture research on the treatment of depression. The second is to support the rationale for 

using a novel, standardized protocol that combines scalp and auricular acupuncture points for the 

treatment of depression or depressive symptoms.   

Search engines used in researching the components of this review included: PubMed, Alt 

Health Watch (EBSCOhost), Google Scholar, Google, Internet Explorer. Searches were also 

conducted using references obtained from published articles, reports, and studies. Literature was 

primarily peer-reviewed original research, meta-analyses, and systematic reviews, plus 

textbooks, educational texts, or news articles containing historical references.   

Literature included was publications written in or translated to English, individual 

studies, reviews of studies or meta-analyses published 2010 or later, and books or historical 

references of any publication date. The original intent was to include studies using only 

human participants; however, animal studies were included as they were proven to be 

instrumental in the study of the mechanisms of acupuncture and associated biomarkers 

(including cortisol, C-reactive protein, brain function and chemistry). The search was 

limited to acupuncture and electroacupuncture when researching point selection and 

excluded that using any other form or combined form of Chinese medicine interventions. 

Primary search terms are the elements of the study: depression and acupuncture or 

scalp acupuncture, NADA protocol, cortisol, C-reactive protein. Secondary search terms 

included acupuncture, head acupuncture, Jiao, cranial acupuncture; auricular or ear 

acupuncture, biomarkers, inflammation, cranial stimulation, cranial nerve stimulation, vagal 

stimulation, facial nerve stimulation; Baihui Du-20/ GV-20, Foot Motor Sensory Line, or 
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Sishencong/ EX-HN 1),  Yintang/ EX-HN 3, Head Region, Shenting/ Du 24/ GV-24, or 

Stomach Region or GB 15, or Benshen/ GB 13, Speech 3 region or GB-8 or 9.  

The State of Acupuncture Research and Design: An Overview 

 Despite many documented successes in acupuncture research on depression, the 

overriding conclusion is that “the effectiveness of acupuncture as a treatment for depression 

remains unproven” (Ernst et al., 2011; Smith et al., 2018). 

Four significant and reliable sources are in agreement. Smith et al. in their updated 2018 

review maintain the same opinion as in their 2011 review, which as of this writing is cited on the 

National Institute of Health website (Smith, Hay, & Macpherson, 2010). The new 2017 version 

of Acupuncture for Depression sponsored by the Acupuncture Evidence Project, a review 

sponsored by the Rand Corporation, and a comprehensive meta-analysis of eight meta-analyses 

on acupuncture and depression, all concur that acupuncture studies on depression show marginal 

results, are of poor quality, and/ or show bias (Ernst et al., 2011; MacDonald & Janz, 2017; 

Sorbero et al., 2016).   

Well-designed studies are limited, according to Wu et al. (2012). So, even when 

presenting positive findings, poor quality research sours those findings. Smith et al. (2018) 

present this issue:  

Review authors rated the quality of evidence from most included studies as very low or 

low, and the effects described below should be interpreted with caution. Acupuncture 

may result in a moderate reduction in the severity of depression when compared with 

treatment as usual/no treatment. Use of acupuncture may lead to a small reduction in the 

severity of depression when compared with control acupuncture. (p. 3) 
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Zhang, Chen, Yip, Ng, and Wong (2010) find that “acupuncture is equally effective in 

reducing depression in MDD similar to that of antidepressants, but not different than sham 

acupuncture”. Yet, they note that of 207 studies retrieved, only 53 (25.6%) were identified as 

being of high-quality (Zhang et al., 2010).  

The Acupuncture Evidence Project rates acupuncture for depression as potentially 

positive. It finds “the combination of acupuncture plus SSRIs is superior to SSRIs alone; is cost-

effective, is “safe and effective for major depressive disorder, especially in improving sleep, 

mood and quality of life by modulating and normalizing the limbic-paralimbic-neocortical 

network, including the default mode network”.  However, they also note that only 1 in 13 RCTs 

rated as high quality, 5 as moderate quality, and 7 as poor quality.  

To explain how a study can be simultaneously promising and unproven, McDonald and 

Janz (2017) offer: 

Finding ‘no evidence of effect’ or ‘unclear’ does not mean ineffective. Many ‘unclear’ 

ratings have consistently positive findings. It is just that evidence is not yet sufficient to 

allow a firm conclusion to be drawn on effectiveness or efficacy. (p. 1)  

To assist in strengthening credibility within the research community, STRICTA (the 

Standards for Reporting Interventions in Clinical Trials of Acupuncture) has established 

guidelines for reporting acupuncture studies (MacPherson et al., 2010). As an official extension 

of The Consolidated Standards of Reporting Trials (CONSORT), these guidelines for reporting 

also serve to improve research design itself.  

Heterogeneity of TCM Theory-based Treatments in Acupuncture Studies  

TCM-based treatments limit research outcomes and may “compromise and hamstring 

practical outcomes in acupuncture research” (Priebe et al., 2017).  Even researchers who 
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successfully test TCM-based treatments acknowledge that “research-wise, individually-tailored 

treatments can be troublesome because it limits the rigorousness of clinical trial” (Mischoulon, 

Brill, Ameral, Fava, & Yeung, 2012; Yeung, Ameral, Chuzi, Fava, & Mischoulon, 2011).   

The National Institute of Mental Health (2018) states “the evidence of studies is limited 

due to different types of acupuncture, theory, duration and frequency of sessions.” After 

reviewing hundreds of studies, Zhang et al. (2017) point out failures in acupuncture research are 

due to heterogeneities, such as large variations in acupuncture protocol, defining sham 

acupuncture points, manipulation, number of treatment sessions, and duration of treatment. “The 

standardization of acupuncture protocols would be greatly helpful in improving methodological 

quality” (Zhang et al., 2017).  

Even after successfully completing a large pragmatic trial of TCM-theory based 

treatments, MacPherson, Richmond et al. (2013) note that “there is some evidence from the 

literature that a uniform combination of points can work for depressed patients”. Their follow-up 

publication, Acupuncture for Depression Patterns of Diagnosis, meticulously details the vastly 

diverse scope of TCM-based treatments (MacPherson, Richmond et al., 2013). 

Of  2,700 TCM-based treatments, a variety of diagnostic methods were employed 

including zang-fu syndrome, 8 principals, Fundamental substances, 8 extra meridian and 5 

elements. Diagnoses primarily were Liver Qi Stagnation/ Liver Yang Rising, Spleen Qi and Yang 

Deficiency, but also included Heart, Kidney or Liver Deficiencies of Yin and/or Blood.  

Point selection varied and highlighted 20 commonly-used points but also noted that point 

selection varied from patient-to-patient, and within a single patient from treatment-to-treatment. 

Total needles used per treatment varied from 3 to 26 needles. Treatment number ranged from 1 to 

12, over a range of weeks from 14 to 33, and treatment times ranging from 28 to 95 minutes.   
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A greater variation in research was found within the 27 newest entries included in a 

Cochrane review (Smith et al., 2018). In those studies, the length spanned from 30 days to 12 

weeks, and the number of treatments ranged from one-per-week for 12 weeks to one-per-day for 

8 weeks. When analyzing point selection within those studies, no two studies used the same 

points.  

As a matter of interest to this investigator, in the MacPherson (2013) study the only scalp 

points utilized were Yintang and Baihui, ranking the 6th and 9th most commonly-used points 

respectively. The only ear point was Shenmen, ranking 17th. In the Smith (2018) review, Du-20, 

Yintang, or Sishencong were typically used individually. The only ear point was Shenmen used 

in two of 27 studies. In all the reviews, the only standardized scalp-only protocol used was 

DCEAS (dense cranial electroacupuncture stimulation). 

Rationale of the Scalp and Auricular Point Protocol 

The point selection for this study is based on a culmination of 20 years of practice and a 

convergence of methods and theories that are unified to achieve an optimal effect. The theories 

used to create and support the point selection are: 

• the neurological basis of Chinese scalp acupuncture (CSA) 

• TCM point function and channel theory 

• research on brain structure identified in depression  

• transcutaneous cranial nerve stimulation.   

• needle insertion and manipulation technique is from Jiao-style scalp acupuncture 

• auricular needling is taken from the NADA protocol 

The points selected for the protocol are: 

• Baihui/ Du-20,  
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• Foot Motor Sensory Area (FMSA)  

• Head Region 

• Yintang/ EX HN3 

• Stomach Area (left side) 

• GB-13 (left side)    

• Speech Area 3 

Auricular Points/ NADA Protocol:  

• Sympathetic 

• Shenmen  

• Kidney  

• Liver 

• Lung  

The measurements used to track outcomes are:   

• Beck Depression Inventory (BDI) 

• Patient Health Questionnaire-9 (PHQ-9) 

• psychological assessments based on the (DSM-5) 

• serum cortisol (secondary measure) 

• C-reactive protein (secondary measure) 

Qualitative analyses of treatment notes and participant journal entries were used to 

explore participant experience and relate that to primary measures.  

Rationale: Chinese scalp acupuncture/ Jiao-style.  All forms of modern scalp 

acupuncture are unified by the principle that acupuncture “stimulates reflex areas on the scalp 

which can have direct effects on the cerebral cortex, cerebellum, thalamo-cortical circuits, 
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thalamus, hypothalamus, and pineal body” (Hao & Hao, 2012). The neurosurgeon Jiao Shunfa, 

considered the founder of modern Chinese scalp acupuncture, was honored in 1986 for his 

neurologic research which was labeled a breakthrough in TCM by China’s Ministry of Health 

(Sun, 2018).  With research successes numbering 20,000 between 1970 and 1992, his method is 

considered by some to be “proven to be the most effective technique of treating acute and 

chronic central nervous system disorders” (Hao & Hao, 2012).  

Various forms of scalp acupuncture exist, each with unique variations that may include 

point names, redefined regions and needle insertion or stimulation techniques.  The style of Jiao 

Shunfa can be generally defined in four ways:  

1.Needle locations are areas, specific lines or regions named using Western terminology 

of common anatomy and function, such as Foot Motor Sensory Area, Head area, Stomach area, 

Speech 3 area. (Figure 1 and Figure 2).  

 

 

 

Figure 1. Jiao-style Location Lateral View         Figure 2. Jiao-style Location Frontal View 
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2.The angle of insertion is 15-20% and is specifically placed into the loose areolar tissue. 

(Figure 3).  

 

3.Stimulation (rapid twirling equivalent to 200 

rotations-per-minute.)  

4.Locations are based on centimeter 

measurements versus cun measurement used in 

TCM.  

 

 

Figure 3.  Loose areolar target tissue 

 

An advantage of this technique is that the locations are broadened areas and not precise 

points. Advanced needling techniques using multiple or overlapping needles, or structural 

anomalies unique to individual patients, may broaden the site location and will therefore 

encompass adjacent or multiple TCM points. 

The foot motor sensory area (FMSA) is the most commonly-used area in Chinese scalp 

acupuncture and overlies many endocrine glands, affecting the central nervous system (CNS) and 

regulating the endocrine system. It addresses a broad range of physical, cognitive and emotional 

disorders including ADHD, PTSD, post-concussion syndrome, poor memory, poor concentration, 

emotional disturbance, and mental retardation (Hao & Hao, 2012).  

The Head Area is used for mental and emotional disorders such as insomnia, poor 

memory, poor concentration, anxiety, and depression (Hao & Hao, 2012). 
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The Stomach Area is used for treating stomach pain and discomfort in the upper 

epigastric region (Hao & Hao, 2012). The gut, either through its microbiome and influence on 

the blood-brain barrier and inflammation, or through its vagal nerve connection to brain 

structures, has a direct influence on emotional conditions such as depression (Milton Erickson 

Institut Rottweil, 2016; Porges, 2007; Rogers et al., 2016). 

Speech 3 Area: In Chinese Scalp Acupuncture (CSA) this area is used to treat receptive 

aphasia, when a patient is capable of articulating words but the words do not make sense (Hao & 

Hao, 2012). Speech 3 overlaps Wernicke’s Area of the temporal lobe. In addition to the vagal 

nerve’s role in language interpretation and depression as described by Porges (2007) in the 

polyvagal theory, studies show the temporal region assists in processing physical cues related to 

identifying emotion. Incoming signals are sent to the frontal cortex for interpretation, and are 

therefore crucial to emotional health and healthy socialization (Ma et al., 2012; McLellan et al., 

2018). 

Rationale: NADA Protocol.  Throughout the world, the NADA protocol (Figure 4)  is 

“the most widely used acupuncture-assisted protocol used 

for substance abuse and broad behavioral health 

applications” (Stuyt & Voyles, 2016), and it has grown and 

evolved due to its practice-based successes.  

The NADA protocol evolved directly from a chain 

of events beginning with China’s introduction to Paul 

Nogier’s ear charts, followed by the research of Chinese 

neurosurgeon Hsiang-Lai Wen, and then by the research 

performed at Lincoln Hospital in New York. An additional 

Figure 4. NADA Protocol  
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rationale for using the NADA protocol is to implement its model of care, which itself has been 

shown to improve treatment outcome.  

 The NADA model of care: 

• integration within other interventions 

• barrier-free 

• regular treatments 

• a communal setting 

• local personnel and/or cross-trained health providers offer the therapy (Bemis, 2013; Stuyt, 

Voyles, & Bursac, 2018).   

The components of this model most relevant to this investigator’s study are its flexibility to 

combine with other therapies, to being performed fully clothed in either a sitting or lying 

position, or to be done in a private or group setting. 

Rationale: Transcutaneous cranial nerve stimulation.   Scalp and ear acupuncture 

directly stimulate branches of the trigeminal and vagal nerves which are the cranial nerves V and 

X (Figure 5 and Figure 6).  Stimulating the afferent fibers directs signals to the brain stem and 

into brain structures related to mood and depression 

(Shiozawa, da Silva, Netto, Taiar, & Cordeiro, 

2015), such as the hypothalamus, thalamus, 

amygdala, hippocampus, anterior cingulate cortex, 

and lateral prefrontal cortex. The vagus nerve 

directly and indirectly connects to “the depression-

related cortical-limbic-thalamic-striatal neural 

circuits” (Kong, Fang, Park, Li, & Rong, 2018). 
Figure 5. Trigeminal nerve 
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Vagus nerve stimulation (VNS) is a surgically invasive procedure approved by the FDA 

to treat chronic treatment-resistant depression, but it comes with great risk and side effects (Kong 

et al., 2018).  However, transcutaneous vagal 

nerve stimulation ( tVNS) and trigeminal nerve 

stimulation (TNS) are safe, non-invasive 

alternatives. “tVNS can modulate the default 

mode network (DMN) and functional connectivity 

(FC) in mild or moderate major depressive 

disorder (MDD) patients” (Fang et al., 2016).   

      

        Figure 6. Vagal nerve distribution 

There has been significant recent research on the effects and mechanisms of tVNS and 

depression (Colzato & Vonck, 2017; Fang et al., 2016; Howland, 2014; Kong et al., 2018; 

Sellaro, de Gelder, Finisguerra, & Colzato, 2018) and TNS and depression (Cook et al., 2013; 

Schrader, Cook, Miller, Maremont, & DeGiorgio, 2011).  Transcutaneous stimulation affects the  

“afferent pathways involved in the activation/regulation of the HPA axis and adrenal gland 

corticosteroid release” (Howland, 2014) and has been shown to reduce pro-inflammatory 

biomarkers.  “Bidirectionally connecting the brain and immune system and reducing 

inflammatory processes outside the CNS, tVNS provides treatment for disorders comorbid with 

depression” (Kong et al., 2018).  

Rationale: Transcutaneous Auricular Vagal Nerve Stimulation.  In applying the work 

of Porges (2007) Polyvagal Theory, Terry Oleson highlights its application in his Application of 



 COMBINED SCALP AND AURICULAR ACUPUNCTURE FOR DEPRESSION  40 

Polyvagal Theory to Auricular Acupuncture and the great attention it received at the Ninth 

International Symposium on Auriculotherapy in August 2017 (Oleson, 2018). The concha of the 

ear is the only place on the body where the vagal nerve reaches the skin surface. Oleson 

specifically uses the NADA protocol to show how stimulation of the concha affects the 

subcortex, its regulation of the hypothalamus, and thereby its link to emotional expression and 

social communication.  

Rationale: left-sided stomach area and GB-13.  The prefrontal cortex as a whole 

“appears to play a critical role in the uniquely human capacity to modulate emotions”, whereas 

“the left prefrontal cortex (LPFC) has been associated with other structures in a circuit that may 

be important for positive emotions” (Davidson, 2000). Studies show that patients with brain 

damage to the left prefrontal cortex, which leave the right side intact, exhibit behaviors and signs 

indicative of depression (Davidson, 2000; Goodwin, 2006).  PET scans show that “subjects 

showing left-sided activation reported more positive and less negative affect. The LPFC may be 

important in inhibiting activity in the amygdala (associated with fear), reducing cortisol and 

increased ability to shut off negative emotions” (Davidson, 2000). 

In applications to treat depression, surgical implants for VNS are placed on the left vagal 

nerve; in application for epilepsy they are placed on the right side. Non-invasive tVNS devices to 

treat depression are also placed on the left vagal nerve (Goodwin, 2006; Howland, 2014).    

Rationale: TCM Points Function.  It has also been mentioned above that the regions 

defined in Chinese scalp acupuncture include or overlay traditional acupuncture points. The 

overlapping points and their traditional functions are illustrated below. The FMSA (Figure 7) 

begins 1 cm lateral to the midline beginning at the anterior-posterior midpoint, and runs posterior 

4 cm. As per TCM, the lateral points of Sishencong (Figure 8) are 1 cun lateral to Baihui 1 cun.  
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Figure 7. Location of FMSA                          Figure 8. Location of Sishencong and Du-20  

Speech 3 Area  (Figure 9) begins 1.5 cm superior to the apex of the auricle and runs 4 cm 

posteriorly; and in TCM, GB-8 (Figure 10) is superior to the ear apex 1.5 cun within the hairline, 

and GB-9 is .5 cun posterior to GB-8, 2 cun within the hairline above the posterior border of the 

auricle (Hao & Hao, 2012).  
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Figure 9. Location of Speech 3 Area    Figure 10. Location of GB-8, GB-9 

The Head Area (Figure 11) runs from the hairline 2 cm superior and inferior; while 

containing the TCM point Du-24 (Figure 12), which is described as .5 cun posterior to the 

middle of the hairline. The Stomach Area (Figure 11) is on the mid-pupillary line from the 

hairline 2 cm superior, while GB-15 (Figure 12) is described as being directly above the pupil, .5 

cun within the hairline. 

Figure 11. Head and Stomach Area         Figure 12. Du-24, GB-15 and GB-13 

• Baihui Du-20 (Hundred Meetings): Meeting point of all the Yang meridians, which carry 

clear Yang to the head; Point of the Sea of Marrow; Clears the mind Lifts the spirit, 

Tonifies Yang, Strengthens the ascending function of the Spleen; Eliminates interior 

Wind, Promotes Resuscitation 

• Yintang EXHN-3 (Sea Hall): Calms the Mind 

• Shenting Du-24 (Mind Courtyard/ Spirit Court): Calms the Mind (commonly-used with 

GB-13 for severe anxiety and fears) 

• Sishencong EXHN-1 (Four Mind Clearing): Subdue Interior Wind 
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• Shuaigu GB-9 (Penetrating Heavens): Subdues Rising Qi, Calms spasms, Calms the 

Mind 

• Benshen GB-13 (Mind Root): Calms the mind, Clears the Brain, Gathers Essence to the 

heads (Macciocia, 1989).  

Literature Research Results 

The primary goal was to search for results using variations of the terms Jiao or Chinese 

scalp acupuncture (CSA) for the treatment of depression. The results showed no studies on 

depression that specifically use the system or nomenclature as defined by Chinese scalp 

acupuncture systems or Jiao style acupuncture. Search results using those terms reflected those 

system’s original uses, which is primarily for the treatment of stroke (Lee, Shin, Lee, Han, & 

Kim, 2013). Other uses of Jiao style, CSA, or the various sibling systems reflected in research 

are for various pain conditions (Hommer, 2012) and neurological conditions like Parkinson’s 

Disease (Lee et al., 2013).  

A secondary goal was to search for any combination of a standardized scalp acupuncture 

protocol with a standardized auricular acupuncture protocol for the treatment of depression. 

There are no studies on depression that used a standardized combination of scalp and auricular 

acupoints. One study found used a combination of body, scalp, and auricular points for the 

treatment of post-stroke depression (Zhang et al., 2017).  

Outside of studies that tested the paired combination of Du-20 and Yintang, only one 

system of standardized scalp acupuncture could be found. Dense cranial electroacupuncture 

stimulation (DCEAS) is discussed below. Also discussed are the rare few trials using auricular 

acupuncture for depression. 
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Standardized Protocol of Body, Scalp, and Auricular Acupuncture for Depression. Zhang 

et al. (2017) conducted a randomized controlled trial testing a combined acupuncture protocol 

against a daily 20 mg dose of paroxetine hydrochloride. Sixty patients with post-stroke 

depression (PSD) were randomly assigned to either the acupuncture combination group or a 

paroxetine hydrochloride (an SSRI). Acupuncture was administered 3 times per week for 8 

weeks, sessions of 30 minutes. 

Standardized Point Protocol: Baihui/ DU-20, Sishencong, Shenting/ DU-24, Yintang, 

Shenmen/ HT-7, Neiguan/ PC-6, Taichong/ LV-3, Hegu/ LI-4, Zusanli/ ST-36, Sanyinjiao/ SP-6, 

Fenglong/ ST-40.  Auricular: Shenmen/ TF4, pizhixia/ AT4, xin/ CO15, gan/ CO12 (Document 

of auricular stimulation was vague).  

Using outcome measures of the Hamilton Depression Scale (HAMD) and the Asberg 

Side Effect Scale (SERS), the acupuncture group showed a greater effective rate (86.7%) than 

the paroxetine group (66.7%).  

Dense cranial electroacupuncture stimulation (DCEAS).  DCEAS is a standardized, 

scalp-only, acupuncture system which has been used in several published trials. Study 

documentation describes the acupuncture point locations as being innervated by the trigeminal 

nerve, which are stimulated by electricity to modulate brain response.  

Zhang et al. (2012) tested the augmentation effect of DCEAS plus fluoxetine. The 

standardized protocol is: Paired points Baihui/ Du-20 and Yintang; left Sishencong/ EX-HN1 and 

Toulinqi/ GB-15; right Sishencong and GB-15; bilateral Shuaigu/ GB-8, bilateral Taiyang/ EX-

HN5, and bilateral Touwei/ ST-8. Needles used were .30mm diameter and 25-40 mm in length, 

inserted obliquely 10-30 mm. Electrical stimulation with continuous waves at 2 Hz and constant 

current for 30 minutes.   
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Inclusion criteria used by Zhang et al. (2017) was The Diagnostic and Statistical Manual 

of Mental Disorders, Fourth Edition (DSM-IV) (APA, 2000) for MDD; HAMD score >18; 

Clinical Global Impression -Severity CGI-S score >4. Outcome assessments were the Chinese-

version Self-rating Depression Scale (SDS); HAMD reduction >50%. Exclusions were unstable 

medical condition; suicidal/ aggressive; manic/ mixed; substance abuse within last 12 months.  

After 3 sessions per week for 3 weeks, the results showed that DCEASE was effective in 

augmentation, as the DCEAS group showed greater improvement than FLX alone.   

Two other DCEAS studies, both by Hung (2014 and 2017), use various outcome 

measures to test the effects of DCEAS. One study tested DCEAS augmenting body acupuncture 

for post-stroke depression (PSD) therapy using measurements of the HAMD, Clinical Global 

Impression Severity Scale (CGI-S); and Barthel Index (BI).  Another trial tested changes in 

glucose metabolism in the left prefrontal cortex (LPFC) as measured by PET/CT scans, HAMD 

scores, Zung Self-Rating Depression Scale, CDI-S, and Insomnia Severity Index. After 

administering 3 sessions per week for 4 or 6 weeks respectively, outcomes resulted in positive 

changes representing reduction in depression scores and increased glucose metabolism of the 

LPFC (Hung, 2014).   

Standardized scalp-only protocol for neck stiffness with depression. Although this is 

not specifically a study on depression, this study is discussed by He, Chen, Pan, and Ying (2014) 

and is included for several reasons:  

•     Anxiety is a common comorbid condition of depression with similar mechanisms.  

• This scalp protocol is extremely similar to DCEAS and includes: Area one, between Yintang/ 

EX-HN3 and Shangxing/ Du-23 and Shenting/ Du-24; Area two, between Taiyang/ EX-HN9 

and Tianchong/ GB-9 and Shuaigu/ GB-8.  High frequency, continuous electricity.  
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• The rationale for the protocol is the same used in this investigator’s study. He et al. (2012) 

state that the protocol is “based on scalp acupuncture in combination with new medical 

findings on the organic basis and neurobiology in brain regions”. They cite animal studies 

identifying “lower region brain structures associated with fear (amygdala, hippocampus) and 

higher, prefrontal regions that inhibit the lower regions.”  

• He et al. (2012) cite TCM commonly uses these regions to treat mental disorders.  

• They discuss that the traditional high frequency hand rotation (also described in Jiao-style 

and which is used in this investigator’s study) is replaced with electrical stimulation.  

Parietal acupoint therapy (PAPT): a scalp only system. PAPT (Figure 13) is a scalp-

only system developed by Osamu Fujii who worked two decades with Toshikatsu Yamamoto, 

originator of the Yamamoto New Scalp Acupuncture (YNSA). These systems are similar yet 

distinct from the Chinese scalp systems of Jiao Shunfa, Fang Yunpeng, Tang Songyan, and 

subsequently Zhu Ming Qing.  

Like other scalp systems, PAPT primarily treats musculoskeletal pain. However, this 

study by Aoyama, Fujii, and Yamamoto (2017), describes itself as the first to report neck/ 

shoulder stiffness related to psychological stress, and represents a new trend to test the modern 

scalp systems on mood disorders. 

Five to seven needles were inserted in the PC3-6 areas in the 

treatment group, and area PL2-5 in the control group. All 

participants were instructed to stay seated and rest for 30 

minutes after the therapy. Test measures were salivary alpha-

amylase, Profile of Mood States, Second Edition (POMS 2), 

and VAS for pain. While there was slight               Figure 13. PAPT chart 
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 improvement in the mood profile states, the results were not conclusive. This example is just a 

representation of scalp-only systems and how they might be used to address physical pain 

connected to mood conditions.  

 The NADA Protocol 

Despite NADA’s extensive history of use in drug treatment, behavioral, and trauma 

settings, there is almost no research testing the NADA protocol for depression. Stuyt and Voyles 

(2016) review all the research of the NADA protocol to present date. Up until 2014, all research 

performed was on drug addiction, withdrawal or cessation, which may or may not have included 

comments on depression as part of the symptom profile. NADA for anxiety was first tested by 

Reilly in 2014 but not until 2016 was NADA for depression tested by de Lorent, Agorastos, 

Yassouridis, Kellner, and Muhtz (Stuyt & Voyles, 2016). 

The study performed by de Lorent et al. tests the NADA protocol against progressive 

muscle relation (PMR). Participants were DSM-IV diagnosed as having either primary anxiety 

disorder or major depressive disorder (MDD). Sessions were performed twice per week for 4 

weeks, each session lasting 30 minutes. Outcomes for four states--tension, anxiety, 

anger/aggression and mood--were measured using only a visual analog scale (VAS).  

Unfortunately, the results of NADA for MDD were inconclusive. The study focused on 

anxiety; specific outcomes for MDD were never reported. The only measurement tool used was 

the VAS for pre- and post-measures, administered moments before and directly after treatment. 

De Lorent et al. concluded “our study results could not simply be transferred to each disorder 

individually.” 

 After 2016, the only other study testing the NADA protocol to treat depression is by 

Geib, Rieger, Joos, Eschweiler, and Metzger (2017). This study primarily tested the 
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feasibility and acceptance of the NADA protocol to elderly MDD patients at a daycare 

center. Treatments followed NADA protocol and were administered 3 times per week for 3 

weeks. Baseline and outcome measures used were the Geriatric Depression Scale, the 

Hamilton Depression Scale, the Mini-Mental State Exam, the SF-36 Quality of Life 

measure, and the Pittsburgh Sleep Quality Index. Analysis showed high acceptance and 

significant improvement based on stated outcome measures.  

Despite the lack of trials, results from other sources (national data, surveys to 

practitioners, and interviews measuring experience-based outcomes using the NADA protocol) 

continue to report benefits in ameliorating pain, stress, anxiety, and depression (Stuyt et al., 

2018).  

General Research on Auricular Acupuncture  

Research on the effects of auricular acupuncture (AA) in both humans and animals is 

significant. He et al. (2012) document many studies on humans showing that AA modulates the 

autonomic nervous system through its stimulation of the vagal nerve which modulates “activity 

in the cardiovascular, respiratory, gastrointestinal and endocrine systems”. AA can reduce heart 

rate and blood pressure, increase vital capacity of the lungs, increase motility and tone of the 

gastrointestinal tract, and has been studied for the prevention and treatment of neurogenerative 

disorders (He et al., 2012). In animal models of depression, Liu et al. (2013) show that 

electroacupuncture of the auricular concha (AC) improves depressive status of rats and 

normalizes the hyperactivity of HPA axis. 

 When stimulating the left AC, the path of action goes from the ear to “the cervical trunk 

of the left vagus nerve. The afferent fibers of the vagus nerve project to the solitary nucleus (SN). 

Fibers of SN project to the neuroendocrine systems in the limbic system structures and a 
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continuing process through the brain that effects “the serotonergic, dopaminergic and 

noradrenergic systems commonly involved in the pathophysiology of depression” (Liu et al., 

2013).  

Scalp Points Commonly Used in Depression Studies 

The most often used scalp points are Baihui/ Du-20 and Yintang/ EX-HN3, which are 

commonly included in TCM-based point prescriptions or are occasionally used as a stand-alone 

combination in human trials. They are, however, essential to animal trials.  

Kou et al. (2017) conducted the first systematic review and meta-analysis investigating 

the efficacy of acupuncture on depression based on behavioral changes in animal models. Their 

study results indicate that acupuncture is not less effective than Western medicine on depressive 

behavior. 

Of 87 trials included in the review, 39 used only scalp points; 36 of which used only DU-

20 and Yintang. To a lesser degree, Sishencong (EX HN-1) and Du-24 were also frequently used, 

and only 2 studies used 3 scalp points simultaneously. The most common body points were LI-4 

and LV-3. When discussing acupuncture efficacy on specific symptoms, it was noted that the 

choice of acupoints may be the main influencing factor (Kou et al., 2017).  

Scalp-centric point protocols are more common when treating stroke patients, who 

commonly express depression. An example of a human study aimed at post-stroke cognitive 

disorders, Chen et al. (2016) tested scalp-only acupuncture points.. Penetrating technique of 

acupoints UB-5, 6, 7, 8, and Du-18, 19, 20, 21, 22, 24 (with no electricity) was administered 5 

days per week for 8 weeks. Results showed improved cognitive function plus improvement of 

depression symptoms. 
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Du-20: A Single Point Study.  Deng et al. (2016) examined single point Du-20 in their 

study, which tested the modulating effect of the default mode network in first episode drug-naïve 

major depressive disorder. Using fMRI scans, stimulation of Du-20 was shown to increase 

“functional connectivity between the precuneus/ posterior cingulate cortex and the bilateral 

hippocampus/ parahippocampus in patients with MDD. . . . This helps interpret the neural 

mechanisms of acupuncture at Du-20” (Deng et al., 2016).   

Overview: Scalp Acupuncture Mechanisms of Action 

Based on the review and meta-analysis, acupuncture treats depression by multi-targets 

through the neuroendocrine-immune system (Kou et al., 2017). In addition to modulating 

brain-gut peptide hormones, possible mechanisms of action include:  

• regulating the level of neurotransmitter such as monoamine neurotransmitter (5-HT, DA, 

NE), Glu and GABA  

• regulating neuroendocrine system (HPA axis, HPT axis, MT)  

• regulating inflammatory cytokines such as IL-1β, IL-2, IL-6, TNF-α, NO, PGE2, iNOS, 

COX-2, NF-kB 

• promoting neuronal regeneration and neurotrophy through several signaling pathways 

(including BDNF, CREB, PKA, JNK, ERK, etc.) (Kou et al., 2017, p. 12).  

Biomarkers as Outcome Measures 

The outcome measures for this study were chosen because they are the most commonly 

studied theories of depression and comorbid stress and illness. They are also inter-dynamic 

systems that trigger and manipulate each other.  

Cortisol. Historically, cortisol is “the most common HPA axis biomarker to have been 

studied in depression”. Clinical and pre-clinical evidences point to hypercortisolism and other 
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representations of HPA axis hyperactivation as strong biomarker targets associated with MDD 

(Strawbridge et al., 2017). Acupuncture studies on animals, as described above, indicate that 

acupuncture can regulate the neuroendocrine system, HPA and HPT axes.  

However, the use of cortisol as an outcome measure in acupuncture studies on 

depression, with rare exception, is found in animal studies and is nearly non-existent in human 

trials. One study that used salivary cortisol as an outcome measure was by Vázquez, González-

Macías, Berlanga, and Aedo (2011), who tested the effect of low frequency electroacupuncture 

on improvement of depressed patients as measured by the Carroll Rating Scale (adapted from the 

Hamilton Rating Scale) and salivary cortisol. The standardized protocol for all participants was 

4Hz stimulation of left Shenmen/ HT-7, right Shenshu/ UB-23, Right Xinshu/ UB-15, left 

Neiguan/ PC-6, left Sanyinjiao/ SP-6, and bilateral Taiyang and was compared against a sham 

acupuncture protocol. Salivary cortisol levels were taken directly before and after each session. 

Despite claiming positive results, there were too many irregularities between the baseline 

measures to compare the groups.  

C-reactive protein.   

Inflammation is associated with “sickness behavior” which displays a range of symptoms 

that are present in depression; in particular tiredness, lack of energy, sleep problems, and changes 

in appetite. Inflammation is associated with the cognitive and emotional symptoms of depression 

such as anhedonia, depressed mood, feelings of self-worth, concentration, and suicidal ideation 

(Jokela, Virtanen, Batty, & Kivimtan, 2016).   

CRP and acupuncture studies can be found (Karatay, Akcay, Yildirim, Erdem, & Alp, 

2011) but like the search results from cortisol, CRP as an outcome measure in depression is 

mostly found in animal studies. One human study performed by Wang et al. (2016) tested serum 
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levels of high-sensitivity CRP, tumor necrosis factor (TNF-a), and interleukin 6 and 1B on 

patients with acute cerebral infarction. Penetrating needle technique was administered daily 

(using international scalp acupuncture terminology) from Dingnieqianxiexian (Du-21 to UB-6) 

and Dingniehouxiexian (Du-20 to UB-7). The control group (n=30) received medication while 

the scalp acupuncture (n=31) group received medication plus daily acupuncture stimulation. The 

results showed significantly greater and quicker results in the acupuncture group over the 

medication-only group (p < 0.01, p < 0.05) and a positive correlation between the reduced 

inflammation markers and the neurological dysfunction scale (p < 0.01, p < 0.497). 

Conclusion 

Research indicates that acupuncture for depression is safe and effective both as a 

monotherapy and augmentation therapy. However, the quality of evidence is lacking and there is 

need to improve study design and reporting. This includes formulating and testing standardized 

point protocols based on the successes of the growing body of research.   

Scalp and auricular acupuncture research, and research of transcutaneous cranial nerve 

stimulation, are shown to have distinct and measurable effects on targeted areas of the brain 

associated with depression. Results of studies indicate acupuncture of the scalp and ear can 

modulate and normalize neural networks associated with depression, including the limbic-

paralimbic-neocortical network, the default mode network, and the neuroendocrine-immune 

systems and brain-gut hormones.  

With the exception of studies using only Du-20 and Yintang there are very few 

depression studies simultaneously testing multiple scalp points. In regard to auricular 

acupuncture (AA), outside of studies that may include a mention of depression symptoms, there 

are almost none testing AA for depression. There are no studies to date that test the effects of a 
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combination of only scalp and auricular acupoints. This investigator hypothesizes that combining 

specific scalp and auricular acupuncture points will have a distinct effect toward reducing 

depression and depression symptoms. 
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Chapter 3: Methodology 

Human Participants and Ethical Consideration   

This study was conducted in West Hollywood, California, between March, 2018, and 

August, 2018, and was carried out consistent with current Federal guidelines for the ethical 

treatment of human participants and in consideration of a protected population. This study was 

pre-approved by the Institutional Review Board (IRB) of Yo San University of Traditional 

Chinese Medicine in Los Angeles, California. (See Appendix V.) 

Trial Design 

 This study is a small, prospective, quasi-experiment trial of pragmatic design testing the 

effects of a novel point combination of scalp and auricular points for the treatment of depression. 

It was populated by a non-randomized, convenience sampling of volunteers, self-identifying as 

actively suffering from depression.  

 Trial design employed the self-controlled case series (SCCS) method, with each 

individual serving as their own control, and a mixed-method design was used to evaluate pre, 

post- and post-4-week measures. The strength of a SCCS is that it “effectively controls for 

confounders that are unmeasured or unknown with each case” (Vázquez et al., 2011).  

Confounders and unknowns are a character trait of depression, which is a highly-variable 

combination of inter-dynamic causes where no two people are affected the same (National 

Institute of Mental Health, 2017, 2018). Therefore, SCCS is the optimal design method to use.  

 As a case study series, the emphasis is on “understanding processes as they occur in their 

context" (Kohlbacher, 2006).  Further benefits and strengths of a case series design are:  
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• While most trials are conducted in highly artificial settings, the study is of pragmatic design 

and representative of a real-life, clinical setting. Case studies present a realistic setting 

(Hallas & Pottegård, 2014).  

• Case studies promote the protection of and ethical consideration for a protected population.  

• The number of participants required for case studies tends to be smaller. This study was 

limited at a maximum of 12 (Petersen, Douglas, & Whitaker, 2016). 

• Case studies have “a high sensitivity for detecting novelty and are a cornerstone of medical 

progress”. This study is an exploration of a novel protocol (Vandenbroucke, 2001). 

• Beneficiaries of case studies are “patients to explore therapeutic options, and clinicians to 

improve patient care and communicate with peers” (Kohlbacher, 2006). 

Participants: Screening and Selection 

Study participants were volunteers from the Los Angeles area who directly responded to 

a recruitment letter or flyer or were referred by someone who received a recruitment letter or 

flyer. Recruitment letters were sent by email to the investigator’s client base and professional 

network of doctors and therapists, and hand-delivered to professional contacts at a local 

community center. Additional posts were made on social media, including a closed professional 

group called Acupuncturists on Facebook.  

Letters were designed for two intended audiences. One letter was designed for the 

layperson-patient and another for healthcare professionals. All letters included acknowledgement 

that the study was approved by the IRB of Yo San University. (See Appendix A and B,) 

Potential participants made initial contact either by email or phone, and always included a 

short, preliminary phone interview. The phone interview served to answer participant questions 

and to assess the inclusion and exclusion criteria, and included questions: “Have you ever been 
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diagnosed with depression? Are you in treatment for depression?”  The following questions from 

the Patient Health Questionnaire-2 were used to screen for likelihood of depression:  

 *Do you currently have symptoms of depression within the past two-weeks?  

*Do you have little interest or pleasure in doing things?  

*Are you feeling down, depressed, or hopeless?  

*Several days/ more than half the days/ nearly every day? (APA, n.d.; Arroll et al., 2010; 

Kroenke et al., 2016).   

The PHQ-2 is a valid screening tool. (See Appendix M: Patient Health Questionnaire-2) 

A threshold score of 2 or higher detects a greater number of patients with depression (Arroll et 

al., 2010). However, a score ≥3 is “the optimal cut point for screening purposes, with a 

sensitivity of 83% and a specificity of 92% for major depression” (Kroenke et al., 2016). 

If at the end of the phone interview the participant was interested in joining the study, and 

if the investigator was satisfied that inclusion criteria were met, then a second meeting was 

scheduled for an in-person presentation and signing of the Informed Consent form.  

Inclusion criteria. 

• adult males 21-71 years old  

• any race/ ethnicity/ socioeconomic background 

• fluent in English 

• high school level education or higher  

• live near the treatment location (Being Alive in West Hollywood, CA) 

• able to comply with and complete the study protocol, timing, and administration  

• currently symptomatic (PHQ-2) with a diagnosis of MDD and taking 

antidepressant medication, with or without psychological therapy; or 
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• Currently symptomatic, not on antidepressant medications, with or without a 

previous diagnosis of depression, and with or without psychological therapy 

Exclusion criteria.  

• Women 

• Not currently symptomatic of depression 

• Unable to, or unlikely to be able to complete the trail as designed 

• Men over 71 or under 21 years-old  

• Bipolar; psychoses, anxiety primary 

• Currently taking cortisone, prescription anti-inflammatories, or routine non-

steroidal anti-inflammatories (NSAIDs)  

Note: Alcoholism was not an exclusion criteria. A specific goal of this study was to not 

exclude those with depressive symptoms in the context of a physical condition, such as 

hypothyroidism, obesity, diabetes, or other (Gelenberg et al., 2010).  

Informed Consent  

The second meeting for potential participants was held in-person (Being Alive 

community clinic). The purpose was to reconfirm inclusion criteria and participant interest, and 

to present the Informed Consent Form for review, questions, and signature. 

The investigator presented to each participant a printed copy of the Informed Consent 

Form, which the investigator read aloud in its entirety. After the oral presentation the document 

was offered for review to the participant, who was instructed to read the document fully and ask 

questions. Once completed, the participant was asked to sign the form. Any and all questions 

were answered before the participant did so. (See Appendix C: Informed Consent Form.) 
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Structure of the Study 

The study was divided into three distinct phases. The length of time, from interview to 

completion, was 15 weeks.  

Interview/ screening 

Phase 1: pre-intervention measures, psychological evaluation, medical history, initial 

intake  

• Serum cortisol levels 

• Serum C-reactive protein levels 

• Beck Depression Inventory  

• Independent, study assigned psychological evaluation using   

• Mental Status Exam 

• Diagnostic and Statistical Manual of Mental Disorders, Fifth Edition 

• International Classification of Diseases, 10th Revision  

• Documentation of medical history  

• Western measures of vital signs including blood pressure, heart rate, blood 

oxygen, body temperature, weight, and body mass index  

  TCM intake and diagnosis including tongue and pulse diagnosis 

Phase 2: intervention 

• Each participant received the identical standardized protocol 

• 20 treatments of a combination of scalp and auricular acupuncture points 

• 2 or 3 treatments per week over an 8-week period, evenly dispersed. No more than 3 

sessions and no fewer than 2 sessions per week. Equal to 5 treatments every 2 weeks, 

for exactly 20 treatments.  
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• Patient Health Questionnaire-9 was self-administered every two weeks before the 

treatment, beginning the 1st week (baseline), 3rd, 5th and 7th week, and 9th week 

(post-intervention completion) 

• Journaling 

• Treatment notes  

Phase 2: post-intervention measures, psychological evaluation, medical history 

• Serum cortisol levels 

• Serum C-reactive protein levels 

• Beck Depression Inventory  

• Independent, study assigned psychological evaluation using  

• Mental Status Exam 

• Diagnostic and Statistical Manual of Mental Disorders, Fifth Edition 

 International Classification of Diseases, 10th Revision  

 Western measures of vital signs including blood pressure, heart rate, blood oxygen, body  

  temperature, weight, and body mass index  

 TCM intake and diagnosis including tongue and pulse diagnosis  

Phase 3: 4-week hiatus. 

Phase 3: post-4-week measures, psychological evaluation, medical history, exit exam.  

After a four-week hiatus from acupuncture (week 11-14), final measurements and 

assessments were conducted on week 15:  

• Serum cortisol levels 

• Serum C-reactive protein levels 

• Beck Depression Inventory  
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• Independent, study assigned psychological evaluation using  

• Mental Status Exam 

 Diagnostic and Statistical Manual of Mental Disorders, Fifth Edition  

 International Classification of Diseases, 10th Revision  

• Documentation of medical history  

• Western measures of vital signs including blood pressure, heart rate, blood 

oxygen, body temperature, weight, and body mass index  

• TCM intake and diagnosis including tongue and pulse diagnosis  

• Final submission of the journal 

Measurements, Tools, and Assessments 

Patient Health Questionnaire-2. The PHQ-2 is a first step approach and used only as a 

screening tool. It is comprised of the first two items of the PHQ-9. Scores can range from 0 to 6. 

“A score of 2 enhances sensitivity, whereas a score of 4 would improve specificity” (Kroenke et 

al., 2003). (See Appendix M.)  

Patient Health Questionnaire-9.  

A maximum score is 27. A threshold of 10 or higher indicates mild major depression, 15 

or higher indicate moderate major depression, and 20 or higher indicates severe depression. A 

threshold of 15 or more is used in some settings to consider initiating treatments with 

antidepressants (Arroll et al., 2010).  

There is some discrepancy in when calculating scores for treatment efficacy and 

remission criteria. Kroenke & Spizter (2002) say “a decline in the PHQ-9 score of at least 5 

points is necessary to qualify as a clinically significant response to depression treatment. An 
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absolute PHQ-9 score of less than 10 qualifies as a partial response and a score of less than 5 as 

remission” (Kroenke & Spitzer, 2002).  

The PHQ-9 is a commonly-used depression assessment tool and one of the few that 

includes all nine criteria of the DSM-5. The PHQ-9 is well correlated with the Beck Depression 

Inventory (Seo & Park, 2015).   

Psychological assessments and diagnosis. Each participant underwent a psychological 

assessment and evaluation during each of the three phases of the trial. The evaluations were 

independently performed by Shane Bruce, LMFT. (See Appendices G and H for license and CV.) 

Each assessment included the use of the Beck Depression Inventory (BDI), the Mental Status 

Exam (MSE), and a psychological evaluation and predictive diagnosis based on criteria from the 

DSM-5 and ICD-10.  

Beck Depression Inventory. The Beck Depression Inventory (BDI) is one of the most 

reliable and popular tools used in clinical and research settings for evaluating the severity of 

depression (Lee, Lee, Hwang, Hong, & Kim, 2017) and has been used for “35 years to identify 

and assess depressive symptoms and has been reported to be highly reliable regardless of the 

population” (Beck et al., 1988). (See Appendix L.) 

The BDI is a 21-item instrument used to assess the severity and presence of depression 

symptoms including mood, sense of failure, sense of punishment, self-hate, crying, social 

withdrawal, body image and sleep disturbance. Cutoff scores have varied by a point or two, but 

one guide noted that a score of 0-13 is considered minimal, 14-19 mild, 20-28 moderate, and 29-

63 severe (Bienefeld, 2018; Lee et al., 2017). For the BDI a “cut-off ≤12 were associated with a 

maximum of specificity and sensitivity for defining remission” and “a decrease of 47% best 

corresponded response criteria” (Riedel et al., 2010). 
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Mental Status Exam. The mental status exam was used in conjunction with the 

psychological assessment. “The MSE is a structured assessment of the patients behavioral and 

cognitive functions, the most clinically relevant being alertness language, memory, 

constructional ability, and abstract reasoning” (Martin, 1990). 

DSM-5 (APA, 2013). 

ICD-10 (WHO, n.d.).  

Serum cortisol and C-reactive protein.  

Blood samples were taken at each of the three phases of the trial. This investigator 

ordered the tests using a private, password-protected online account for Professional Co-op 

Services. All blood draws were performed by LabCorp at their locations. LabCorp and 

Professional Co-op Services are HIPAA-compliant and follow HIPAA guidelines. Each 

participant chose a convenient location by using the location finder function at LabCorp.com.  

Results were available and downloaded by the investigator using his password-protected online 

account.  

Journaling. Each participant was given a blank journal with basic guidelines to follow. 

Journaling was not mandatory, but participants were reminded and strongly encouraged to 

document their experience. Suggested journaling topics were changes of symptoms, thoughts and 

feelings during, after, or between appointments.  Journal notes were reviewed at the end of the 

study for content and thematic analysis. (See Appendix R: Journal Guidelines.) 

Treatment Notes. Subjective and objective notes were documented during each 

treatment. (See Appendix Q: Treatment Tracking Chart.)  Before each treatment, participants 

were asked about any changes or thoughts and were given the opportunity to ask questions.  
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Medical History. At the beginning of Phase 1 a complete medical history was taken. 

(See Appendix O.) 

Pre-, post-, post-4-week intake exams. At each of the three phases each participant was 

given an intake exam which included current symptom profile, vital signs of blood pressure, 

heart rate, blood oxygen, body temperature, weight, height, body mass index; and TCM tongue 

and pulse diagnoses.  

Intervention; STRICTA Guidelines 

Documentation of the intervention is in accordance with the STRICTA guidelines 

(MacPherson et al., 2010).  

Acupuncture Protocol Rationale  

The rationale for combining a group of scalp acupuncture points with a group of auricular 

points is a convergence of Western and Eastern research, theory and practice. The major 

components of this protocol are modern scalp acupuncture Jiao-style, TCM point and channel 

function, the NADA protocol and its model of treatment, and transcutaneous cranial nerve 

stimulation of the trigeminal and vagal nerves.  

1) Theory and research established by modern scalp acupuncture (SA) asserts that needle 

insertion stimulates underlying brain structures to influence blood flow and neuronal changes, 

which effect neuroendocrine, HPA axis, and anti-inflammatory responses. The regions included 

are the Foot Motor Sensory Area (FMSA), the Head Area, Stomach Area, Speech 3 Area. This 

protocol uses Jiao-style SA penetrating needle insertion and needle stimulation of 200 rotations 

per minute at the FMSA.  
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2) TCM scalp points most commonly-used in practice and in research are Baihui and Yintang. 

The second most used TCM scalp points include Sishencong and Du-24, which correspond to the 

FMSA the Head Area in SA.   

3) The NADA protocol is the most widely used and recognized auricular combination for 

behavioral wellness, anxiety and PTSD. The NADA protocol promotes the use of a manual 

acupuncture system. Affordability and flexibility are hallmarks of the system as it can be 

administered either in a private or group setting, upright or lying down, as a stand-alone 

treatment or as a component to a greater system, and it can be administered with the patient fully 

clothed. 

4) Transcutaneous stimulation of the vagal and trigeminal nerves for the treatment of depression. 

Left-sided scalp points Stomach Area and GB-13 are based on the recognition that activation of 

the left frontal cortex is associated with positive thoughts, and deactivation is association with 

depression. 

Treatment Regimen and Details of Needling  

All participants received the identical treatment including the course of treatment, point 

protocol, insertion order, manipulation technique, and administration of all tests and measures. 

Scalp abnormalities, if any, were noted and avoided. Examples of abnormalities included bony 

growths, unique skull ridge formations or out-cropping, areas of uncommonly thin scalp, or 

psoriatic scars. Soreness or extreme sensitivities were also noted. In all cases insertion and/or 

stimulation was adjusted to avoid these abnormalities or sensitivities. As SA treats regions versus 

precise points, the system accommodates for slight variations in insertion location without 

reducing the anticipated effect.  
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Practitioner Background   

All acupuncture treatments, intake and TCM assessments were carried out by the 

investigator, James Orr, L.Ac., a California licensed practitioner of 20 years. Mr. Orr received his 

Master’s Degree in Traditional Chinese Medicine from Yo San University in 1998. He was 

taught the NADA protocol in 1998 and has continually used the protocol in various applications 

including treating survivors of breast cancer, those afflicted with HIV/AIDS, stress, 

detoxification, withdrawal, etc. Most recently he has worked with Acupuncturists Without 

Borders who use the NADA protocol as their protocol to address symptoms of traumatic stress 

and trauma. In 2017, Mr. Orr began a comprehensive, certification training program with Dr. 

Linda Hao and Dr. Jason Hao of the Neuro-Acupuncture Institute in Santa Fe, New Mexico, 

where he learned the system, techniques, and benefits of scalp acupuncture. 

Number of Treatments 

• 20 Acupuncture Treatments within 8 weeks 

• No more than 3 treatments per week; no less than 2 treatments per week 

• No treatments performed on consecutive days 

Location of Treatments 

All treatments were done at Being Alive community clinic, 7531 Santa Monica Blvd, 

West Hollywood, California 90046, in a single, private treatment room. The room was large 

enough for a treatment table, two chairs and a small side table. No music was played in the room 

during the sessions, but ambient sounds of a bustling, well-used free community center were 

omnipresent. Being Alive offers a variety of health services to those affected by HIV/AIDS or to 

their family and partners, including psychological counseling (private and group), acupuncture 

(group and private), chiropractic, hypnotherapy, massage, educational and social well-being 
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classes, and some limited medical interventions. These were typically occurring during the 

acupuncture intervention.  

 

Point Protocol (See Appendix S.) 

Scalp:  

• Du-20 (Baihui)  

• Yintang (EX-HN3) 

• The Foot Motor Sensory Line 

• Head Region 

• Speech Area 3 

• Stomach Area left side only 

• GB-13 (Tianchong) left side only 

Auricular Points: NADA Protocol (bilateral) 

• Sympathetic  

• Shenmen  

• Kidney  

• Liver  

• Lung 

 

Needle selection.  Characteristics of needles used in the study are:  

• All were disposable, stainless steel needles by C&G: C&G Plus.  

• The gauge of all needles used was .22mm.  

• The size for the FMS and Speech 3 Area was 40mm.  
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• The size for Du-20, Yintang, Head Region, Stomach Region, and GB-13 was 25mm. 

• The size for all ear points was 13mm.  

Posture of the Patient.  

All patients received needle insertion for all treatments while sitting in an upright 

position in a chair, which was placed directly next to a treatment table. A sitting position allows 

for easy inspection and identification of irregularities and landmarks. After needles insertion, the 

patient was instructed to lie down on the treatment table, face up. Note: In future studies, the 

procedure could be performed with the patient remaining in the chair. However, for comfort and 

continuity, all participants were asked to lie down for the treatment. 

Order and direction of needle insertion. 

• Du-20: front to back, free-hand insertion 

• Bilateral NADA protocol: sympathetic, Shenmen, kidney, liver, lung 

(perpendicular to the skin at the target site of each point, using a guide tube). 

• FMSA line: front to back, free-hand 

• Yintang: above to below  

• Head Region: above to below 

• Stomach Region (left); above to below  

• GB-13: above to below 

• Speech 3 Area: front to back 

Depth and angle of needle insertion.  

• All scalp points were inserted at a 15- to 25-degree angle. This can be described 

as either a threading or penetrating technique. (Yintang was inserted typically at a 

30- to 45- degree angle.) 
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• The target depth of all scalp needles is into the loose areolar layer below the 

epicranial aponeurosis and above the pericranium.  

• 40mm needles were inserted an approximate depth of 30mm. (FMSA, Speech 3) 

• 25mm needles were inserted to an approximate depth of 20mm. (All other scalp 

points.) 

All auricular points were inserted using the accompanying guide tube. The tube was 

placed perpendicularly against the target tissue of the ear point (accounting for the natural 

curvature of ear), and the needle was tapped in to the depth allowed by the tube. Once the tube 

was removed each needle was given a turn with slight downward pressure to confirm insertion. 

No further manipulation was performed. The use of the guide tube insured ease of repeatability 

and a continuity between patients and treatments.  

Technique and time frame of acupuncture protocol. 

1. Insert needles while the patient is seated. 

2. After insertion, instruct the patient to move to the treatment table and to lie face up. Take 

caution that ear needles remain in place. The angle of insertion of FMSA, Speech 3 and Du-

20 was chosen to avoid needle interference with the head rest. 

3. Stimulation Period #1. Stimulate the FMSA using the manual twirling method of 200 

rotations per minute for a timed period a 60 seconds. A digital clock was used consistently 

throughout the study, confirming that all stimulation was within a 1-second variation  

4. Rest Period #1. Allow participant to rest for 10 minutes; timed using a digital clock  

5. Stimulation Period #2: 200 rotations per minute timed for 60 seconds.  

6. Rest Period #2 timed for 10 minutes 

7. Stimulation Period #3: 200 rotations per minute timed for 60 seconds  



 COMBINED SCALP AND AURICULAR ACUPUNCTURE FOR DEPRESSION  69 

8. Rest Period #3 timed for 10 minutes 

9. After the end of the third and final rest period remove all needles  

Total time of treatment.  Accounting for slight variations of entering and exiting the 

treatment room, the total time of needle insertion and retention was approximately 40 minutes. 

The breakdown of timing includes: 

• 5 minutes for initial needle insertion and positioning  

• 3 minutes for total needle stimulation: 3 x 60- second stimulation periods 

• 30 minutes total for rest periods: 3 x 10- minute rest periods 

• Accounting for PHQ-9 self-assessment, treatment notes, entering and exiting the room, the 

total time for each session was approximately 50 to 55 minutes.  

Outcome Measures  

Outcome measures of the BDI, psychological assessment (facilitated by the BDI, DSM-5, 

ICD-10, MSE), and the blood tests of cortisol and C-reactive protein were collected on three 

occasions: within one week before treatment began, within one week (but no less than two days) 

after the treatment ended, and post-four weeks from ending the treatments. 

Outcome measures of the PHQ-9 were collected on five occasions: immediately before 

receiving the first treatment (baseline); before the treatment at the beginning of weeks 3, 5 and 7; 

at week 9 for the post-intervention measure; and post-four-weeks during the exit interview.  

The primary outcome measures were:  

• Beck Depression Inventory 

• Patient Health Questionnaire-9 
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• Predictive diagnoses using DSM-5 and ICD-10 criteria during independent psychological 

assessments  

 Both the PHQ-9 and BDI were used because “for studies that must rely on symptom 

sum-scores, different depression instruments should be utilized simultaneously, and conclusions 

should be considered robust only if they generalize across different scales” (Fried and Nesse 

(2015).  

The secondary outcome measures were: 

• Serum cortisol levels 

• Serum C-reactive protein levels 

Additional qualitative measures were: 

• Journal entries and treatment notes were evaluated for content and theme analysis 

• TCM: Tongue and Pulse 

• Western vital signs: blood pressure, BMI, body temperature, blood oxygen 

Blinding 

• From Phase 1 to the end of Phase 2 (pre-intervention through post-intervention), 

the primary investigator was blinded to the participants’ BDI scores, 

psychological assessments, and degree of their depression diagnoses. 

• The psychological counselor, Shane Bruce, was blinded to all the PHQ-2 during 

screening and the PHQ-9 scores taken during Phase 2. He was also blinded to the 

blood tests. 

• In other words, BDI scores and DSM-5 criteria were blinded and independent 

from the PHQ-9 scores. 
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• The blood testing facilities were blinded from any activity, diagnosis, or 

treatments.  

For ethical reasons, all participants knew they were receiving true treatments. Participants 

were aware of their self-administered PHQ-9 scores and were informed of their BDI scores post-

intervention.   

Analysis, Data, and Statistical Methods  

With a maximum of only 10 participants, this study will not use parametric statistics or 

predictive analyses. The non-parametric, Wilcoxon signed-rank test will be used for pre-post 

paired analysis, and again for pre-post-4-week analysis. Analysis is exploratory and data will be 

organized in tables and charts reflecting pre- and post-measures, and pre- and post-4-week 

measures. Line graphs and Wilcoxon test results will compare baseline, post-, and post-4-weeks 

scores for qualitative discussion.   

Comparators. Journal entries and subjective and objective treatment notes will be 

reviewed for content and thematic analysis and compared to primary and secondary outcome 

measures. Changes in BDI and PHQ-9 scores will be compared to commonly-accepted standard 

definitions for “respondent” or “remission”.  
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Chapter 4: Results 

The research objective was to test the efficacy of a combination of scalp and auricular 

points on the symptoms and biomarkers of depression. It was hypothesized that 1) depression 

symptoms, as measured by the Beck Depression Inventory and the Patient Health 

Questioinnaire-9, would be reduced, and that serum cortisol and C-reactive protein would be 

altered; and 2) that the results would last post-4-weeks after stopping the acupuncture.   

Participants 

Recruitment began in February, 2018, and was extended until May 4, 2018, until ten 

qualifying participants were enrolled. Timing prevented further admissions. A pre-established 

range of six to twelve participants was chosen as an acceptable sample size for these reasons: 1) 

This was a first stage trial of a never-before tested combination of acupuncture points and as 

such was exploratory in nature; 2) The primary investigator performed all interventions and 

coordination of events; 3) The design of the study demanded extensive coordination with many 

moving elements and worked with a complicated and varied population. As such, a large 

sampling was not feasible; and 4) The study was self-funded, and finances were limited.  

Fifteen potential participants responded to the recruitment email, letter or flyer 

(Appendices A and B) either directly or by referral. They were screened by phone by the 

investigator using the inclusion criteria and questions from the PHQ-2 (see Appendix M). Ten 

applicants who met criteria and were actively symptomatic of depression were scheduled for an 

in-person meeting for the presentation of the Informed Consent Form.  (Appendix C). All ten 

who attended the meeting signed the document, allowing them to proceed to Phase 1 of the 

study. One person dropped out the day after signing the Informed Consent Form but before 

beginning any element of Phase 1 and was not calculated later in the dropout rate.  
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Participants were further identified as either being in Group A or B. Group A included 

those who were currently taking antidepressant medication and who came with a pre-existing 

diagnosis of depression. Group B included those who were not currently taking antidepressant 

medications, with or without a pre-existing diagnosis of depression. The purpose of separate 

grouping was to preserve the option for between-group analysis. 

A total of nine participants began Phase 1.  Participant 2A dropped from the study after 

13 treatments saying that “he did his best” and that he wasn’t getting the results he wanted. There 

was no further reason offered. Participant 1A dropped from the study after 19 treatments, 

revealing to the investigator that he had relapsed into crystal methamphetamine use during the 

past several weeks of the intervention, and that he would be leaving town immediately to enter 

into a rehabilitation program.  

There was a 78% completion rate. Seven participants in all (3A, 4A, 5A, 1B, 2B, 3B, 4B) 

completed the study in full including receiving the protocol as was written and completing all 

tests and interventions within the required timeframe. There were no gaps or missing required 

data from any participant.  

Time Frame 

Due to the time commitment of the trial, the length of the study, the amount of time taken 

for each session, and the investigator being the only practitioner administering the protocol, 

participants began the study in one of two time periods. The first group of five participants (1A, 

2A, 1B, 2B, 3B) began Phase 1 the week of March 19, 2018. The second group of four 

participants (3A, 4A, 5A, 4B) began Phase 1 the week of May 15, 2018.  
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Randomization 

There was no randomization, sham acupuncture, or placebo. All participants received 

identical treatments and points, administered by the same practitioner, using identical needles 

and stimulation (unless otherwise noted to avoid pain), and within identical parameters of weekly 

time frames.  

Sample/ Demographics 

Of the seven participants who completed the study, five had a current diagnosis or a 

history of depression.  All Group A participants entered the study with current diagnoses of 

depression and were currently taking antidepressant medications.  Two in group B had previous 

diagnoses of depression. All seven had varying histories of receiving psychological therapies, as 

well as concurrent symptoms of anxiety and/or a recent history of anxiety.  Six of the seven 

reported histories of depression and/ or anxiety dating back to their early childhood or late teens.  

Age 

The median age was 53: 34, 52, 53, 53, 54, 62, 64. Other than 3A (34 years), the 

remaining six participants were between the ages of 52 to 64.  

Sexual Orientation/ Race/ Marital Status  

All participants were single, white, gay men between the ages of 52 and 64 with the 

exception of 3A who was 34-years old and heterosexual. Six were HIV negative; one was HIV 

positive. Only participant 1B was in a domestic partnership. The remaining six were single men 

who actively discussed lack of socializing, loneliness, or lack of intimacy as a contributing factor 

to their depression. The 34-year-old reported not having sex with another individual in 7 years. 
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Employment Status/ Financial Burden   

Four participants reported money as a contributing factor to their depression. One 

participant was fully self-employed with contract jobs within his chosen field and did not report 

financial hardship. Two were retired or semi-retired and did not report financial hardship. Of the 

four who reported financial hardship:   

• one was on medical disability;  

• one was driving for Uber in the middle of the night, not working within his usual 

profession or higher educational degree;  

• one was working within his chosen profession through sporadic contract work; 

and  

• one, 3A, was working irregular, part-time jobs to what he said equaled full-time 

employment. The work varied, was sometimes menial like dishwashing, or was 

contract or hourly jobs within or outside of his educational field. 3A would 

vocally report concerns of difficulty in making monthly rent.  

• 3A and 4A, as a sole means of transportation, took public transportation to and 

from the sessions. 

Reported Income  

• 3B:  $35-45,000 

• 2B:  $35-45,000 

• 3A:  $0-25,000  

• 4A:  disability 
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Comorbidities and Medical Diagnoses 

The participants had varying medical conditions. 1B, 2B, 4B, 5A are medicated for high 

blood pressure. All reported insomnia, extreme fatigue, and anxiety. 3A is an active alcoholic, 

using and binging throughout the study. 2B was diagnosed with hypothyroidism 5 years ago and 

was actively in treatment during the trial. 1B and 2B, based on body mass index (BMI), were 

classified as morbidly obese. 1B is chronically asthmatic and was taking medication for COPD.  

(See Appendix T for Summary Reports.) 

Prescription and Non-prescription Drug Use: Current  

• 1B: Alprazolam, clonazepam, Claritin, antacid, Breo inhaler, rescue inhaler, marijuana, 

alcohol   

• 2B: Armour, testosterone injection, PrEP, blood pressure medication 

• 3B: Alprazolam, Flexeril, PrEP, cannabis, CBD, alcohol 

• 4B: Alcohol, cannabis, Viagra 

• 3A: Pristiq, Wellbutrin, Effexor, Latuda (began during treatment #6 of study), marijuana,  

 alcohol (binge, chronic addiction) 

• 4A: Triumeg, Creon, Lisinopril, Bupropion, ViiBryd, Amlodipine, Enbrel, oxycodone, 

 gabapentin, modafinil, valacyclovir, sulfasalazine, Androgel 

• 5A: Seroquel, Emsam, Gabapentin, Ambien, Melatonin, Valerian, Anastrozole,   

 Metoprolol Succi, Dutasteride, Ranitidine, Ipratropium bromide, Fiorinal, Trimax 

(See Appendix T for Summary Reports.) 

Prescription Drug Use/ Treatments: Past  

o 1B: Gabapentin (RLS) Didn’t help. Made anxiety worse. Prozac, Xanax, Lithium. 

o 2B: Anxiety Study (received placebo), rare use of drugs. Caffeinated sports drinks  
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o 3B: Lexapro, Paxil (2003) Stopped working after one year and stopped taking  them.   

o 4B: UCLA Study (2017). Wellbutrin (positive result) followed by Vivitrol injection   

(severe negative reaction). Family history persuades him never to use again.  

o 3A: Naltrexone. Ritalin. Dexedrine.   

o 4A: UCLA Study – transcranial deep magnetic stimulation.  No change reported.  

o 5A: (2018) Ketamine infusion. No change. (2014) Electroconvulsive therapy, 12 sessions. 

No change. Tried and failed: Prozac, Wellbutrin, Lamictal, Paxil, Saphris, Zoloft, Celexa, 

Trazadone, Remeron, Valium (worked but cannot get prescription), Xanax, Klonopin, 

Seroquel, Zyprexa. See Appendix T for Summary Reports. 

Emergency Procedures/ Adverse Events 

No participant required emergency psychological or medical intervention due to the 

acupuncture. No participant was emotionally triggered or had flashbacks, psychotic episodes. 

Bleeding was common at needle locations on the scalp and ear and was addressed by adding 

direct pressure with tissue or cotton.  

When, on occasion, needle insertion was sensitive or painful, a new needle was inserted 

at or near the original insertion site, and always with approval and confirmation from the 

participant that the new insertion was not painful. When stimulation was sensitive, the needle 

would be retracted or redirected, or the stimulation modified to reduce the negative response. 

Typically, Speech 3 Area was the area most sensitive. Depth of insertion or exact location was 

modified to the individual’s structure or sensitivity to prevent pain.  

Upon inspection, each skull was likely to have slight variations in topography, bony 

structure, protuberances, scars, eczematic areas, or sore spots. Care was taken to identify and 

avoid those areas. 
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4A and 1B reported headaches after the treatments. The individual headaches could last 

throughout the treatment or up to several hours after the treatment. The occurrences of headaches 

eventually stopped around week 4 of the intervention. 4B reported his vertex was sore enough to 

require the use of ice packs. Upon examination at his next treatment it was noted that the tender 

area was adjacent to but not at an actual insertion site.  In all cases, insertion sites were adjusted 

to assure patient confidence and to avoid areas of concern.  

Medical events during the study.  At the beginning of week 2, one hour after the 

acupuncture session, participant 5A began hiccupping. After 36 hours of intractable, persistent 

hiccups, 5A went to the emergency room. Despite the hiccups stopping while waiting in the ER, 

the participant received an injection of Thorazine. Later at home, new symptoms began which 

were later identified as a severe interaction with his medications. Orthostatic hypotension-

induced blackouts caused him to fall several times, hitting his head and face. He cancelled and 

rescheduled his acupuncture session. With a strong desire to continue with the study, approval 

from his medical doctor and medication adjustment and approval from his psychiatrist, 5A 

resumed the study. There was no alteration to the timetable required of the study.  

Suicidal or thoughts of being better off dead. Four of the seven participants reported 

thoughts about the topic of suicide. 2B and 3B only thought about the topic but had no intention 

or motivation beyond thinking about the topic. 4A began the study thinking “several days” about 

“being better off dead”  (Question 9, PHQ). At the end of Phase 3 and coordinating with a spike 

in his BDI and PHQ, he reported thinking about death “more than half the days”. After further 

discussion, 4A reported no plan of action, and established there was no need for emergency 

intervention.  
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3A began the study reporting “more than half the days” of  “being better off dead”. 

Treatment notes and journal entries documented continual dark thoughts. The investigator 

discussed this with the patient who confirmed there were no plans for action and that the 

participant was currently in therapy and was supported by his therapist.   

Results 

The small sample size of seven precluded using parametric analyses. This trial was 

limited to using non-parametric statistics for quantitative analysis. Wilcoxon signed-rank tests 

were used to compare pre- and post-measures (Phase 1 and end of Phase 2), and pre- and post-4-

week measures (Phase 1/ pre-intervention and Phase 3). Raw data is seen in Tables 1, 2, and 3.  

Raw Data 

Table 1 

Pre-Intervention: Baseline Data (n=7) 

Participant 
3-A 4-A 5-A 1-B 2-B 3-B 4-B 

BDI 
26 35 43 25 30 34 17 

PHQ-9 
10 21 18 18 11 15 6 

Cortisol 
10.8 5.9 10.5 17.5 9.4 14.5 8.6 

CRP 
.91 1.85 28.27 1.43 .85 .72 1.08 
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Table 2  

Phase 2: Post-Intervention Data (n=7) 

Participant 3-A 4-A 5-A 1-B 2-B 3-B 4-B 

BDI 
11 18 24 15 5 11 5 

PHQ-9 
7 11 10.5 1.5 0 7 2 

Cortisol 
11.7 12.3 11.1 9.8 10.5 10.9 17 

CRP 
1.67 .98 2.17 1.96 .45 .66 1.28 

Table 3 

Phase 3: Four-week Post Intervention Data 

Participant 3-A 4-A 5-A 1-B 2-B 3-B 4-B 

BDI 
10 51 12 8 0 10 4 

PHQ-9 
7 23.5 8 5 0 5.5 1 

Cortisol 
13.1 16.2 11.0 11.5 9.2 13.7 8.1 

CRP 
.69 .31 .60 2.88 1.07 .79 1.15 
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Analysis 

Beck Depression Inventory. Among all seven participants who completed the treatments 

and assessments, scores indicated significant improvements. Table 4 shows BDI scores 

comparing baseline measurements to post-intervention measurements. The average drop in BDI 

was 57% and reflected a p-value significance of .018.   

Table 4 

Wilcoxon Signed-Rank Tests Comparing Phase 1 and 2 

 
Phase 1 Phase 2   

 
Mean SD Mean SD z p 

BDI 
30.00 8.37 12.71 6.90 -2.37 .018 

PHQ9 
14.14 5.34 5.57 4.28 -2.37 .018 

Cortisol 
11.03 3.85 11.90 2.39 -0.68 .499 

CRP 
1.38 0.75 1.31 0.65 -0.34 .735 

PHQ9 - Q10 
1.86 0.69 0.57 0.79 -2.46 .014 

 

Table 5 shows Phase 1 (pre-intervention) to Phase 3 (post 4-week) BDI scores rising 

slightly after a 4-week hiatus from acupuncture. The average change from baseline measures to 

Phase 3 is a 55% drop with a p-value significance of  .051.  
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Table 5 

Wilcoxon Signed-Rank Tests Comparing Phase 1 and 3  

 Phase 1 Phase 3   

 
Mean SD Mean SD z p 

BDI 
30.00 8.37 13.57 17.01 -1.95 .051 

PHQ9 
14.14 5.34 7.29 7.95 -2.12 .034 

Cortisol 
11.03 3.85 11.83 2.76 -0.09 .933 

CRP 
1.38 0.75 1.07 0.85 -0.42 .671 

PHQ9 - Q10 
1.86 0.69 0.71 1.11 -2.27 .023 

Figure 14 shows that in all cases except for one, BDI scores continued to drop or level 

out even after a post-four-week evaluation. Participant 4A post-4-weeks scored 51 in Phase 3.  

 

Figure 14. BDI scores by cases 
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Figure 15 shows that even with 4A scoring 51 on his post-4-week BDI score, the average 

increase of .86 from Phase 2 to Phase 3 reflects that the BDI scores remained relatively stable. 

 

Figure 15. Average BDI Scores for cohort 

Psychological evaluations/ change in depression diagnoses. Based on BDI scores and 

DSM-5 criteria, independent psychological evaluations administered by Shane Bruce, indicated 

that all seven participants showed improvement from Phase 1 to Phase 2.  In Table 6, four of 

seven participants dropped in categories from severe, moderate/ severe, or moderate/ mild 

depression to not meeting criteria for depression. 4A and 5A dropped from severe depression to 

moderate depression.  

With the exception of participant 4A, six participants’ post-4-week evaluations indicated 

either a maintenance or continued drop in categorical severity, with six finishing the study not 

meeting criteria for depression. This could qualify as a remission rate of 86%.  

Participant 4A in his post-4-week evaluation scored the highest BDI of any measured in 

the study (Figure 17) and a return to severe depression (Table 6).  
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Table 6 

Diagnoses Indicated by BDI scores, DSM-5 and psychological evaluation  

Participant 
3A  4A 5A 1B  2B 3B 4B  

Phase 1/ 
Baseline 

Moderate/ 
Severe 
Depression  

Severe 
Depression 

Severe 
Depression 

Moderate 
Depression  

*Mod/Severe; 
Mild 
Depression 

Severe 
Depression 

Moderate; 
Mild/moderate 
Depression  

Phase 2/ 
post-
Intervention 

Did not 
meet 
criteria 

Moderate 
Depression 

Moderate 
Depression 

Mild Mood 
Disturbance  

Did not meet 
criteria 

Did not 
meet 
criteria 

Did not meet 
criteria 

Phase 3/ 
post-4-Week           

Did not 
meet 
criteria 

Severe 
Depression 

Did not 
meet 
criteria  
 

Did not 
meet 
criteria  
  

Did not meet 
criteria 

Did not 
meet 
criteria 

Did not meet 
criteria 

 

Patient Health Questionnaire-9. Figure 16 shows the average baseline PHQ-9 score of 

14.14. Post-intervention scores averaged 5.57, indicating a 60% drop with a p-value of .018.  

(See also Table 4.) Scores comparing baseline to 4-week post-scores indicated a 48% drop with a 

p-value of .034. (See also Table 5.)  

 

Figure 16. Average PHQ-9 scores for cohort  
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Table 7 shows PHQ scores throughout the intervention, and Figure 17 shows individual 

case scores throughout the study. In Phase 3 participant 4A scored even higher (23.5) than his 

baseline score (21). Participant 1B had an increase from Phase 2 to Phase 3 but still ended 13 

points lower that his baseline score. Participant 4B scored a zero at Phase 2 and remained at zero. 

Table 7 

Phase 2: PHQ-9 Raw Data 

Participant 3-A 4-A 5-A 1-B 2-B 3-B 4-B 

Week 1 
10 21 18 18 11 15  6 

Week 3 
7 18 19 7 5 10 2 

Week 5 
6 13 16 1 1 11 2 

Week 7 
6 13 12 3 2.5 9  2 

Week 9 
7 11 10.5 1.5 0 7 2 
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Figure 17. PHQ-9 scores by cases 

Question 10 of the PHQ-9.  Question 10 is a relatively new addition to the PHQ-9. It 

asks, “How difficult have these problems (questions 1-9) made it for you to do your work, take 

care of things at home, or get along with other people?” The options are: not difficult at all; 

somewhat difficult; very difficult; extremely difficult.  These categories help measure 

functioning and quality of life.   

For the purpose of creating a visual graph, this researcher quantized the answer as such   

0 = not difficult at all, 1 = somewhat difficult, 2 = very difficult, 3 = extremely difficult. 

Figures 18  shows the cohort average improvement of 69% from Phase 1 to Phase 2 with 

a p-value of .014.  From Phase 1 to Phase 3 there was an average improvement of 61% with a p-

value of .023. The drop indicates an overall improvement in how the participants’ depression 

symptoms affected their quality of life or their ability to take care of things at home, at work or 

in relationships with other people. Figure 19 shows scores by individual case.  
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Figure 18: Average Question 10 scores for cohort 

 

Figure 19: PHQ Question 10 Scores by cases 

 

0
0
0
1
1
1
1
1
2
2
2

Phase 1 Phase 2 Phase 3

PHQ9 - Q10

0

0.5

1

1.5

2

2.5

3

3.5

Phase 1 Phase 2 Phase 3

PHQ-9 Question 10

3A

4A

5A

1B

2B

3B

4B



 COMBINED SCALP AND AURICULAR ACUPUNCTURE FOR DEPRESSION  88 

When reviewing previous charts and comparing the average scores, there are notable 

similarities that confirm the scores of the BDI, PHQ-9 and Question 10.   

 

Figure 15. Average BDI scores for cohort

 

Figure 16. Average PHQ-9 scores for cohort 

 

Figure 18. Average Question 10 scores for cohort 
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Cortisol and C-reactive protein.  

Both the serum cortisol and the C-reactive protein test levels were highly variable to the 

degree that group analysis could not be considered (Figures 20 and 21). Results showed that 

changes occurred but variations within baseline number and phase variations were inconsistent 

and as a group could not be associated to depression assessment scores. Phase 1 to Phase 2, and 

Phase 1 to Phase 3 cortisol p-values were .499 and .933, respectively.  C-reactive protein p-

values were .735 and .671, respectively.   These p-values indicate no significant correlation.   

 

Figure 20. Cortisol levels by cases 
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Figure 21. C-reactive protein levels by cases 
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• 1B: Within the first 3 treatments reported feeling relaxed, calm. Week 3: A “wash of relief”. 

Week 4: Alert and motivated. Week 5: More social. By the end: “When needles are inserted 

my problems go away.” 

• 2B: First week: “I laughed a lot”; Week 3: “My drive is back.” “I’ve moved out of the 

darkness.” Week 4: Direction, drive. Wants to return to school. Feeling things are 

“obtainable”.  

• 3B: Week 2: Feeling less panicky; Week 4: “feeling angrier and less overwhelmed”; Week 5 

“hesitant to say I’m feeling less hopeless”; “Not great, but not sad”; “I might be feeling 

better”; Week 6: “A continuing shift from hopelessness to frustration”; Tx #15: “There’s a 

shift in my baseline mood”; Tx #16: “this is working” “I’m no longer thinking about 

suicide.” “Feeling capable.” Week 7: “acupuncture is definitely having a positive effect.”  

“more hopeful”. Week 8: More confidence. 

• 4B: Week 2: Feel good. Unsure if acupuncture is the cause. Feeling calm. Feeling more 

motivated. Week 3: “Something is happening.” Planning social events/ asking  friends to do 

things. Week 4: “I DO feel different.” More motivation; cleans house. Week 5: “I don’t 

dislike people as much.” “I’m not depressed.” “I don’t have the lows and the downs that I 

used to.”  Tx. #15: Acupuncture acted like a sedative. Week 8: “I don’t hate people as much.” 

Went to neighbors just to  say hello. “More confidence in general”.  

• 3A: Tx #5: “Mood stable”. “Not happy but not miserable.” “Less shame.” Week 3: Mood 

remains stable. Week 6: Getting things done. Talking to others. “I guess things are better than 

one-month ago”.  Tx #19: “I guess I’m doing better. People at my job like me. 

• 4A:  Week 2: Depression is less. Being more social. Week 3: Talking to more people. Started 

joking with people. Week 4: “I think it is working. I guess I am more social.” Week 5: 
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Ruminating less. Week 6: Feeling more resilient, less capable of being knocked down.” 

“Mood still much better. Great overall improvement.” 

• 5A: Tx #7: “Mood is less dark.” Week 4: Unsure of the reason but feeling a little better.” 

“Subtle shift. Not as dark or as heavy as in the past 8-months.” Week 5: “Definitely feeling 

better.” Week 6: “Definitely feeling better. “ “Not happy, but not depressed.” Week 7: 

“Depression is minimal now. Anxiety is relieved by Seroquel.” Phase 3: “Depression has not 

returned.”  

       Affect. Those who entered the study taking antidepressants began with a markedly flat affect 

characterized by a joyless, expressionless face and downcast eyes, typically answered questions 

with single or few words, and rarely asked questions, spoke freely, or offered additional 

information. Those on medication generally had a higher depression score than those not on 

medication. Participant 3B, who was not on medication but who also had severe depression, 

began the study with eye contact and engaged in what could be considered normal verbal 

interaction.  

Acupuncture treatment session / calming and mindfulness.  Several participants 

commented that the acupuncture session was a moment of quiet meditation or moment of self-

reflection. 1B: “This is the only time in my life I have sat in quiet for 30 minutes”;  “acupuncture 

is a peaceful meditation”; “Body relaxes with needles in”; “a wash of relief”. 4B: “Last treatment 

acted like a prescription sedative”. 2B reported it was his time to work things out.  

Physical changes during intervention. 1B reported relief of his life-long restless leg 

after the first treatment, stating “his legs feel like a normal limb.” 2B reported his joint swelling 

was gone; his sex drive came “back with a vengeance”; and his eczema was gone, completely 

resolving. 
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Life stressors affecting mood changes.  Documentation in treatment and journal notes 

revealed a direct correlation between stressful life events and reported depressed mood. 

Participants with financial hardships reported positive or improved moods when working or 

receiving a job, and negative moods when not working. 5A, whose major depression spiked in 

2012 during a lawsuit, was in an ongoing legal issue with his homeowner’s association. His 

documentation reflected mood changes in line with positive or negative news. During the study 

1B was negotiating a home purchase and was in escrow. His mood fluctuated depending on the 

stress level related to those events. The mood of 3A would fluctuate depending on social or work 

interactions.  

Alcoholism. There was conflicting information supplied by participant 3A, who began 

the study as an active alcoholic and binge drinker.  His journal writing would change in form and 

content when he was drunk, and it would change again the day after. Dark thoughts (including 

self-harm, disgust, body image), anger, and reported depression would spike during heavy 

alcohol use, and would reduce (into shame, remorse, or insights of needing to change and clean 

up) if he had not had a drink within 24 hours. Journal notes would conflict on occasion with test 

results and/or quotes taken during treatment intake, and he would express shock and anger in his 

journal when he saw that his depression scores were lowering.  

Conclusion 

Raw numbers and statistical analysis indicate there is a strong correlation between  

treatment protocol of combined scalp and auricular acupuncture points and a reduction of 

symptoms of depression as measured by the BDI and PHQ. All seven participants showed 

significant improvement pre- to post-intervention with a p-value of .018 in both the BDI and 

PHQ.   
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Six of seven (86%) participants maintained or improved their BDI scores post-4-weeks.  

Five of seven maintained or improved their post-4-week PHQ scores; one showed a slight 

correction upward; and one showed a large increase. Post-4-week PHQ still presented with a p-

value of .034.  

Psychological assessments using the BDI and criteria from the DSM-5 were administered 

independently and blinded from the PHQ tests. Outcomes of the PHQ and BDI supported each 

other’s finding, indicating a high level of confidence in diagnoses and treatment efficacy. 

Regardless of starting scores or severity of depressive symptoms, 86% percent of the participants 

finished the study with BDI scores ranging from zero to twelve (0-12). In conjunction with 

psychological evaluation using the DSM-5, these 86% no longer met criteria for depression 

(MDD). Categorically this would be characterized as achieving remission. 

One participant finished the study with a higher BDI and PHQ score than his beginning 

baseline. From pre- intervention to post-intervention he showed measurable improvements 

documented by quantitative and qualitative analysis and within his own journal notes. However, 

post-4-week his symptoms and scores returned at a greater level than when he began. 

Cortisol and C-reactive protein levels were inconclusive as serum levels were too varied 

in number and pattern. Confounding factors such as time of day of blood draw, fasting or type of 

food intake, comorbidities, sleep patterns, social and environmental factors, and drug use make 

single blood draws unusable for this type of study.  
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Chapter 5: Discussion 

Summary of Background 

Depression is a highly-heterogeneous disorder created by a combination of numerous 

biological and environmental factors, manifesting differently in different people. Depressive 

episodes may be characterized by a sporadic or a constant state of depression and symptoms may 

vary in type and severity. Depending on when and by whom an evaluation is performed, 

fluctuations in presentation may disqualify a patient from a diagnosis, may define them as 

subsyndromal, or may change their diagnosis or categorical severity. 

Diagnostic criteria are so broad that one study showed that psychiatrists, when using 

identical patient profiles, could only agree upon a diagnosis of MDD up to 14% of the time. 

Furthermore, while the DSM-5 excludes a diagnosis of depression when attributed to a comorbid 

illness, the ICD-10 does not. Diagnostic assessment tools, which are universally used in studies 

and are indispensable in clinical settings to diagnose and track treatment progress, do not assess 

for specific causative factors. As such, assessment tools used alone for diagnoses may lead to 

inaccurate treatment.  

It has long been known that there is a biological basis to depression and that depression 

will eventually be subtyped based on biologic findings. Despite countless studies and successes 

in identifying biologic indicators, to date there is no definitive biologic test for depression.  

The standard treatment for moderate-to-severe depression is prescription antidepressant 

medications, mostly SSRIs, which narrowly focuses on the serotonin theory of depression. Real-

life efficacy of antidepressants does not equal the effectiveness rates found in clinical trials. In 

optimal circumstances SSRIs successfully treat 40% of the population, leaving 60% (and up to 

75%) without optimal relief. Side effects are a significant deterrent to use, leading many to non-
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compliance. Up to 70% of those who take antidepressants are considered partial-responders, 

creating a class of depression called TRD (treatment-resistant depression) that doubles the 

financial and societal burden.  

Research shows that acupuncture is safe and tolerated, is no less effective than SSRIs, 

and can augment the benefits of SSRIs. However, there is a need for more well-designed studies.  

TCM theory-based treatment “often results in individually tailored treatments for specific 

constellations of symptoms”, which can be troublesome in clinical trials (Yeung et al., 2011).  

Invasive cranial stimulation is an approved, extremely risky category of treatment for 

severe, emergency, or resistant depression.  However, current advancements in non-invasive 

cranial stimulation of the vagal and trigeminal nerve is finding great success in explaining the 

mechanisms and actions of depression, and in treating depression. Acupuncture needle 

stimulation of the scalp and ear stimulates the trigeminal and vagal nerves. 

Despite most acupuncture studies on humans using body points with perhaps one or two 

scalp points added, a large majority of animal studies on depression use only scalp points (Du-

20, Yintang, Du-24, Sishencong). Scalp and auricular studies have shown that needle stimulation 

can modulate brain activity, interconnectivity, and bio-neuroendocrine systems. Despite there 

being studies on auricular acupuncture, there are nearly none which test auricular points or 

incorporate ear points for the treatment of depression. Only one protocol using scalp-only 

acupuncture (DCEAS) (Hung, 2014 and 2017) was found that specifically treats depression. 

Several of the points chosen in that protocol are the some of the same points used in this study.  
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Summary of Findings 

The purpose of this study was to test the effectiveness of a standardized combination of 

scalp and auricular acupuncture points on symptoms of depression as measured by pre-, post-, 

and post-4-week measurements of: 

• Scores of the Beck Depression Inventory and Patient Health Questionnare-9 

• Serum levels of cortisol and C-reactive protein  

• Psychological evaluation and diagnosis using the BDI, DSM-5, ICD-10, MSD   

The outcome of the study showed that the combination of Du-20, Head Area, Yintang, 

Foot Motor Sensory Area (which is manually stimulated for 60 seconds every 10 minutes - X3), 

left Stomach Area, left GB-13, and the NADA protocol (bilateral), was extremely effective in 

reducing BDI and PHQ-9 scores, and reducing depression diagnosis, and achieving categorical 

remission in 86% of the participants.   

• From baseline to post-intervention: BDI and PHQ-9 p = .018 

• From baseline to post-4-week-intervention: BDI is .051 and PHQ-9 is .034  

Since the participants only numbered 7 (n=7), the average outcome was significantly 

affected by the relapse of a single participant. Results of serum cortisol and C-reactive protein 

were inconclusive. Confounding factors made the use of a three-measure (pre-, post-and post-4-

week) sample obsolete.  

Implications for Theory 

The theory, or rationale, of this study was to create a needle protocol combining 

successful aspects of TCM and neurology to achieve an enhanced affect. Theoretical elements 

behind the point selection are: 
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1. Scalp and auricular acupuncture is non-invasive, transcutaneous stimulation of the trigeminal 

and vagal nerve (TNS, tVNS). Research on TNS and tVNS shows that mild electrical 

stimulation of the afferent trigeminal and vagal nerves passes through the brain stem, into the 

cortico-limbic areas of the brain, and in to the prefrontal cortex. It effectively modulates 

specific brain regions, multiple region interconnectivity, and the neuroendocrine response, 

therein related to relieving depression. This study currently uses manual insertion and manual 

stimulation only of the FMSA, and therefore tests the theory that stimulation by insertion 

without electricity is sufficient to modulate change.  

2. Insertion of left Stomach Area/ GB-15 and left GB-13 tests the theory that stimulating the 

scalp will activate the underlying anatomy on the left side of the frontal cortex. The frontal 

cortex processes signals from the limbic system, placing them into context and initiating 

action. Studies on stroke and brain trauma show that damage to the left frontal cortex is 

associated with symptoms of depression and negativity. VNS and tVNS stimulate the left-

sided vagal nerve to treat depression, while right vagal stimulation treats epilepsy.  

3. Speech 3 Area / GB-8, 9 overlies Wernicke’s Area, which is at the juncture of the parietal and 

temporal lobes. In addition to forming speech, the temporal area processes language and 

gestures related to context of emotion. Acupuncture stimulation over this area activates 

language recognition and assimilation, leading to improved social interaction and 

understanding, which are key elements lacking in depressed patients. 

4. Studies indicate that various puncture locations awaken or sedate different regions of the 

brain areas. Healthier brains have active intercommunication. Simultaneous stimulation of  

multiple points of the scalp and ear tests the theory that the acupuncture is facilitating 

improved interconnectivity. 
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5.  For TCM theory, needling the Du, Gallbladder and Yang Qiao meridians of head, tests the 

hypothesis that stagnant Qi, depressed Liver Qi, sunken Qi, unclear or turbid Qi, lack of clear 

Qi reaching the brain/ Sea of Marrow is a root cause of depression. Key symptoms of 

depression, namely, fatigue, slowness, lack of motivation, lack of will power, lack of social 

interaction, inwardness, rumination, can be attributed to the functions of the Governing (DU), 

Gall Bladder, and Yangqiao meridians. Other key symptoms such as insomnia, worry, 

sadness, crying, which are traditionally considered Blood, Yin, Liver/ Heart Blood 

components, can also be treated by the scalp points through the Liver’s relationship with GB, 

Yang/ Spleen to the Du.  

6. Lastly, the theoretical implication of this study is that this standardized protocol can modulate 

the hypothalamic-pituitary, neuroendocrine, immuno-inflammatory, and interconnected brain 

systems. It can be used with various types of depression, regardless of severity, frequency, 

comorbidity, and it can be used either as a monotherapy or augmentation therapy. Although 

the cortisol and C-reactive tests for this study were inconclusive, studies show that the scalp 

and ear points modulate the HPA, immune-inflammatory and neuroendocrine systems. 

Furthermore, scalp/ auricular combined therapy should assist in treatment of comorbid 

illnesses that are affected by those systems.  

7. It is rarely discussed, but acupuncture treatment is a form of talk therapy and/or mindfulness 

therapy for many patients. This is also a limitation of the study. Magnified by a series of 

treatments within a relatively short period of time, transference and counter-transference is 

bound to happen.   

Implications for Practitioners 

Some hopes and intentions for this study are: 
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1. To offer a treatment for depression that could be successfully repeated in a real-life practice. 

The point selection combines TCM and Western theories and research to better bridge the 

gap between East and West. Guidance offered includes point selection, manipulation 

technique, per-treatment timeframe, course of treatment timeframe, insight into patient 

dynamics. 

2. To highlight the need for and strength of using standardized questionnaires to precisely and 

accurately track progress. The questionnaire and the journal revealed discrepancies between 

what a patient thought or felt, what they told the practitioner, and what the practitioner 

actually observed.  

3. To highlight the value of integrating with a therapist or doctor, most specifically on patients 

suffering from severe depression.   

4. To provide a framework to follow, but also allow for individualization in treatment.  

5. To offer options for Western doctors, psychiatrists and psychologists for new patients, partial 

or non-responders to antidepressants, chronic treatment-resistant depressives, those who are 

trying to stop taking antidepressants, or those suffering with depression and comorbid 

illnesses.  

6. This study was a self-controlled case series which allowed for comorbid conditions. The 

implication for practitioners is that this combination appears to be able to help patients with a 

variety of medical histories.   

Limitation of the Current Study 

This was a very small study of primarily homosexual, single, white men between the ages 

of 52 and 62-years old. The limitations of this study are: 
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1. Size: With only 7 participants the result could not be used for any statistical projection. The 

hope is that a large study will be done to see if the results can be repeated.  

2. Demographics: Future studies must include populations of women, wide age ranges, and 

diverse geographic, racial, and ethnic profiles.  

3. As an exploration of a first-time tested protocol, the study had broad inclusion criteria. There 

was both a reason and success in casting a large net. However, future studies should test 

specific situations, e.g. treatment resistance, severe depression, mild depression, and drug-

naïve first-time depression or specific comorbid illnesses such as hypertension, insomnia, 

hypothyroidism.  

4. This study did not use electroacupuncture. Many acupuncture studies use electricity, 

indicating that differently frequencies may affect different areas and response.  

5. This investigator was the only practitioner for the study. Having one practitioner adds 

strength in continuity of the insertion technique and process. Participants received the same 

method. However, the insertion of scalp points is a unique process, which takes some level of 

experience. Using multiple practitioners may garner different results or different dropout 

rates.   

6. Having one practitioner who became intimately aware of each participant’s life over the 

concentrated 2 months created a therapeutic bond that may have some effect on the outcome.  

7. This study was very time-consuming.  It was made difficult by the many moving parts, 

critical time frames, and a population that is characterized by concerns of motivation and 

compliance. Finding participants who could commit to a 5-treatment-per-2-week schedule 

required them to be local and/or have a very open work schedule. There were no specified 

hours of treatment and each chose their own treatment schedule.  
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8. With such a small sample size, this investigator was always aware of needing to retain 

participants and therefore required negotiating treatment and testing times. This may or may 

not have created a bias.  

9. The environment at the community center may or may not have influenced the experience 

and outcome. No music played; ambient community client sounds were always present; each 

participant received treatment lying down in a private room.  

10. Another limitation of this study is that outside the self-control, there is no control group.  

11. The study was self-funded and therefore limiting. A larger budget may have offered different 

or more testing. 

12. The blood test limited the outcome. No matter what this investigator requested, the 

participants got their test when convenient for them. Cortisol and inflammation is affected by 

sleep pattern, diet, drugs, coffee, traffic, and life factors. Perhaps if this study was performed 

at a long-term health center all these factors could be mitigated, but there is nearly no way 

account for these factors in an open, pragmatic trial. 

Recommendations for Future Research 

1. If biological tests are to be used, future research of this protocol should be done within a 

larger team and include blood test panels. Other possible tests could include fMRI. 

2. Even though this study used the BDI, PHQ-9, DSM-5, ICD-10, MSE, additional forms could 

be added such as Adverse Effects, Quality of Life Scale, Hamilton Rating Scale for 

Depression. 

3. Since compliance is a factor, selection of future research sites should be based on 

conveniently serving key demographic groups. Locations could be within or near colleges, 



 COMBINED SCALP AND AURICULAR ACUPUNCTURE FOR DEPRESSION  103 

community centers, retirement homes, treatment centers, hospitals, military bases, retreats, 

veterans administration service sites.   

Electroacupuncture is frequently used and shown to have specific effects. tVNS and other 

non-invasive cranial stimulation use electricity.  DCEAS is the one other standardized scalp 

protocol using electricity for depression.  Future studies may choose to incorporate additional 

frequencies on additional points.  

Conclusion 

This standardized combination of scalp and auricular acupuncture points was found to be 

highly effective, with the high degree of significance, in reducing depression symptoms and 

diagnoses of depression based on the DSM-5.  

The participants successfully treated were chronic depression sufferers, middle-aged men 

with lifetime histories of depression who had wide variations in psycho-emotional trauma, 

medical history, drug use, treatment history. They presented with symptoms and diagnoses 

ranging from mild, mild/ moderate, moderate-to-severe and severe depression, and included 

chronic, severe treatment-resistant depression. The participants represent a broader population of 

depression sufferers who are 1) searching for non-pharmacologic treatment, 2) have tried and 

stopped using medications due to side effects, or 3) are currently taking antidepressants and are 

non-responders or partial-responders.  

This research and its results fill a need in current research offering a standardized 

protocol that can be accurately repeated and tested in clinical trials. It is based in both TCM and 

neurology and serves to advance the higher understanding of the similarities between them. TCM 

theory recognizes disease states and symptom profiles that can only be explained by the deeply 

interconnected psycho-neuro-endocrine-immuno-inflammatory systems of the human body. It is 



 COMBINED SCALP AND AURICULAR ACUPUNCTURE FOR DEPRESSION  104 

modern science’s desire to discover the connections. It is this researcher’s belief that the highest 

form of treatment, and the ultimate goal of the integrated practitioner and scientist, is to support 

the natural communication within the body.  
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Dear Health Care Professional,  
Re: Recruitment for Participants in a Study on Depression Symptoms 
Title: The effects of cranial acupuncture on biomarkers and symptoms of depression 
 
As a requirement for completing my doctoral studies at Yo San University, I will be 

conducting an IRB approved and HIPAA-compliant research study on the effects of cranial 
acupuncture on depression; its symptoms and biomarkers.  

 
I will be recruiting males, age 21-70, who will be placed in one of two groups:  
 
Group A – those who already have a medical diagnosis of depression and are taking 

prescribed antidepressant medication. with or without psychotherapy.  
 
Group B – those either with self-reported symptoms of depression or diagnosed with 

depression by a health professional other than an MD (such as a PhD) and not on 
any psychoactive prescription medication for depression, with or without psychotherapy. 
 

General Information about study: 
 
Location: The treatments will take place at a treatment facility in West Hollywood 

between the dates of March 1, 2018 to October 31, 2018.  All participants must be available for 
13-week period within that time frame.  

Time Frame: Participants must be available in Los Angeles for a straight 13-week 
period, which they can choose beginning Feb. 1, 2018 – July 1, 2018. 

Protocol and Requirements: Participants will receive the Beck Depression Inventory, 
Patient Health Questionnaire, take blood tests (for cortisol and C-reactive protein), and receive 
TCM and Western assessments on three separate occasions throughout the study: on week 1, 
week 9, and week 13.  

On weeks #2-9 (an 8-week period) participants will receive 20 cranial acupuncture 
sessions, each session lasting 1 hour, including questions and set-up. Participants will be asked to 
keep a journal of their symptoms and journey.  

 
• Each participant must be able to follow and complete the schedule and receive scalp and 

ear acupuncture and give blood samples. Acupuncture is the insertion of thin, sterile, 
single use needles. There is minimal risk, especially with scalp and ear acu-points, 
Occasional, slight bleeding or bruising is considered typical potential side effects, which 
are handled by adding direct pressure to the site. Dizziness, nausea or fainting is even 
more rare, but is treated by removing the needles and establishing safety while the 
episode passes 

• In the case of emotional distress, a protocol will be followed. The session will pause or 
end; recovery will be monitored; the participant and researcher will review the ability of 
the participant to continue with the study; emergency contacts or referrals for mental 
health will be made if necessary.  
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This research project has been approved by the Yo San University IRB, and complies 
with HIPAA rules of privacy and confidentiality, and satisfies the requirement to protect and 
maintain all participant’s identity.   

 
If you know of someone who might like to participate, please have them contact me 

either by email at JamesNOrr@mac.com;  or by phone or text at (323) 378-6047. 
  

mailto:JamesNOrr@mac.com
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Do you have symptoms of depression? 

Would you like to feel happier? Enjoy life more? Sleep better? Have more energy? 

Seeking participants for a study on relieving symptoms of depression.  

Title: The effects of cranial acupuncture on symptoms of depression  

Location: Treatment facility in West Hollywood, CA 
Dates: Recruiting now. The treatment program will last 14 weeks between, beginning now 
through August 2018.  

At NO cost to you, you will receive:  

• -  20 Acupuncture Treatments (on your scalp and ear)  
• -  Blood Tests to measure markers of stress and inflammation  
• -  Assessment Questionnaires to measure your progress  

Who can participate in this study:  

• -  Males ages 21-70 years-old  
• -  Symptoms of depression: Are you sad? Depressed? Tired? Poor sleep? Unable to 

engage  

in or enjoy work or friends?  

• You may be considered for one of two groups:  

o A current diagnosis of depression and taking medication  

o Having symptoms of depression and NOT on medication  

• You can either be in therapy or not.  

If you wish to participate and for full information, to see if you qualify, or if you have 
any questions: please contact James Orr by email: JamesNOrr@mac.com; or by phone or 
text at (323) 378-6047.  

This research project has been approved by the Yo San University IRB, and complies 
with HIPAA rules of privacy and confidentiality, and satisfies the requirement to protect 
and maintain all participant’s identity.  
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PARTICIPANT’S INFORMED CONSENT 

Prospective Research Subject: Read this consent form carefully. Ask as many questions 

as you would like to before deciding whether you want to participate in this research study. You 

are free to ask questions at any time before, during, or after your participation in this research.  

Capstone/ Dissertation: The effects of cranial acupuncture on biomarkers and 

symptoms of depression: a multiple case series 

Principal Researcher: James Orr, L.Ac., DAOM Candidate Student Researcher 

Telephone: (323) 378-6047 

E-mail: JamesNOrr@mac.com 

Organization: Yo San University of Traditional Chinese Medicine  

Location of Study: The office of James Orr, researcher 

Purpose of This Research Study  

You are being offered to participate in a research study which will be completed and 

presented as a requirement for the doctoral program in Acupuncture and Oriental Medicine at Yo 

San University, in Los Angeles, California; and has been approved by Yo San University’s 

Human Subject IRB (Institutional Review Board) Committee. This study is designed to test the 

effectiveness of cranial acupuncture in treating the symptoms of depression as measured by 

commonly accepted depression assessment questionnaires and by biologic markers found in the 

blood.  

To qualify to participate, you must be a male 21-70 years old and either (Group A) 

already have a medical diagnosis of depression and be taking prescribed antidepressant 

medication. with or without psychotherapy; or (Group B) self-reported symptoms of depression 

or diagnosed with depression by a health professional other than an MD (such as a PhD) 
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and not on any psychoactive prescription medication for depression, with or without 

psychotherapy. 

To further qualify for either group, you will be asked questions from a question 

assessment tool that will help to establish safety, need and benefit of your participation; and will 

serve as a baseline measurement for your anticipated progress.   

The measurement tools used to establish baseline measurements and future progress of 

depression will be: 1) depression assessment questionnaires, which are used extensively in the 

mental health field in both the clinic and in research; and 2) blood level of cortisol and C reactive 

protein (a marker of inflammation), which in studies are commonly found to be elevated in those 

with symptoms of depression.   

The benefit of receiving cranial acupuncture will be to reduce the symptoms of 

depression, improve quality of life, and also to reduce the biologic markers that are indicators for 

depression. The purpose of the study is to show that cranial acupuncture is an effective treatment 

for the symptoms of depression, and that it can be a highly valuable addition or alternative to the 

current Western medical treatments for depression.  

Procedures 

Phase I 

In Phase I you will be asked to:  

Complete depression symptom survey with the study’s licensed health care professional. 

Take blood tests (at a certified blood testing facility supplied to you) to measure cortisol 

and C-reactive protein levels 

Provide information about your medical history, and agree to usual Traditional Chinese 

Medicine health assessments, including Tongue and Pulse readings, and Western body readings.  
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Accept a Journal and begin journaling your thoughts, feelings, and symptom changes for 

the duration of the study period. 

Phase II 

Receive a course of acupuncture treatments on your scalp and ear. A course of treatment 

consists of 20 treatments within an 8-week period. No more than 3 treatments per week; no 

fewer than 2 treatments per week.  

Document progress with the self-administered Patient Health Questionnaire on treatment 

weeks 1, 3, 5, and 7.  

Continue journaling. Turn in journal each week.  

Within 2 days after completing the course of treatment, retake the original depression 

survey (with the mental health professional); retake the blood tests; provide symptom 

information using TCM (Traditional Chinese Medical) and Western assessments.  

Phase III 

4 weeks after the last treatment, participate in a post-acupuncture interview where you 

will hand in your journal.  

Retake the original depression survey, retake the blood tests, and provide final symptom 

information using TCM and Western assessments.  

Time Commitment 

The total amount of time of this study is 14 weeks.  

Risks or Adverse Effects  

The possible risks of this study are minimal. As with all acupuncture and blood testing 

there is a possibility of minimal bleeding, bruising or pain on insertion. If this occurs, notify the 

practitioner who will add direct pressure to stop the bleeding.  
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There may be a local feeling of tingling or distention, and there may be body sensations 

of tingling, heat, cooling. These are normal sensations. If they are extreme or uncomfortable, 

notify the practitioner who can then retract, manipulate, reinsert a new needle, or even remove 

the needle which is causing the discomfort.  

In extremely rare cases, there could be sweating, dizziness, nausea or fainting. In this 

case, immediately notify the practitioner who will attend to you to stabilize the condition by 

talking, changing body position, removing a needle, stopping the session, adding cool 

compresses, or treating the symptom by adding a remedy point selection.   

In the rarest event that depression symptoms worsen, or that you experience flashbacks to 

emotional or traumatic events that cause extreme distress or an emergency, notify the researcher 

and the session will stop.  The researcher will discuss with you your concerns and the 

appropriateness of your ability or desire to continue with the study.  Depending on your 

symptoms, one of these actions may occur: 1) contact your primary care physician or clinician; 

2) contact the emergency contact person you provide; 3) contact the Los Angeles Mental Health 

Hotline for an evaluation or recommendation; 4) be referred to the study’s associated mental 

health care provider.  In the month to follow researcher will contact you weekly to make sure you 

have received proper referrals and/or care. 

To qualify for this study, you have already been assessed as having a level of depression 

or manifesting symptoms of depression. If for any reason your symptoms of depression worsen 

during the course of treatment, you may at any time opt to leave the study.  In an emergency, if as 

a direct result of taking part in this research study, you will be given an immediate referral for 

psychological care to 1) The Los Angeles Mental Health Hotline (800) 854-7771; 2) Shane 

Bruce, licensed Marriage and Family Therapist, CA license #50773. 9735 Wilshire Blvd., Suite 
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212, Beverly Hills CA 90212; shanebruceoffice@gmail.com.  Once a referral is made, all fees 

will be paid by you, the participant, and will not be paid for by the researcher, Yo San University, 

or subcontractor.  

Benefits  

 The possible benefits are improvements of symptoms directly related to depression, 

anxiety and body symptoms related to stress, such as improved sleep, clearer thinking, improved 

memory and concentration, improved digestion, improved libido sexual function reduced 

headache, reduced body pain, and better overall feelings about one’s health and overall well-

being.  

You may reasonably expect to feel a greater sense of calm and peace. 

Participating in the study may lead to showing that non-pharmaceutical treatment 

effectively reduces symptoms of depression and increases overall sense of well-being. 

Financial Considerations and Compensation  

You will not receive any financial compensation for your participation.  

Your only cost for participation will be travel expenses to the treatment location.  

All other costs (blood test, evaluations) will be paid for by the researcher 

In-kind Compensation: To participate in this study, you will be receiving the benefit of 20 

acupuncture treatments. Compensation and incentive is continued mental and physical health 

improvement. The cost equivalent to receiving these treatments may be $80-$120 per treatment, 

totaling approximately $2,000.  

Neither James Orr, the researcher, nor Yo San University, nor the subcontractor 

associated with the study, will provide you with medical treatment nor financial compensation 

for your participation in the study.  

mailto:shanebruceoffice@gmail.com


 COMBINED SCALP AND AURICULAR ACUPUNCTURE FOR DEPRESSION  136 

Confidentiality  

Your identity and participation in this study will be confidential. Results of the study, 

including all collected data, may be published in the researcher’s dissertation and in possible 

future journal articles and professional presentations, but your name or any identifiable 

references to you will not be included. However, any records or data obtained as a result of your 

participation in this study may be reviewed by James Orr, his dissertation/ Capstone advisor, or 

designated Yo San University staff or faculty and/or Yo San University’s IRB, provided that all 

such reviewers are legally obligated to protect any identifiable information from public 

disclosure, except where disclosure is otherwise required by law or a court of competent 

jurisdiction. These records will be kept private in so far as permitted by law.  

All study data will be retained for a minimum of three years as required by Yo San 

University’s IRB and then destroyed.  

Voluntary Participation and Early Termination of Study  

You are free to choose whether to participate in this study. You may also choose to 

withdraw from the study or to decline to answer any questions at any time. You will not be 

penalized if you choose not to participate or choose to withdraw. In the event you decide to 

discontinue your participation in the study, please notify James Orr, (323) 378-6047; 

jamesnorr@mac.com  of your decision so that your participation can be. Your participation in the 

study may be terminated by the investigator without your consent under the following 

circumstances:  

The investigator feels your physical or emotional health is at risk. (You will be offered a 

referral to 1) The Los Angeles Mental Health Hotline; or 2) Shane Bruce, LMFT to assist you if 

required.) 

mailto:jamesnorr@mac.com
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The participant is not complying with the study’s requirements, as agreed.  

This study may need to be terminated without prior notice to, or consent of, participants 

in the event that the health of the researcher or their family prevents the researcher from actively 

participating or continuing the study.    

In the case that the study is terminated, the participant is removed or chooses to 

withdraw, all data collected to date may still be used in data analysis and writing of the findings.  

After the Study is Completed  

After the study is completed, all participants will receive a summary of the results. This 

will be made available to the participants either by mail or email, at the preference of each 

participant.   

Resources  

Any questions you may have about this study can be answered by the researcher, James 

Orr, L.Ac (323) 378-6047; jamesnorr@mac.com   

Any questions you may have about your rights as a research subject can be answered by 

the IRB Coordinator of Yo San University, Dr. Laraine Crampton, 310-577-3000, 

irb@yosan.edu.   

Informed Consent Signature Page 

I have read and understand this consent form, and I volunteer to participate in this 

research study. I understand that I will receive a copy of this form. I voluntarily choose to 

participate, but I understand that my consent does not take away any legal rights in the case of 

negligence or other legal fault of anyone who is involved in this study. I further understand that 

nothing in this consent form is intended to replace any applicable federal, state, or local laws.  

Signatures  

mailto:jamesnorr@mac.com
mailto:irb@yosan.edu
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Participant Name (printed):  

_____________________________________________________________ 

Participant Signature:  

_____________________________________________________________ 

           Date 

            

Principal Researcher’s Name (printed):  

_____________________________________________________________ 

 

Principal Researcher’s Signature 
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Medical Release Form 

HIPAA-COMPLIANT AUTHORIZATION FOR THE RELEASE OF PATIENT 

INFORMATION PURSUANT TO 45 CFR 164.508 

TO:  (name) ____________________________________________________ 

 (address) __________________________________________________ 

 (city, state, zip)______________________________________________ 

RE: Patient Name: ____________________________________D.O.B.: ____________ 

I authorize and request the disclosure of all protected information for the sole purpose of 

review and evaluation in connection with participation in the IRB approved and HIPAA-

compliant research study:  

Title: The effects of cranial acupuncture on biomarkers and symptoms of depression: a 

multiple case study  

Researcher: James Orr, L.Ac, DAOM candidate Organization Affiliation: Yo San 

University, Los Angeles, CA Dates of study: January 2018 through January 2021  

I expressly request that the designated record custodian of all covered entities under 

HIPAA identified above disclose full and complete protected medical information including the 

following:  

All medical records, meaning every page in my record, including but not limited to: 

office notes, face sheets, history and physical, consultation notes, inpatient, outpatient and 

emergency room treatment, all clinical charts, reports, order sheets, progress notes, nurses notes, 

social worker records, clinic records, treatment plans, admission records, discharge summaries, 

requests for and reports of consultations, documents, correspondence, test results, statements, 
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questionnaires/histories, correspondence, photographs, videotapes, telephone messages, and 

records received by other medical providers.  

All physical, occupational and rehab requests, consultations and progress notes.  

All disability, Medicaid or Medicare records including claim forms and record of denial 

of benefits.  

All employment, personnel or wage records.  

All autopsy, laboratory, histology, cytology, pathology, immunohistochemistry records 

and specimens; radiology records and films including CT scan, MRI, MRA, EMG, bone scan, 

myelogram; nerve conduction study, echocardiogram and cardiac catheterization results, 

videos/CDs/films/reels and reports.  

All pharmacy/prescription records including NDC numbers and drug information 

handouts/monographs.  

I understand the information to be released or disclosed may include information relating 

to sexually transmitted diseases, acquired immunodeficiency syndrome (AIDS), or human 

immunodeficiency virus (HIV), and alcohol and drug abuse. I authorize the release or disclosure 

of this type of information.  

This protected health information is disclosed for the following purposes: Participation 

in an IRB approved and HIPAA-compliant research study on the effects of cranial 

acupuncture on biomarkers and depression symptoms.  

This authorization is given in compliance with the federal consent requirements for 

release of alcohol or substance abuse records of 42 CFR 2.31, the restrictions of which have been 

specifically considered and expressly waived.  
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You are authorized to release the above records to the following representatives of 

defendants in the above-entitled matter who have agreed to pay reasonable charges made by you 

to supply copies of such records:  

Name of Representative: James Orr L.Ac; DAOM candidate  

Title: Principal Investigator  

Mailing Address:  

1351 N. Crescent Heights Blvd. #116, West Hollywood, CA 90046 

I understand the following: See CFR §164.508(c)(2)(i-iii)  

I have a right to revoke this authorization in writing at any time, except to the extent 

information has been released in reliance upon this authorization.   

The information released in response to this authorization may be re-disclosed to other 

parties.   

My future treatment or payment for my treatment cannot be conditioned on the signing of 

this authorization. My participation in the study IS contingent on signing this authorization.  

    

Any facsimile copy or photocopy of the authorization shall authorize you to release the 

records requested herein. This authorization shall be in force and effect until two years from date 

of execution at which time this authorization expires.  

________________________________________ ______________________  

Signature of Patient or Legally Authorized Representative  Date (See 45CFR § 

164.508(c)(1)(vi))  

 ___________________________________________ ______________________ 

 Investigator/Witness Signature     Date 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Medical Release Form 

HIPAA-COMPLIANT AUTHORIZATION FOR THE RELEASE OF PATIENT 

INFORMATION PURSUANT TO 45 CFR 164.508 

TO:  Dr. (Psychiatrist) 

(address) 

(city, state, zip) 

RE: Patient Name: ____________________________________D.O.B.: ____________  

I authorize and request the disclosure of all protected information for the sole purpose of 

review and evaluation in connection with participation in the IRB approved and HIPAA-

compliant research study:  

Title: The effects of cranial acupuncture on biomarkers and symptoms of depression: a 

multiple case study  

Researcher: James Orr, L.Ac, DAOM candidate Organization Affiliation: Yo San 

University, Los Angeles, CA Dates of study: January 2018 through January 2021  

I expressly request that the designated record custodian of all covered entities under 

HIPAA identified above disclose full and complete protected medical information including the 

following: 1) Medication History; 2) General Notes 

This protected health information is disclosed for the following purposes: Participation 

in an IRB approved and HIPAA-compliant research study on the effects of cranial 

acupuncture on biomarkers and depression symptoms.  

This authorization is given in compliance with the federal consent requirements for 

release of alcohol or substance abuse records of 42 CFR 2.31, the restrictions of which have been 

specifically considered and expressly waived.  
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You are authorized to release the above records to the following representatives of 

defendants in the above-entitled matter who have agreed to pay reasonable charges made by you 

to supply copies of such records:  

Name of Representative: James Orr L.Ac; DAOM candidate  

Title: Principal Investigator  

Mailing Address:  

1351 N. Crescent Heights Blvd. #116, West Hollywood, CA 90046 

I understand the following: See CFR §164.508(c)(2)(i-iii)  

I have a right to revoke this authorization in writing at any time, except to the extent 

information has been released in reliance upon this authorization.   

The information released in response to this authorization may be re-disclosed to other 

parties.   

My future treatment or payment for my treatment cannot be conditioned on the signing of 

this authorization. My participation in the study IS contingent on signing this authorization.  

    

Any facsimile copy or photocopy of the authorization shall authorize you to release the 

records requested herein. This authorization shall be in force and effect until two years from date 

of execution at which time this authorization expires.  

________________________________________ ______________________  

Signature of Patient or Legally Authorized Representative  Date (See 45CFR § 

164.508(c)(1)(vi))  

 ___________________________________________ ______________________ 

 Investigator/ Witness Signature     Date 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Medical Release Form (edited per request of participant 5-A) 

HIPAA-COMPLIANT AUTHORIZATION FOR THE RELEASE OF PATIENT 

INFORMATION PURSUANT TO 45 CFR 164.508 

TO:  Dr. (Medical Doctor) 

(address) 

(city, state, zip) 

RE: Patient Name: _____________________________________D.O.B.: ____________  

I authorize and request the disclosure of all protected information for the sole purpose of 

review and evaluation in connection with participation in the IRB approved and HIPAA-

compliant research study:  

Title: The effects of cranial acupuncture on biomarkers and symptoms of depression: a 

multiple case study  

Researcher: James Orr, L.Ac, DAOM candidate Organization Affiliation: Yo San 

University, Los Angeles, CA Dates of study: January 2018 through January 2021  

I expressly request that the designated record custodian of all covered entities under 

HIPAA identified above disclose full and complete protected medical information including the 

following: 1) General Notes; 2)Diagnoses 

This protected health information is disclosed for the following purposes: Participation 

in an IRB approved and HIPAA-compliant research study on the effects of cranial 

acupuncture on biomarkers and depression symptoms.  

This authorization is given in compliance with the federal consent requirements for 

release of alcohol or substance abuse records of 42 CFR 2.31, the restrictions of which have been 

specifically considered and expressly waived.  
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You are authorized to release the above records to the following representatives of 

defendants in the above-entitled matter who have agreed to pay reasonable charges made by you 

to supply copies of such records:  

Name of Representative: James Orr L.Ac; DAOM candidate  

Title: Principal Investigator  

Mailing Address:  

1351 N. Crescent Heights Blvd. #116, West Hollywood, CA 90046 

I understand the following: See CFR §164.508(c)(2)(i-iii)  

I have a right to revoke this authorization in writing at any time, except to the extent 

information has been released in reliance upon this authorization.   

The information released in response to this authorization may be re-disclosed to other 

parties.   

My future treatment or payment for my treatment cannot be conditioned on the signing of 

this authorization. My participation in the study IS contingent on signing this authorization.  

    

Any facsimile copy or photocopy of the authorization shall authorize you to release the 

records requested herein. This authorization shall be in force and effect until two years from date 

of execution at which time this authorization expires.  

________________________________________ ______________________  

Signature of Patient or Legally Authorized Representative  Date (See 45CFR § 

164.508(c)(1)(vi))  

 ___________________________________________ ______________________ 

 Investigator/ Witness Signature     Date 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SHANE BRUCE, MA, LMFT 

PO Box 687 

Carpinteria, CA  93014 

shanebruceoffice@gmail.com 

323-285-0185 

Marriage and Family Therapist (LMFT #50773) 

EDUCATION 

Master’s in counseling psychology, MFT Track                                           Sept 2003 - 

June 2006 

Pacifica Graduate Institute 

Bachelor of Science, Applied Health and Human Services                          Sept 1988 - 

June 1992 

State University of New York.  

Post Graduate Training: 

Gerry Grossman                                                                                    October 2013 - 

March 2017 

• Clinical Supervision Training Certification for both MFTs and ASWs 
 

ADDCA  - ADHD Coach Academy -  “Simply ADHD”                                April 2017 - 

July 2016  

• ADHD Coaching Certification  
•  

CLINICAL EXPERIENCE 

SHANE BRUCE MENTAL HEALTH & COACHING                         November 2011 

- Present 

mailto:shanebruceoffice@gmail.com
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Private Practice Psychotherapist  

• Provide face-to-face individual, couples, family, and group psychotherapy 
• Participate on insurance panels, including CalVCB and Blue Shield 
• Active member of CAMFT 
• Participate in Anthem Blue Cross through The Pine Group 
• Provide supervision for up to three (3) MFT Interns 

 

AVIVA FAMILY & CHILDREN SERVICES                                    September 2014 - 

April 2017 

Clinical Supervisor 

• Provide face-to-face individual and group supervision for MFT and MSW interns 
• Oversee training for Clinical Department 
• Participate in Leadership for residential care facility 
• Program development for clinical department 

LIFEWORKS YOUTH SERVICE                                                          January 2013 - 

May 2016 

Clinical Supervisor 

• Designed and Implemented new clinical program for LGBT youth using community mental 
health milieu model 

• Run clinical groups for adolescents 
• Provide BBS supervision for mental health interns 
• Provide clinical training to clinical staff 

       

HATHAWAY-SYCAMORES CHILD & FAMILY SERVICES, Pasadena, CA 

RBS/Residential Clinician                                                                 September 2006 - 

March 2013 

• As SFPR, Conduct DMH Clinical Assessments, and develop Client Care Plans and document 
treatment using CA Department of Mental Health (DMH) formats.  

• Work collaboratively with client’s and their families in goal establishment  
• Provide mental health treatment interventions in residential/community setting(s) to children, 

adolescents, and their families 
• Work collaboratively with agencies such as DCFS and other community-based providers  
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STEP UP ON SECOND, Santa Monica, CA                                    August 2005 - 

September 2006 

DMH Services Coordinator I 

• Conduct DMH Adult Individual Assessments 
• Develop Client Care Coordination Plans 
• Utilize DMH code in charting progress notes 
• Provide ongoing case management, connecting clients with community resources, such as 

SSI, SSDI, and Section 8 Housing 
• Facilitated groups and provided ongoing psychotherapy for individuals and families 
•    

Trainings and Classes Developed and Provided by Shane Bruce 

May 2017 - July 2017  

Mount St. Mary’s University - Adjunct Professor for Masters in Counseling 

Psychology  

• Addiction Studies  
 

January 2015 - Present  

Pacifica Graduate Institute - Adjunct Faculty for Masters in Counseling Psychology 

• ADHD 101 
• Community Mental Health  
• Child Abuse Law & Ethics 
• Family Systems and Domestic Violence 

 

November 2011 - Present  

The ADHD Guy/Shane Bruce Mental Health & Coaching - Owner/Operator 

• ADHD 101 
• ADHD: A Depth Perspective 
• The ADHD Guy’s Guide to Functionality  

 

September  2014 - March 2017 

AVIVA FAMILY SERVICES  - Residential Clinical Training Director  
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• Trauma Informed Care for Complex Trauma  
• Residential Coaching  
• Developmental Disabilities  
• ADHD 101 

September  2006 - March 2013 

HATHAWAY-SYCAMORES  

• Child and Family Coaching  
• DSM IV diagnoses in Children 

 

Sept 2005 - September 2006 

STEP UP ON SECOND 

• Music for Healing 
• Anxiety & Depression 

 

March 1993 - November 2004 

STUDIO FITNESS/Chelo Publications: Exercise for Men Only/Men’s Exercise 

Magazine  

• Fitness 101 
• Fitness & Nutrition 
• Fitness in the Workplace 
• Stress Management in the Workplace 

 

September 1990 - March 1993  

RCADD 

• Alcoholism 101 
• Alcohol & Advertising 

AIDS, Alcohol & Addiction; The Deadly Connection 

Award from Mental Health Association 
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HIPAA-COMPLIANT AUTHORIZATION FOR THE RELEASE OF PATIENT 

INFORMATION PURSUANT TO 45 CFR 164.508 

TO:  SHANE BRUCE MFC LIC #50773 

9735 WILSHIRE BLVD. SUITE #212 

BEVERLY HILL, CA 90212 

RE: Patient Name: ________________________________  D.O.B.: ___________  

I authorize and request the disclosure of all protected information for the sole purpose of 
review and evaluation in connection with participation in the IRB approved and HIPAA-
compliant research study:  

Title: The effects of cranial acupuncture on biomarkers and symptoms of depression: a 
multiple case study  

Researcher: James Orr, L.Ac, DAOM candidate Organization Affiliation: Yo San 
University, Los Angeles, CA Dates of study: January 2018 through January 2021  

I expressly request that the designated record custodian of all covered entities under 
HIPAA identified above disclose full and complete protected medical information including the 
following:  

All medical records, meaning every page in my record, including but not limited to: 
office notes, face sheets, history and physical, consultation notes, inpatient, outpatient and 
emergency room treatment, all clinical charts, reports, order sheets, progress notes, nurses notes, 
social worker records, clinic records, treatment plans, admission records, discharge summaries, 
requests for and reports of consultations, documents, correspondence, test results, statements, 
questionnaires/histories, correspondence, photographs, videotapes, telephone messages, and 
records received by other medical providers.  

All physical, occupational and rehab requests, consultations and progress notes.  

All disability, Medicaid or Medicare records including claim forms and record of denial 
of benefits.  

All employment, personnel or wage records.  
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All autopsy, laboratory, histology, cytology, pathology, immunohistochemistry records 
and specimens; radiology records and films including CT scan, MRI, MRA, EMG, bone scan, 
myelogram; nerve conduction study, echocardiogram and cardiac catheterization results, 
videos/CDs/films/reels and reports.  

All pharmacy/prescription records including NDC numbers and drug information 
handouts/monographs.  

I understand the information to be released or disclosed may include information relating 
to sexually transmitted diseases, acquired immunodeficiency syndrome (AIDS), or human 
immunodeficiency virus (HIV), and alcohol and drug abuse. I authorize the release or disclosure 
of this type of information.  

This protected health information is disclosed for the following purposes: Participation 
in an IRB approved and HIPAA-compliant research study on the effects of cranial 
acupuncture on biomarkers and depression symptoms.  

This authorization is given in compliance with the federal consent requirements for 
release of alcohol or substance abuse records of 42 CFR 2.31, the restrictions of which have been 
specifically considered and expressly waived.  

You are authorized to release the above records to the following representatives of 
defendants in the above-entitled matter who have agreed to pay reasonable charges made by you 
to supply copies of such records:  

Name of Representative: James Orr L.Ac; DAOM candidate  

Title: Principal Investigator  

Mailing Address:  

1351 N. Crescent Heights Blvd. #116, West Hollywood, CA 90046 

I understand the following: See CFR §164.508(c)(2)(i-iii)  

• I have a right to revoke this authorization in writing at any time, except to the extent 
information has been released in reliance upon this authorization.   

• The information released in response to this authorization may be re-disclosed to other parties. 
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• My future treatment or payment for my treatment cannot be conditioned on the signing of this 
authorization. My participation in the study IS contingent on signing this authorization. 

    

Any facsimile copy or photocopy of the authorization shall authorize you to release the 

records requested herein. This authorization shall be in force and effect until two years from date 

of execution at which time this authorization expires.  

________________________________________ ______________________  

Signature of Patient or Legally Authorized Representative  Date (See 45CFR § 

164.508(c)(1)(vi))  

___________________________________________ ______________________ 

Investigator/ Witness Signature      Date 
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Memorandum of Understanding and Confidentiality Agreement 

Project: The effects of cranial acupuncture on biomarkers and symptoms of depression: a 
multiple case study 

Purpose: A Capstone research project and presentation for the requirements of the Doctor 
of Acupuncture and Oriental Medicine program at Yo San University  

This Confidentiality Agreement (the “Agreement”) is made and entered into between 
Shane Bruce LMFT (“subcontractor”), and James Orr L.Ac  

(“Researcher”).  

RECITALS  

WHEREAS, Researcher contracts with Subcontractor to provide certain services to 
Researcher as described in EXHIBIT 1. The parties acknowledge that Subcontractor may 
incidentally or inadvertently encounter, view or access certain Confidential Information 
maintained by Researcher or Study Coordinator which may qualify as Protected Health 
Information (“PHI”) or electronic PHI within the meaning of the Health Insurance Portability 
and Accountability Act of 1996, as amended, and the privacy and security standards promulgated 
pursuant thereto (“HIPAA”).  

NOW, THEREFORE, in consideration of the mutual promises contained herein, as well 
as other good and valuable consideration, the parties hereto agree as follows: 1. “Confidential 
Information” means any and all non-public, medical, financial and personal information in 
whatever form (written, oral, visual or electronic) possessed or obtained by either party. 
Confidential Information shall include all information which (i) either party has labeled in 
writing as confidential, (ii) is identified at the time of disclosure as confidential, (iii) is 
commonly regarded as confidential in the health care industry, or (iv) is Protected Health 
Information as defined by HIPAA.  

2. Subcontractor shall provide the services more fully described in EXHIBIT 1 to this 
Agreement. For its services, Subcontractor shall receive from Researcher financial compensation 
of $93/ administered test, as it listed in EXHIBIT 1. 3. It is agreed that there shall not be any 
employer/employee relationship between the parties. Subcontractor is free to engage in any other 
employment of his or her selection. It is further agreed that Subcontractor is not an agent of 
Researcher. 4.  Subcontractor agrees that it does not have a need to access or view Confidential 
Information other than that required to provide the services in Exhibit 1 and will not attempt to 
obtain access to any other Confidential Information. 5.  Subcontractor agrees to maintain the 
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confidentiality of any Confidential Information including Protected Health Information that it is 
required to access and any it may incidentally or inadvertently encounter, view, or have access to 
while providing the services under the terms and conditions set forth in this Agreement. 6.  
Subcontractor agrees not to further use or disclose any Confidential Information, including 
Protected Health Information that it incidentally or inadvertently views or obtains access to and 
further agrees to implement appropriate safeguards to prevent any further use or disclosure of 
any Confidential Information that is incidentally or inadvertently accessed. 7.  Subcontractor 
agrees to cooperate with Researcher and perform such activities as it may from time to time 
direct, in order to mitigate any harmful effects as a result of a wrongful use or disclosure of 
Confidential Information by Co-Researcher. 8.  Subcontractor agrees to report to the Researcher 
any use or disclosure of Confidential Information in violation of this Agreement, HIPAA or any 
other federal, state or local law or regulation. 9.  Subcontractor agrees to comply with all 
applicable laws and regulations, including HIPAA and the HITECH Act, to the extent applicable, 
in meeting their obligations under this Agreement.  

10. The obligations of confidentiality and non-use and non-disclosure under this 
Agreement will continue indefinitely from the effective date of this Agreement. 11. This 
Agreement may be modified or amended only with the written consent of by both 
parties. 12. No waiver of any provision of this Agreement, including this paragraph, shall be 
effective unless the waiver is in writing and signed by the party making the waiver. 13. This 
Agreement shall be governed by and construed in accordance with the laws that govern the 
underlying contractual agreement between the parties. In witness, whereof, the parties have 
executed this Confidentiality Agreement on the day of ______________, 2017.  

SUBCONTRACTOR: 

(print) _________________________________________________________ 

(sign)  _________________________________________________________ 

RESEARCHER:  

(print) _________________________________________________________ 

(sign)  _________________________________________________________ 

EXHIBIT 1 

Services to be provided by Subcontractor:  

1. Per professional guidelines, administer the Beck Depression Inventory to each 
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participant of the study, on three separate occasions: week 1, week 9, week 13. There will be a 
maximum of 8 participants taking the BDI.  

2. Supply materials required to administer all BDI exams.  

3. Analyze the results of the BDI.   

4. Reports the results of the BDI to the Researcher.  

5. Report a professional opinion about the progression of each participant from the first 
BDI outcome to the last BDI outcome.  

6. Returns all records pertaining to study as each participant completes the  

BDI portion or at completion of active study period, whichever comes first.  

7. If, at any time during the research project a mental health emergency or concern arises, 
including but not limited to a direct interaction with a participant, or within the findings of a 
particular participant’s BDI results, subcontractor is to offer brief council, inform the participant 
of their options for further counselling (at the participant’s cost) or offer a referral to another 
mental health counsellor (at the participant’s cost); and inform the Researcher of the concerns 
and council the Researcher of the ability of the participant to safely continue in the research 
project.  

8.The dates of required service will be between February 1, 2018 – December 1, 2018.   
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Correspondences with Pearson Medical: Permission to use BDI 

10/24/17 

Dear James, 

Thank you for your interest in Pearson Assessments, your permission and licensing 

request has been submitted to the correct department. Please allow 24-48 business 

days for a response. For any additional questions, please feel free to contact Pearson at 

1-800-627-7271 or click here to complete our web form. 

https://www.pearsonclinical.com/education/form/permission-requests.html 

Thank you. 

10/24/17 

Hello James, 

The Pearson Clinical licensed Beck Depression Inventory as an assessment tool 

for evaluating depression, and as such this question might be best directed to the 

American Board of Psychology to ensure that as a licensed acupuncturist doing a 

capstone research project would not be in conflict with their regulations. 

Although within the scope of your practice as a licensed acupuncturist, you are 

allowed to do some minor counseling to evaluate your patients. I would clarify this with 

the Board of Psychology. 

 

Best, 

Van Martini 

Continuing Education Coordinator 

(916) 515-5200 

https://support.pearson.com/getsupport/s/ClinicalProductSupportForm
https://www.pearsonclinical.com/education/form/permission-requests.html
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acucontinuinged@dca.ca.gov 

11/27/17 

Dear Mr. Orr, 

Permission to use a Pearson assessment is inherent in the qualified purchase of 

the test materials in sufficient quantity to meet your research goals. 

The BDI-II is a sensitive clinical assessment that requires a high degree (B 

Level) to purchase, administer, score and interpret. It also represents Pearson 

copyright and trade secret material. As such, Pearson does not permit photocopying 

or other reproduction of our test materials by any means and for any purpose 

when they are readily available in our catalog. Consequently, you may not simply 

reproduce the BDI-II test forms. 

Each administration of the BDI-II represents one use, so the administration 

count is not per test subject but per administration. A test subject taking the test four 

times represents four administrations. 

To qualify for and purchase a BDI-II Kit or other test materials, please visit the 

following link to the product page in our online 

catalog: http://www.pearsonclinical.com/psychology/products/100000159/beck-

depression-inventoryii-bdi-ii.html   

  

The BDI-II is quite reasonable. One BDI-II Kit (Manual and 25 Record 

Forms/Questionnaires) is priced at $132.95 and one additional package of 25 Record 

Forms, in either English or Spanish, is $58.85. Pricing is plus shipping and handling and 

any applicable sales taxes. 

mailto:acucontinuinged@dca.ca.gov
http://www.pearsonclinical.com/psychology/products/100000159/beck-depression-inventoryii-bdi-ii.html
http://www.pearsonclinical.com/psychology/products/100000159/beck-depression-inventoryii-bdi-ii.html
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Since the pricing will most likely increase as of January 1, 2018 you should 

make your purchase before that date. 

  

Regards, 

  

William H. Schriever 

Senior Legal Licensing Specialist 

11/27/17  4:33pm 

Mr. Schryver -  

I have spoken with two representatives at Pearson, and I believe in my request I 

wrote as to the use I am proposing. 

A licensed mental health professional (B level) will be administering the BDI, and 

as such he has full license and privilege. He is my subcontractor for my (soon to be) 

IRB approved research study. 

My question to you is, once he has legally administered the BDI, do I need 

additional permission to print the results in my study.  

I have read over a hundred studies that use and document the BDI.  I just need 

to make sure that I don’t need additional permission to use the name BDI or print the 

results.  

Thank you  

James 

11/27/17  6:05pm  
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James, 

Once the assessments have been administered, you, through your contractor, 

will own the test results - they will then be your intellectual property. 

The only exception is the actual test items - which remain Pearson intellectual 

property. 

Three are the publishing conditions: 

Because of test security concerns, permission is not granted for appending tests 

to theses, dissertations, or research reports of any kind. You may not include any 

actual assessment test items, discussion of any actual test items or inclusion of the 

actual assessment product in the body or appendix of your dissertation, thesis, or 

other research results.  You are only permitted to describe the test, its function and 

how it is administered; and discuss the fact that you used the Test, your analysis, 

summary statistics, and the results. 

That said, we have prepared a couple of sample test items that you may 

include in your research results and I have attached them herein for your possible use. 

Thanks, 

 

Bill Schryver Please respond only to pas.licensing@pearson.com 

  

mailto:pas.licensing@pearson.com
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BDI – II 

This questionnaire consists of 21 groups of statements.  Please read each group 

of statements carefully, and then pick out the one statement in each group that best 

describes the way you have been feeling during the past week, including today.  Circle 

the number beside the statement you have picked.  If several statements in the group 

seem to apply equally well, circle the highest number for that group.  Be sure that you 

do not choose more than one statement for any group, including Item 16 that relates to 

changes in sleeping pattern or Item 18 that relates to changes in appetite.  There are 10 

questions on this page and 11 questions on the other side.  

1.  0 I do not feel sad. 

I feel sad much of the time. 

I am sad all the time.  

I am so sad or unhappy that I cant stand it.  

2.  0 I am not discouraged about the future.  

 1 I feel more discouraged about the future than I used to be.  

I do not expect things to work out for me. 

I feel my future is hopeless and will only get worse. 

3.  0 I do not feel like a failure. 

I have failed more than I should have. 

As I look back, I see a lot of failures.  

I feel I am a total failure as a person. 

4.  0 I get as much pleasure as I ever did from the things I enjoy. 

 1 I dont enjoy things as much as I used to.  

 

ID:  

_________ 

Date: 
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I get very little pleasure from the things I used to enjoy.   

I can’t get any pleasure from the things I used to enjoy. 

5.  0 I dont feel particularly guilty.  

I feel guilty over many things I  have done or should have done.  

I feel quite guilty most of the time.  

I feel guilty all of the time. 

6.  0 I dont feel I am being punished.  

I feel I may be punished.  

I expect to be punished.  

3 I feel I am being punished. 

7.  0 I feel the same about myself as ever. 

I have lost confidence in myself. 

I am disappointed in myself. 

I dislike myself. 

8.  0 I dont criticize or blame myself more tha n usual. 

I am more critical of myself than I used to be. 

I criticize myself for all of my faults. 

I blame myself for everything bad that happens. 

9.  0 I dont have any thoughts of killing myself.  

 1 I have thoughts of killing myself, but I would not carry them out.  

 2 I would like to kill myself. 

 3 I would kill myself if I had the chance. 

10.  0 I dont cry any more than I used to.  
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I cry more now than I used to.  

I cry over every little thing. 

I feel like crying, but I can’t. 

11.  0 I am no more restless or wound up than usual.  

 1 I feel more restless or wound up than usual.  

2 I am so restless or agitated that it’s hard to stay still.  

I am so restless or agitated that I have to keep moving or doing something. 

12.  0 I have not lost interest in other people or activities. 

I am less interested in other people or things than before.  

I have lost most of my interest in other people or things. 

It’s hard to get interested in anything. 

13.  0 I make decisions about as well as I ever.  

 1 I find it more difficult to make decisions than usual.  

 2 I have greater difficulty in making decisions than I used to.  

I have trouble making any decisions. 

14.  0 I do not feel I am worthless.  

I don’t consider myself as worthwhile and useful as I used to.  

I feel more worthless as compared to other people.  

I feel utterly worthless. 

15.  0 I have as much energy as ever. 

I have less energy than I used to have. 

I don’t have enough energy to do very much. 

I don’t have enough energy to do anything. 
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16.  0 I have not experienced any change in my sleeping pattern. 

I sleep somewhat more than usual  [ or ]  I sleep somewhat less than usual. 

I sleep a lot more than usual  [ or ]  I sleep a lot less than usual. 

I sleep most of the day  [ or ]  I wake up 1 – 2 hours early and can’t get back to 

sleep. 

17.  0 I am no more irritable than usual. 

I am more irritable than usual. 

I am much more irritable than usual. 

I am irritable than all the time. 

18.  0 I have not experienced any change in my appetite. 

My appetite is somewhat less than usual  [ or ]  My appetite is somewhat greater 

than usual. 

My appetite is much less than usual  [ or ]  My appetite is much greater than 

usual. 

I have no appetite at all  [ or ]  I crave food all the time. 

19.  0 I can concentrate was well as ever.  

I can’t concentrate was well as usual.  

It’s hard to keep my mind on anything for very long.  

I find I can’t concentrate on anything. 

20.  0 I am no more tired or fatigued than usual.  

 1 I get more tired or fatigued more easily than usual. 

 2 I am too tired or fatigued to do a lot of the things I used to do. 

 3 I am too tired or fatigued to do most of the things I used to do. 
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21.  0 I have not noticed any recent change in my interest in sex. 

I am less interested in sex than I used to be.  

I am much less interested in sex now.  

I have lost interest in sex completely. 

Beck Depression Inventory® (BDI®) and Beck Depression Inventory®−II (BDI®-II) 

Simulated Items 

Unhappiness 

I do not feel unhappy. 

I feel unhappy. 

I am unhappy. 

I am so unhappy that I can’t stand it. 

Changes in Activity Level 

I have not experienced any change in activity level. 

1a       I am somewhat more active than usual. 

1b        I am somewhat less active than usual. 

2a        I am a lot more active than usual. 

2b        I am a lot less active than usual. 

3a       I am not active most of the day. 

3b       I am active all of the day. 

Simulated Items similar to those in the Beck Depression Inventory.  Copyright © 1978 

NCS Pearson, Inc. Reproduced with permission. All rights reserved 

Simulated Items similar to those in the Beck Depression Inventory−II.  Copyright © 1996 

NCS Pearson, Inc. Reproduced with permission. All rights reserved.  
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Beck Depression Inventory and BDI are trademarks, in the US and/or other countries, of 

Pearson Education, Inc. or its affiliates. 

Information concerning the BDI®-II is available from: 

NCS Pearson, Inc. 

Attn:  Customer Service 

19500 Bulverde Road, Suite 201 

San Antonio, TX  78259 

Phone:  (800-627-7271 

Fax: (800) 232-1223 

Web site:  http://www.pearsonclinical.com/psychology/products/100000159/beck-

depression-inventoryii-bdi-ii.html?origsearchtext=BDI-II   

Email: clinicalcustomersupport@pearson.com   

  

http://www.pearsonclinical.com/psychology/products/100000159/beck-depression-inventoryii-bdi-ii.html?origsearchtext=BDI-II
http://www.pearsonclinical.com/psychology/products/100000159/beck-depression-inventoryii-bdi-ii.html?origsearchtext=BDI-II
mailto:clinicalcustomersupport@pearson.com
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Appendix M: Patient Health Questionnaire-2 
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Patient Health Questionnaire-2 (PHQ-2) 

The PHQ-2 inquiries about the frequency of depressed mood and anhedonia 

over the past two weeks. The PHQ-2 includes the first two items of the PHQ-9. 

The purpose of the PHQ-2 is to screen for depression in a “first-step” approach. 

Patients who screen positive should be further evaluated with the PHQ-9 to 

determine whether they meet criteria for a depressive disorder.  

Over the LAST 2 WEEKS, how often have you been bothered by the following 

problems? 

Not at all 

Several days 

More than half the days 

Nearly every day 

1. Little interest or pleasure in doing things 

0 

+1 

+2 

+3 

2. Feeling down, depressed or hopeless 

0 

+1 

+2 

+3 

PHQ-2 score obtained by adding score for each question (total points) 
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Interpretation: 

A PHQ-2 score ranges from 0-6. The authors identified a score of 3 as the 

optimal cutpoint when using the PHQ-2 to screen for depression. 

If the score is 3 or greater, major depressive disorder is likely. 

Patients who screen positive should be further evaluated with the PHQ-9, other 

diagnostic instruments, or direct interview to determine whether they meet criteria for a 

depressive disorder. 

 

Any Depressive Disorder (18% Prevalence) 

Major Depressive Disorder (7% Prevalence) 

PHQ-2 

Score 

Sensitiv

ity 

Specific

ity 
Positive Predictive Value (PPV*) 

1 97.6 59.2 15.4 

2 92.7 73.7 21.1 

3 82.9 90.0 38.4 

4 73.2 93.3 45.4 

5 53.7 96.8 56.4 

6 26.8 99.4 78.6 

https://www.hiv.uw.edu/page/mental-health-screening/phq-9


 COMBINED SCALP AND AURICULAR ACUPUNCTURE FOR DEPRESSION  181 

PHQ-2 

Score 

Sensitiv

ity 

Specific

ity 
Positive Predictive Value (PPV*) 

1 90.6 65.4 36.9 

2 82.1 80.4 48.3 

3 62.3 95.4 75.0 

4 50.9 97.9 81.2 

5 31.1 98.7 84.6 

6 12.3 99.8 92.9 

Notes: 

*Because the PPV varies with the prevalence of depression, the PPV will be 

higher in settings with a higher prevalence of depression and lower in settings with a 

lower prevalence. 

Sources 

Kroenke K, Spitzer RL, Williams JB. The Patient Health Questionnaire-2: Validity 

of a Two-Item Depression Screener. Medical Care. 2003;41:1284-92. 

Developed by Drs. R.L. Spitzer, J.B. Williams, K. Kroenke and colleagues with an 

educational grant from Pfizer, Inc. No permission required to reproduce, translate, 

display or distribute.  
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Appendix N: Patient Health Questionnaire-9  
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Appendix O: Participant Medical History Form 
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Offices of James Orr, L.Ac. 

Today’s Date:  _______________________ 

Patient’s Name: _______________________ 

Date of Birth:  _______________________ 

Reason for visit today:   IRB Approved Study -  

 “The effects of cranial acupuncture on biomarkers and symptoms of depression” 

Allergies: (Medication/ Food, indicate reaction):  ____  No Know Allergies 

___________________________________ - ___________________________________ 

___________________________________ - ___________________________________ 

___________________________________ - ___________________________________ 

Medication List: (Please list Name/ Dose/ Frequency/ When began)   ___  None 

_______________________________________________________________________ 

_______________________________________________________________________ 

_______________________________________________________________________ 

_______________________________________________________________________ 

_______________________________________________________________________ 

Family History: 

Father:  

 ________________________________________________________________________

 ________________________________________________________________________ 

Mother: 

 ________________________________________________________________________

 ________________________________________________________________________ 
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Brother: 

 ________________________________________________________________________

 ________________________________________________________________________ 

Sister:  

 ________________________________________________________________________

 ________________________________________________________________________ 

Paternal Grandfather:

 ________________________________________________________________________

 ________________________________________________________________________ 

Paternal Grandmother: 

 ________________________________________________________________________

 ________________________________________________________________________ 

Maternal Grandfather: 

 ________________________________________________________________________

 ________________________________________________________________________ 

Maternal Grandmother: 

 ________________________________________________________________________

 ________________________________________________________________________ 

Other:   

 ________________________________________________________________________ 

_______________________________________________________________________ 

Habits:   Indicate the type, quantity and frequency.  (Say “NA” if it does not apply) 

If formerly used, indicate “Former”, how often/ type/ quantity used when used; when quit 
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Caffeine:   

 Alcohol 

Marijuana/ Cannabis Products 

Recreational Drugs (including non-prescribed pharmaceuticals.  

Social History: 

Exercise: (type/ how often) 

Work: Employed – Current Occupation 

Unemployed/ Retired/ Disabled 

Former Occupation  

Past Surgical History (indicate date):   

___ None 

e.g. cataracts, LASIK, tonsillectomy, thyroidectomy, adenoidectomy, coronary bypass, 

cardiac stent, pacemaker, heart valve, gall bladder, appendectomy, bowel/stomach resection, 

hemorrhoidectomy, bariatric surgery, hysterectomy, endoscopy, colonoscopy, hernia, spinal 

surgery, tubal ligation, bladder surgery, prostate surgery/ resection, C-section, orthopedic/ joint/ 

other: 

________________________________________________________________________ 

________________________________________________________________________

 ________________________________________________________________________ 

________________________________________________________________________ 

________________________________________________________________________ 

________________________________________________________________________ 

________________________________________________________________________ 
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________________________________________________________________________ 

Past Medical History: 

Head Aches  

 ______________________________________________________ 

Stroke    

 ______________________________________________________ 

Seizures  

 ______________________________________________________ 

Pneumonia  

 ______________________________________________________ 

Diabetes (Type 1 or 2) 

_____________________________________________________ 

Thyroid Disease 

 ______________________________________________________ 

Glaucoma  

 ______________________________________________________ 

Macular Degeneration 

 ______________________________________________________ 

Hearing Loss  

 ______________________________________________________ 

High Blood Pressure 

 ______________________________________________________ 
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Blood Clots (Pulm./ DVT)

 ______________________________________________________ 

Heart Burn/ Reflux 

 ______________________________________________________ 

Stomach Ulcers 

 ______________________________________________________ 

Heart Disease/ Coronary Disease

 ______________________________________________________ 

MI/ Heart Failure  

______________________________________________________ 

Atrial Fibrillation  

______________________________________________________ 

Angina  

______________________________________________________   

Valve Disorder  

______________________________________________________ _ 

High Cholesterol 

 ______________________________________________________ 

Gastrointestinal Bleeding

 ______________________________________________________ 

Hepatitis (A, B, C) 

 ______________________________________________________ 
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HIV/ AIDS  

 ______________________________________________________ 

Chronic Wounds 

 ______________________________________________________ 

Cancer (type)  

 ______________________________________________________ 

Urinary Tract Infections

 ______________________________________________________ 

Incontinence  

 ______________________________________________________ 

Kidney Stones  

 ______________________________________________________ 

COPD (emphys/ Bronchitis)

 ______________________________________________________ 

Asthma  

 ______________________________________________________ 

Depression  

 ______________________________________________________ 

Bipolar Disorder 

 ______________________________________________________ 

Anxiety  

 ______________________________________________________ 
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Fibromyalgia  

 ______________________________________________________ 

Chronic Fatigue Syndrome

 ______________________________________________________ 

Arthritis  

 ______________________________________________________ 

Gout    

 ______________________________________________________ 

Osteoporosis  

 ______________________________________________________ 

Prostate Disease 

 ______________________________________________________ 

Breast Disease  

 ______________________________________________________ 

Erectile Dysfunction 

 ______________________________________________________ 

Other    

 ______________________________________________________ 

Review of Systems 

Indicate if within the past 6 months and/or today 

Constitutional/ Endocrine:      Cardiac: 

Fever       Chest Pain 

Chills       Palpitations  
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Weakness/ Fatigue     Irregular Heartbeat 

Weight Loss      Exercise Intolerance 

Weight Gain      Leg swelling 

Insomnia      Other: 

Snoring 

Excessive Thirst 

Excessive Urination     Respiratory: 

Cold Intolerance     Persistent Cough 

Heat Intolerance     Coughing up blood 

Other:        Shortness of Breath 

       Wheezing 

HEENT:      Difficulty breathing lying flat 

Sore Throat       Other: 

Stiff Neck 

Change in voice     Skin: 

Sinus Drainage     Hives/ Rashes 

Sinus Headache     Skin discoloration 

Nose Bleeds      Lesions/ moles/ warts 

Ear ache/ drainage     Ulcers 

Hearing Loss      Itching 

Ringing in the ears     Nail Problems 

Blurred/ Loss of Vision    Unusual Hair Loss 

Wear glasses or contacts    Easy Bruising 
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Itchy/ watery eyes     Other:  

Dental Problems 

Other:       

       Psych: 

       Depressed Mood 

Gastrointestinal:     Suicidal Thoughts/ Plans 

Nausea/ Vomiting     Agitation/ Irritability 

Difficulty swallowing     Insomnia 

Hemorrhoids      Anxiety 

Diarrhea      Frequent Crying Spells 

Constipation      Other: 

Bloody or Black Stools 

Abdominal pain      

Heartburn/ indigestion 

Frequent use of laxatives 

Other: 

Urinary: 

Pain or burning w/ urination 

Frequent urination day/night 

Blood in urine/ dark urine 

Incontinence 

Slow Starting or stopping urine 
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Genital/ Sex Organs: 

Penile Discharge 

Testicular lump/ pain 

Breast pain 

Breast discharge/ lump 

Painful intercourse 

Lack of Sexual Desire 

Problems with performance 

Other:  

Female Reproductive: 

Hot Flashes 

Bleeding after menopause 

Excessive menstrual bleeding 

Unusual Vaginal discharge 

Menstrual pain/ cramps 

Spotting between periods 

Other:  

Musculoskeletal:      

Joint pain or stiffness      

Joint Swelling       

Muscle Weakness      

Back Pain       

Muscle Spasms/ Cramps     
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Falling        

Other             

Neurological: 

Frequent Headache      

Seizures 

Syncope (fainting) 

Limb Weakness 

Dizziness 

Difficulty Swallowing 

Balance Issues 

Tremors 

Rigidity 

Other: 
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Appendix P: Intake Form 
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Current Presentation/ Vital Information 

Today’s Date: _________   Phase #  1 2 3     

Patients Name/ Identifier: _________________________________________________ 

Body Temperature _________ 

Blood Pressure _________  Blood O2 _________ 

Weight   _________  Height  _________ 

Waist Measurement ______Hip Measurement______BMI _________ 

TONGUE: 

Size/ Shape:  

Color:  

Coating:  

Markings: 

PULSE: 

Overall:  

LEFT: Cun    Guan    Chi 

 Superficial  

 Deep 

RIGHT: Cun    Guan    Chi 

 Superficial  

 Deep 

Current Presentations: Things That are Done to Improve Symptoms 

Mood/ Thoughts/ Mental Focus: 
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Sleep: (Hours/ Time/ Falling asleep/ staying asleep)  

 

Energy/ Fatigue: 

 

Appetite: (too much/ too little) 

 

Digestion: 

 

Bowel Function: 

 

Sexual Desire/ Function: 

 

Body Aches/ Pains: 

 

Other:  
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Appendix Q: Treatment Tracking Chart 
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Treatment Tracking Chart 

Today’s Date:       Participant Identifier:  _______ 

Treatment Week #:  1  2  3  4  5  6  7  8   Treatment #    _______ 

PHQ-9:  Week # 1  3  5  7       score:    _______ 

Points:  Du 20; Foot Motor Sensory Area; Head Area (Du 24); Yintang, Stomach Area  

 (GB15)– left side;  GB 13- left side; Speech 3 (GB- 8/9) – bilateral, NADA – bilateral  

Directions: After insertion of all needles, stimulate the FMSA by twirling method 200 

rotations per minute, for 60 seconds every. Repeat after a 10-minute break for a total of 3 

stimulation and rest periods After the third stimulation period remove all needles.  

Pre-treatment Notes/ Subjective/ Objective: 

________________________________________________________________________ 

________________________________________________________________________ 

Post-treatment notes/ Subjective/ Objective:  

________________________________________________________________________ 

________________________________________________________________________ 

Other Notes:  Remind participant to journal.  
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Appendix R: Journal Guidelines 
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Journal Guidelines 

“The effects of cranial acupuncture on biomarkers and symptoms of depression.” 

 

Make entries weekly. Your entries will be photocopied during your treatments. 

Date and time your entries 

General Guidelines of Journaling:    

How are you feeling today?   

How are you feeling since last treatment? 

 

Types of notes might include: 

Mood changes and symptoms 

Mental state/ clarity 

Physical symptoms including pain, energy, digestion, sleep 

Ability to perform or engage in everyday activities 

Social and work relationships; work/ life balance 

Ease or Enjoyment of life activities and relationship 

 

First Entry to Start: Quickly describe your depression symptoms 

When it began?  

How often it occurs? In what circumstance? 

What makes it worse? What makes it better? 

Treatment Protocol: Points and Directions 
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Appendix S: Treatment Protocol/ Combination of Scalp and Auricular Points for the 

Treatment of Depression 
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Scalp 

Points 

Auricular 

Points 

Needle 

Length 

Needle 

Direction 

Needle Angle Stimulation  

Du-20 

 

 25mm posterior 15-20 

degrees 

penetrating 

none  

FMSA 

 

 40mm posterior 15-20 

degrees 

penetrating 

200 

rotation/minute 

 

Yintang 

 

 25mm anterior  none  

Head 

Area 

 

 25mm anterior 15-20 

degrees 

penetrating 

none  

Stomach 

Line: left 

 25mm anterior 15-20 

degrees 

penetrating 

none  

GB-13 

left 

 25mm anterior 15-20 

degrees 

penetrating 

none  

Speech 3 

bilateral 

 40mm posterior 15-20 

degrees 

penetrating 

none  



 COMBINED SCALP AND AURICULAR ACUPUNCTURE FOR DEPRESSION  206 

 
Sympathetic 

 

15mm anterior perpendicular 

to skin 

one rotation on 

insertion 

EAR 

 
Shenmen 

 

15mm toward 

cranium 

perpendicular 

to skin 

one rotation on 

insertion 

EAR 

 
Kidney 

 

15mm upward perpendicular 

to skin 

one rotation on 

insertion 

EAR 

 
Liver 

 

15mm outward perpendicular 

to skin 

one rotation on 

insertion 

EAR 

 
Lung 

 

15mm Toward 

cranium 

perpendicular 

to skin 

one rotation on 

insertion 

EAR 

***Gauge of all needles is .22mm  

Directions:  

After all needles are inserted, stimulate the FMS line with twirling rotation of 200 

rotations per minute for 60 seconds. This is one of three stimulation periods. Use a digital 

stop watch.  

Allow patient to rest for 10 minutes. Use a digital stop watch.  

#2 Stimulation period.  

#2 Rest period. 

#3 Stimulation period 

#3 Rest period. 

Remove needles.  
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Course of Treatment:  

A course of treatment is 20 treatments in the span of 8-weeks.   

A minimum of 2 treatments per week; a maximum of 3 treatments per week. 

No treatments on consecutive days.  
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Appendix T:  Summary Reports 
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Participant 1B 

64-years old; white, gay male, HIV-, partnered, retired, financially secure.   

Incoming Diagnosis: None recent. Depression diagnosis in 1995.  

Mental Health History: First therapy was at 15-years old. Group therapies at 35-years 

old; private 40-55 years old. Depression began after his mother died 23-years ago. Diagnosed 

once with bi-polar disorder, but it was later retracted.  

Childhood. Nothing specific stated. No trauma reported.  

Comorbid Illnesses: Asthma; COPD; Snoring/ CPAP machine; Eczema; Restless Leg 

 Syndrome (since age 11) ; Night time sleep seizures 

Illness History: Headache (MRI showed negative) Diverticulosis (hospitalized twice) 

 Initial Intake Vital Signs:138/81; BMP: 52; O2: 96;  BMI: 40.9: Temp: 98.7 

Medications: 

 Alprazolam (Xanax 1mg. / night; occasionally .5 or 2mg. as needed) 

 Clonazepam (panic; nightmares. .5mg/ day) 10 years ongoing 

 Claritin 

 Antacid 

 Breo Inhaler 

 Rescue Inhaler      

Past Medications or Treatments: 

 (2017) Gabapentin for RLS and depression. Didn’t help RLS and made anxiety  

  worse 

 (1995) Prozac, Xanax, Lithium 3-6 months, but stopped because how poorly they  

  made him feel. Felt fine when he stopped taking them.  
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Self-Medications: Marijuana (edible, occasional); alcohol (3-4/ week wine); caffeine 

 waivers   

Supplements: Green tea, flax,  

Psychological Assessment based on DSM-5 Criteria and Interview 

Baseline/ Phase 1:   Moderate Depression 

Post Intervention/ Phase 2: Did not meet criteria for depression 

Post 4-Week/ Phase 3:  Did not meet criteria for depression 

 

Figure 22: BDI scores1B 

 

Figure 23: PHQ-9 scores 1B 

0

20

40

Baseline/ Phase 1 Post Intervention/ Phase 2 Post 4-Week/ Phase 3

Beck Depression Inventory

Participant: 1B

0

10

20

30

Baseline/ Week 1 Week 3/
Intervention

Week 5/
Intervention

Week 7/
Intervention

Post Intervention/
Week 9/

4-Week Post

Patient Health Questionnaire--9

PHQ-9 10 x Symptom Severity/ Impact
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Figure 24: cortisol levels 1B 

 

Figure 25: CRP levels 1B 

Subject 1-B: Subjective/ Objective and Journal Notes 

Treatment # 
PHQ Score Severity Subjective Objective Journal 

1 

03/20/18 

18  Very difficult Very stressed; 

property purchase. 

Asks for coffee. 

“Usually takes 4 hrs. 

to wake”. Tx. ONLY 

time in his life he sat 

in quiet for 30 

minutes 

Body and vocal 

relaxation after 

treatment. 

 

Sl. headache 

Scalp tingling 

Comfort in legs going 

to sleep that night 

2 

03/22 

  RLS better. Legs feel 

like “normal limb”. 

Reports H.A. 

 Tingling; some H.A. 

0

10

20

Baseline/ Phase 1 Post Intervention/ Phase 2 Post 4-Week/ Phase 3

Cortisol

Participant: 1B

0

1

2

3

4

Baseline/ Phase 1 Post Intervention/ Phase 2 Post 4-Week Intervention

C-reactive Protein

Participant 1B
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3 

03/26 

  Life stressors. H.A. 

upon insertion. No 

H.A. after. “So 

relaxing!” 

Pain with insertion 

Reinserted no pain. 

Several points 

bleed. 

H.A.; no appetite. 

Some despair 

Next day: UP beat. 

Energetic. Long walk. 

Good Concentration  

4 

03/28 

   Patient forgetful. 

Tender insertion/ 

reinsert no pain 

Nervous. Difficult 

comprehending.  

5 

03/31 

  Feeling positivity in 

life. Body becomes 

very relaxed with 

needles in. “Sessions 

make me urinate” 

 Drove home relaxed, 

calm.  

Midnight headache 

Next day: felt good. 

Motivated 

6 

04/03 

7 Somewhat difficult Anxious. FMS feels 

“wash of relief”. 

Going to bed earlier 

 After treatment 

Relaxed. Upbeat.  

7 

04/05 

  Yesterday; tired. 

Foggy. Today: clear, 

energized Treatments 

get him outside.  

 Finished taxes early for 

the first time in 3 

years. 

8 

04/07 

  Poor sleep. Nervous. 

Took Xanax, pot, 

wine 

  

9 

04/09 

  No longer afraid of 

needles. 

Despite stressors/ 

traffic/ escrow, 

appears calmer than 

usual 

04/11 – “alert” 

“motivated” 

 

10 

04/12 

  .   04/13 Acupuncture is 

Peaceful meditation 

11 

04/15 

  Tired. Sleep always a 

challenge. 3-4 hrs. 

 . 

12 
1 Not difficult Yesterday: Breathing 

“emergency” 

 04/18 depressed. 

Dejected. Agitated.  
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04/17 Pulmonologist.  

“Treatments make me 

a believer.” 

13 

04/19 

  “Do your magic.” “on 

the verge of a  

depression spiral” 

 Woke up down. Low 

energy. Calmed after tx 

H.A evening.  

14 

04/25 

  Verbalized the love of 

his partner.  

 Socializing  w friends 

and  family. Anxious 

but upbeat.  

15 

04/27 

  “ I am surprised how 

calm I am.” 

Appears upbeat, 

focused, present 

Unexpected party and 

good times 

16 

04/29 

  “Feeling too good for 

my own good” 

  

17 

05/01 

3 Not difficult 

(sleep/ energy) 

Group therapy not 

meeting his needs. 

 Real estate frustration 

03/05 Headaches 

18 

05/04 

  “This will be a good 

test. I am stressed. 

Could be my blood 

pressures.” 

Flushed. Red Face. 

Head is warm to the 

touch 

Tired.  Treatments help 

relax.  

05/05 Good day 

19 

05/07 

  When needles 

inserted: “My 

problems melt away.” 

 05/06 felt depressed, 

down day with partner 

20 

05/09 

    Mediation; breathing 

during tx. 

Mild H.A. after 
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Figure 26: Subjective, objective, journal notes 1B 

 

Self-medication not changed over the course of the study.  

  

Phase 3 

6/8/18 

5 Not difficult 1 week after tx. Had 

despair. 

“Abandonment 

issues tx/ 

partner/house 

purchase.  Travelled 

past 30 days. Severe 

joint swelling flare 

up. Doctor 

concerned. Ordered 

full panel and 

referral to 

rheumatologist.  

SOB..  
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Participant 2B 

54-years old; white, gay male, HIV-, single, part-time, semi-employed Night time Uber 

driver now/ outside field of study. Financial worry.  

Incoming Diagnosis: No diagnosis. Self-described severe depression for 5-years “when 

thyroid stopped working”; Suicidal thought but no plans. “Never serious about it but I do think 

about it.” Has never told anyone, even his doctors or friends. Won’t take meds. Doesn’t  believe 

in them. Believes they are band aids and eating and exercise is the answer.  

Mental Health History: Anxiety. In therapy as a child. Psychotherapy in 2012 for 6-

months after a break up.  

Childhood: Trauma. Broken family. Father/ brother suicide. Mother physically and 

emotional abusive (knife, threats); Mothers boyfriend physically abusive. Left home at 16-years 

old. Hasn’t seen family since or has ever met his father’s family.  

Comorbid Illnesses: Hypothyroidism (2013); High Blood Pressure; Pre-diabetic. uses 

handicap placard b/c of double knee deterioration; Insomnia/ Snoring; Fatigue 

Illness History:  

(2017) Torn bicep reattached 

Periodontal Disease: bacterial infection, gum resection, jaw scraped, bone transfer from  

 hip 

(2017) Bicep post-op pneumonia 

Bronchitis 3 Winters in a Row  

Initial Intake Vital Signs: left- 134/93, right– 153/100; BMP: 80; O2: 94;  BMI: 40.5: 

Temp: 98.9 
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Medications:  

 Armour (280mg. 1/day) 

 Testosterone (.3 2/week) 

 PrEP (occasional) 

 Blood Pressure Meds (stopped on his own before the study began)    

Past Medications or Treatments:  

 Anxiety/ Panic Study: received placebo 

 Rare drug use. Caffeine; “sports” drinks 

Self-Medications: Cannabis 

Self-Care: Now vegetarian/ vegan. Daily meditation. Self-help podcasts. No TV or radio. 

Music  (semiotics). Philosophical education and self-reflection.   

Supplements: Selenium iodine, multi, B-12, CoQ10, D-3, Chondroitin/glucosamine, 

Vitamin C.  

No Pain meds.    

Psychological Assessment based on DSM-5 Criteria and Interview 

Baseline/ Phase 1:   Conflicting 

    Moderate/ Severe Depression BDI 

    Mild Depression DSM-5, MSE 

Post Intervention/ Phase 2: Did not meet criteria for depression 

Post 4-Week/ Phase 3:  Did not meet criteria for depression 
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Figure 27: BDI scores 2B 

 

Figure 28: PHQ-9 scores 2B 

 

Figure 29: cortisol levels 2B 
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Figure 30: CRP levels 2B 

2-B: Subjective/ Objective and Journal Notes 

Treatment # 
PHQ Score Severity Subjective Objective Journal 

1 

3/20/18 

11 Very difficult Mentally good 

1st Acupuncture ever; 

Good meditation; 

felt energy move 

through body 

Some pain on 

insertion; reinserted/ 

no pain 

Depressed. Crying. 

Thyroid brought on 

depression/fatigue. 

Absence or work 

2 

3/24 

  With FMS feels 

energy move through 

his entire body  

 Fighting to stay 

awake. Can’t finish 

exercise Forced 

positive thinking. 

Day after: Laughed a 

lot! Felt Better. 2 

weeks of Headache 

are  gone 

3 

3/26 

  No soreness at 

needle sites  

Arrived eyes 

downcast. Left 

upbeat/ animated  

 

4 

3/29 

  Emotions up and 

down. “I’ve been 

beat up by this 

planet” 

  

0
0.2
0.4
0.6
0.8

1
1.2

Baseline/ Phase 1 Post Intervention/ Phase 2 Post 4-Week Intervention

C-reactive Protein

Participant 2B
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5 

3/31 

  Sweats easily.  Visible profuse 

sweating.  

“Depression is a 

choice.’ Moments of 

slipping back. 

Committed to 

pushing myself 

physically.  

6 

4/3 

5 Somewhat Difficult  Feeling a lot more 

energy.   

Bleeds more than 

typical. Appears 

hyper-energetic 

Thoughts during tx. 

Inspire changes. 

Feeling better.  

7 

4/5 

  “I feel I’m healing” 

So much energy. My 

drive is back.  

 Energy is up. Feeling 

happy again. 

8 

4/7 

  Feeling better and 

better. I thought I 

was dying. I can see 

the light again. 

 Desire to do things is 

up. “Moved out of 

darkness” 

9 

4/10 

  Joint swelling is 

gone.  Gained 9 lbs. 

in one week. 

 Some low days. Still 

fighting fatigue. 

Happier.  

10 

4/12 

  Thinking of going 

back for doctorate.  

 Applying to PhD. 

Feeling excited. 

Direction or Drive” 

“Obtainable” 

11 

4/14 

  Filling out doctoral 

admissions.  

 Every day feeling 

better. My body is 

healing. Dairy was 

making me sick. 

12 

4/17 

1 Not Difficult   Having a goal in life 

might be reason for 

depression.  

13 

4/19 

  Weight down 6 lbs. 

Feeling better and 

better 

 Mood is up. 

Consistently better. 

Happier.  

14 
  “Thyroid exhaustion  Sex urge back with a 
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4/24 is improving.’ vengeance. I didn’t 

realize it had been 

gone. No sad 

thoughts in a while! 

15 

4/26 

  Sex drive is back. 

Had been gone for 

months. Pushing 

himself at the gym.  

  

16 

4/28 

  Sex drive way up. 

“something is going 

on!” Work outs 

stronger. Muscles 

coming back.  

“Even my eczema is 

gone!” 

  

17 

5/1 

2.5  Not Difficult    

18 

5/3 

  “Dreading the 

insertion more each 

time”.  Feeling 

subsides when 

needles go in. 

  

19 

5/7 

  Took a Viagra. Had 

depression and 

thoughts for 4 hours.  

  

20 

5/9 

  Other than Viagra, 

haven’t had 

depression in 8 

weeks.  

  

 

Phase 3 

6/9/18 

0 Not difficult Mood hasn’t gone 

down in 30 days. 

Maybe better! 
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Someone has 

eliminated all 

negative thoughts. 

Back to gym. Energy 

high. “All 

inflammation is 

gone!” Back on 

THYROID MEDS. 

(stopped taking 30 

days ago.) 

 

Figure 31: subjective, objective, journal notes 2B 
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Participant 3B 

53-years old; white, gay male, HIV-, single, part-time, contract job; semi-employed. 

Financial worry.  

Incoming Diagnosis: None recently, but in (2003) was diagnosed with Depression and 

General Anxiety Disorder. Thinks about the topic of suicide but no plans or interest in doing it. 

No current psychiatric care, medical management, or psychotherapy.   

Mental Health History: Chronic anxiety. Saw counselor in the 4th grade for anxiety. No 

official diagnosis or medication. 2003 was a “bottom point”.  

Childhood: No trauma noted, but always felt an outsider.  

Comorbid Illnesses. Acid reflux, Insomnia. Chronic fatigue. Stress related HBP; 

Recurrent chronic headache due to scoliosis, neck and back pain. Eczema/ rash, jaw tension, 

stress. Irregular heartbeat. 

Illness History:  

 (1987) Non-Hodgkin’s Lymphoma. Chemotherapy (cytotoxin, prednisone,  

  oncovin, Adriamycin.  

 (1987) Found minor mitral valve prolapse. Does not see cardiologist 

 Hernia Surgery follow-up by 104 temperature and prostate infection. 

 Childhood anxiety came with stomach issues,  nausea, heartburn, occasional  

  diarrhea 

 (2016) Inguinal Hernia Surgery 

 (2016) Throat biopsy for non-Hodgkin’s came back clear 

 (2017) Upper G.I. test revealed esophageal irritation; flap dysfunction.  

Initial Intake Vital Signs: 122/81; BMP: 70; O2: 97;  BMI: 21.9: Temp: 98.0 
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Medications:  

 Alprazolam (.5mg as needed) 

 Flexeril (10mg. as needed) 

 PrEP, Propecia (just stopped), Migraine meds (unspecified, as needed). ibuprofen   

Past Medications or Treatments:  

 (2003) Diagnosed (G.P. and Psychiatrist) MDD/ GAD and prescribed Lexapro 

and Paxil. The worked for one-year. He stopped taking them when they stopped working.  

Self-Medications: Cannabis (smoke, vape), CBD, alcohol (4-5/week) 

Self-Care: Yoga  

Supplements: multivitamins, probiotics,   

Psychological Assessment based on DSM-5 Criteria and Interview 

Baseline/ Phase 1:   Severe Depression      

Post Intervention/ Phase 2: Did not meet criteria for depression 

Post 4-Week/ Phase 3:  Did not meet criteria for depression 

 

 

Figure 32: BDI scores 3B 
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Figure 33: PHQ-9 scores 3B 

 

 

Figure 34: cortisol levels 3B 

 

 

Figure 35: CRP level 3B 
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Subject 3-B: Subjective/ Objective and Journal Notes 

Treatment # 
PHQ Score Severity Subjective Objective Journal 

1 

03/22/18 

15 Very difficult  Pain on insertion and 

manipulation FMS, 

Yintang. Adjusted/ 

resolved 

 

After tx. Feel less 

exhausted 

 

 

2 

03./25 

  Prefers warmth  3/24: “bummed all 

day”. Forced himself 

grocery 

3 

03/27 

  “Oh god” 

anticipating 

insertion. Feel less 

horrible than when 

we began 

 3/26; less panicky 

than usual 

4 

03/29 

  No food yet. Only 

coffee. Poor sleep 

last night. Needles 

hurt more today 

Adjusted/ resolved. 

Skull shape irregular. 

Bony. Eczema 

“scar”. Challenging 

insertion 

3/28: Less 

exhausted. Still 

easily overwhelmed 

by projects 

5 

03/31 

  Evenness of energy 

now. “less 

exhausted.” Mood 

not worse/ not better. 

Meds to sleep 

Ate food before 

session. Less pain 

response 

Digestion, sleep 

issues unchanged. 

Measurably more 

consistent energy 

6 

04/02 

10 Very difficult    

7 

04/04 

    . 

8 

04/06 

  Better energy and 

attitude. 

Procrastination less. 

 Improved focus in 

meditation and work 

emails.  
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Easier to do things. 

9 

04/11 

  Easier to focus on 

meditations. Feeling 

Angry vs. 

Overwhelmed 

 Less overwhelmed. 

Sleep same: wake up 

around 4am 

10 

04/13 

  Stomach bothered by 

a meal. Back hurts – 

work related 

 Energy improving 

more; more even 

11 

04/15 

    Hesitant to say 

“feeling less 

hopeless” $$$ in 

mail. 

12 

04/18 

11 Somewhat difficult   Mood: Not great/ not 

sad. Not “enjoying” 

life. Still struggle/ 

little control 

13 

04/20 

  “I might be feeling 

better.” 

 .  

14 

04/22 

  Feeling crabby. 

Annoyed by events 

 A continuing shift 

from hopelessness to 

frustration and 

impatience 

15 

04/24 

  “There’s a shift in 

my baseline mood.” 

Yesterday a low day. 

 Subtle shift for 

better. Difficult to 

take action on 

problems/ loneliness 

16 

04/26 

  “This is working!” 

No longer thinking 

about suicide. Had 

depression last night 

– clarity this 

morning. Insight. 

Vision. A feeling of 

 Social Anxiety still 

but beat I myself up 

less. Beginning to 

picture success, 

happy future NEW. 

Feel more 

CONTROL. 
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the ability to do and 

accomplish it.  

Creating future.  

Despite ups/ downs, 

feeling CAPABLE 

17 

04/30 

9 Somewhat difficult “Feeling good is a 

new thing.” 

  

18 

05/03 

  “ Acupuncture 

definitely is having a 

positive effect.” 

Feeling more 

capable; not as 

depressed or 

hopeless. 

Procrastination is 

still an issue.  

 Ease of short-term 

daily goals. Large 

issues still 

overwhelming. 

Mood swings, but 

more hopeful. Still 

procrastinate on 

larger issues.  

19 

05/07 

  “I’m feeling a 

noticeable 

difference.” “I’m 

wondering what’s 

going to happen 

when it stops” 

 Self-esteem growing. 

Removed “social” 

apps. 

20 
  Still trouble staying 

focused during 

meditation or emails. 

But now attempts 

emails. “I’m getting 

more stuff done than 

I was before.”  

 More confidence; 

less anxiety past 2 

weeks. Sleep still 

issue  

 

Phase 3  5.5 Somewhat “Amazingly the 

effects have hung 

on.” 8 days ago had 

negative feelings. 

Life/ work 

 Effects holding! Can 

approach tasks. 

Better concentration. 

Even mood. Slight 

slip backward; not as 
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happening. 

Cancelled “social” 

apps.  

good as last week. 

Figure 36: subjective, objective, journal notes 3B  
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Participant 4B 

53-years old; white, gay male, HIV-, single, full-time self-employee 

Incoming Diagnosis: None. Claims depression symptoms are 6/10. Self-reports 

isolation/ fear of being alone. Lack of desire to socialize or clean.  Dreads sleeping  

Mental Health History: Self-reported anxiety. Couple’s therapy 20-years ago. Four 

years ago,  7-8 months of private Jungian therapy. Felt no benefit.  

Childhood: No trauma reported. 

Comorbid Illnesses: Insomnia. Snoring. Chronic sinus headaches; HBP;  

Illness History: Root canal (2); Acid  related to h. pylori lead to Colonoscopy/ 

endoscopy  (2017), with no pathological findings 

Other: Desire for companionship.  

Initial Intake Vital Signs: 149/98; BMP: 80; O2: 96;  BMI: 26.8: Temp: 98.4 

Medications:  

 Self-Medication: Alcohol (1-2 glasses wine/ week); Marijuana (smoke 2/ week; 

edible  1/month). Maybe a Viagra.  

Past Medications or Treatments:  

 (2017) Recent participation in a UCLA depression study using Wellbutrin and 

Vivitrol injection. The Wellbutrin was effective, but the “crash” was severe including nausea, 

tremendous fatigue, anxiety, unable to even get out of bed. The Vivitrol shot 

Noted: Has witnessed both his sisters, niece and nephews act on antidepressants 

 (Lexapro) and medications ( including Ambien) and has vowed never to take them.   

Supplements: chromium. Black cherry, celery seed.  
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Psychological Assessment based on DSM-5 Criteria and Interview 

Baseline/ Phase 1:   BDI Moderate Depression 

    ICD-10 criteria Mild to Moderate Depression 

Post Intervention/ Phase 2: Did not meet criteria for depression 

Post 4-Week/ Phase 3:  Did not meet criteria for depression 

 

Figure 37: BDI scores 4B 

 

Figure 38: PHQ-9 scores 4B 

 

Figures 39: cortisol levels 4B 
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Figure 40: CRP levels 4B 

Subject 4-B: Subjective/ Objective and Journal Notes 

Treatment # 
PHQ Score Severity Subjective Objective Journal 

1 

05/24/18 

6 Somewhat  difficult  Anxiety about 

needles. Rapid eye/ 

body movements 

 

Didn’t feel any 

difference 

 

2 

05./27 

  Restless sleep. Scalp 

tender 

Appeared tired; 

restless; fidget. 

Inserted needle off 

tender area. Told 

him to hydrate 

“Needle insertions 

kind of hurt” 

Felt relaxed today  

3 

05/29 

  Feel good. Unsure if 

Acu is the cause 

No scalp tenderness. 

Stim hurt. Altered 

stim. Flinches at 

needle insertion  

Feel calming.  

4 

05/31 

  No change. OTC to 

sleep. Slept better 

with partner. 

Noticeably calmer; 

Less sensitive to 

needles 

Feeling more 

motivated 

5 

06/03 

    Cleaned his closet 

6 
2 Not difficult Feeling better. 

“Something is 

Calm. Less sensitive, 

but still has some 

Dozed off during tx 

0.9

1

1.1

1.2
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Baseline/ Phase 1 Post Intervention/ Phase 2 Post 4-Week Intervention

C-reactive Protein

Participant 4B
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06/07 happening.” 

Has a date tonight! 

NEW 

pain. Speech 3 most.  

After 3rd stim, 

subject asleep. First 

time 

7 

06/09 

  Better. Planning a 

social event. Asking 

friends to go. NEW. 

Had “sleep over” 

Poor sleep.  

Insertion sensitive. 

Stim was ok.  

Dozed off during tx. 

Felt very relaxed. 

8 

06/12 

  “I DO feel 

different.” Feels 

body relax when 

Yintang insert. . 

Sensitivity to needles 

less and less 

Seems to be 

working. More 

motivation.  

9 

06/14 

  NO sleeping pills 

past few days. Feels 

tired at bedtime. 

Feeling less 

overwhelmed 

 Definitely feeling 

more relaxed 

10 

06/19 

  Poor motivation this 

week. Phone call 

with ex 

 Sleep same but 

waking with more 

energy. Head sore 

11 

06/22 

2 Not difficult   Not have the “lows 

and downs points 

like I used to.” 

12 

06/25 

  Not depressed.   I don’t dislike people 

as much.  

13 

06/28 

  Top of head sore to 

the point of needing 

ice. Strong relaxation 

from needles 

Sore spot was near, 

but not at needle site. 

Subject 1 hour late. 

Consistently late 

.  

14 

07/01 

  Head still sore. Pain 

of needle insertion 

worth the relaxation. 

Distinct bony ridges 

in scalp 
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15 

07/03 

  “Last tx. Acted like a 

Rx sedative” 

Working a lot. 

Sleeping a lot last 

night.  

  

16 

07/05 

2 Not difficult Very busy. 

Definitely feeling 

something with acu.  

Needles hardly 

sensitive. 

“Too busy to write.”  

17 

07/07 

  Poor sleep last night. 

Heat wave.  

Compliance issue. 

No Show. 

Rescheduled. No 

needle sensitivity.   

 

18 

07/10 

  Good mood. “I don’t 

seem to hate people 

as much.” “I usually 

avoid people.” This 

week went to 

neighbors to say 

hello.  

Slept well.  

  

19 

07/12 

  “I do feel pretty 

good.“ 

  

20 

07/17 

  “more confidence in 

general” 

Becomes very 

peaceful during tx. 

 

 

Phase 3    Started dating 

someone.  

BP 150/86. 

Recommended 

doctor  

. 

Figure 41: subjective, objective, journal notes 4B  
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Participant 3A 

34-years old; white, heterosexual male, HIV-, single, irregular part-time work outside his 

educational field/ semi-employed. 

Incoming Diagnosis: Severe Major Depression 12 years. Thoughts of suicide daily.  

Mental Health History: In therapy since 8-years old. Anxiety since 8-years old.  

Claimed to be in therapy to me; claimed not to be in therapy to Shane Bruce, LMFT. 

Childhood: In fights as child. Bullied. Teacher was abusive.  Otherwise, no abuse.  

Comorbid Illnesses: Active alcoholic; including binge drinking. Minor hand tremors. No 

dental  work in 4 years.  

Illness History:  

 (2007) Systemic antibiotic resistant staph infection. 

 (2010-11) Alcohol rehab. Sober for 1 year.   

 (2005) Mononucleosis 

Other: “Not social. Not good at meeting people. Desperately poor.” “No sex for 7 years.” 

Initial Exam Vital Signs: 120/82; BPM: 75; O2: 95;  BMI: 31: Temp: 98.4 

Medications: 

 Pristiq (50 mg. extended release 1/ day) 

 Wellbutrin (300mg. 1/ day). Some effect at first. Not so much now.  

 Effexor. Stopped during the study and replaced with  

 Latuda (40mg.) Began 6 treatments into the study.  

Past Medication/ Not currently taking: 

 Naltrexone (off and on use. Depends in part to insurance paying.) 

 Ritalin: began at age 9 years-old 
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 Dexedrine: Stopped both of the them in college  

Self-Medication:  

 Marijuana as needed.  Alcohol.   

Supplements: none reported 

Psychological Assessment based on DSM-5 Criteria and Interview 

Baseline/ Phase 1:   Moderate/ Severe Depression 

Post Intervention/ Phase 2: Did not meet criteria for depression 

Post 4-Week/ Phase 3:  Did not meet criteria for depression 

 

Figure 42: BDI scores 3A 

 

Figure 43: PHQ-9 scores 3A  
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Figure 44: cortisol levels 3A 

 

Figure 45: CRP levels 3A 

 

Event: Started a new medication, Latuda (40mg./ day at 9am)  just before treatment #7 

around 06/12/18. He became severely exhausted and could not function at work. I recommended 

he speak with his psychiatrist, who had him take medication before bed. This helped with sleep 

and daily functioning.  

Subject 3-A: Subjective/ Objective and Journal Notes 

Treatment # 
PHQ Score Severity Subjective Objective Journal 

1 

05/26/18 

10 Somewhat  

difficult 

Never had acu 

before. 1st tx. Last 

night drunken 

fight. Face hurts.  

Moves very slowly. 

Low voice. Downcast 

eyes. Swollen lip. No 

needle sensitivity. 

 

“I hate myself.” “Miserable 

drunk” “Failed everything” 

“No dentist in 5 years.” “No 
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“I’m pretty tired.” 

PHQ said “no 

fatigue.” 

sex in 7 years.” “ I hate 

humanity.” “I want to be 

dead.” 

2 

05/29 

  Depression bad 

yesterday. Binge 

drank. Low 

energy. Since 

childhood no 

period of 

happiness ever. 

Hyposensitivity  

“Even back to my childhood 

I’ve never truly been 

happy. ”I’ve never been hurt 

or truly suffered.”  

3 

05/31 

  Tired. Alternates 

“sobriety/ binge”. 

Getting punched 

was a wakeup call. 

Affect is lighter. He 

smiled and laughed; 

engaged 

“Disoriented after tx. I guess 

my mood’s better.” “Less 

suicidal.” 

4 

06/02 

  Uses journal as 

therapy to avoid 

writing his father. 

No drinking 

yesterday. Slept 

well 

Yawning. Fidgeting. 

Engaging.  

“More sore than usual after 

tx.” 

“BIG BINGE”. 

5 

06/07 

  Suicide reference. 

Work situation 

changes 

motivation.  

Becoming more verbal. 

Note: body odor/ 

unclean 

“Not as much shame or 

depression after this binge.” 

Mood stable. “Not happy, 

but not miserable”. 

Acupuncture more painful 

today.  

6 

06/09 

7 Somewhat 

difficult 

Drank a lot. Hasn’t 

worked.  

Down cast eyes. 

Monotone. Quick to 

jump off table at end. 

Mood remains stable. 

7 

06/12 

  “I don’t know 

what’s up.” “Just 

kinda zonked.” 

Started NEW 

MEDS.  

LATUDA 

Appeared exhausted. 

Flat affect. Downcast 

eyes. I left message for 

psychiatrist re: meds 

Been really low energy.  
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40mg/1/day 9am 

8 

06/14 

  Energy very low. 

Hard to keep eyes 

open at work. 

Naps daily 

Recommend he speak 

with DR. 

Therapist says to work on 

hygiene.  

9 

06/19 

  “Haven’t killed 

myself b/c save 

parents pain.” 

Drinking up/down. 

“I’m depressed 

regardless.” 

Voice: Low, gravel. 

Affect low, flat. Recent 

fatigue appears to be a 

back step. 

Drinking tapping into anger.  

10 

06/21 

  Slept 9 hrs. last 

night. No drink 

yesterday. 

Discussed seeing a 

movie.  

Walked in with a 

SMILE. He laughed 

when talking about 

movie 

I wish I didn’t need to spend 

so much money to be happy. 

Movies, bars.   

11 

06/23 

6 Somewhat 

difficult 

More naps helps 

with energy. 

Thursday was 

good: “8 hours out 

of my head.” 

“Getting things 

done.” “Talking to 

others.”  

  

12 

06/26 

  “I guess things a 

better than 1 

month ago.” 

Worked 8-hour 

shift.  

Appeared happy. Slept 

during session. 1st time. 

Very relaxed.  

Catering dropping off.  

13 

06/28 

  “Doing pretty 

good”. But “what 

would it take to 

not be me 

anymore?” “50 

 .  
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more years of 

this?” 

14 

06/30 

  Psychologist 1 per 

week Psychiatrist 

1/month. 

Appears to sleep 

during sessions 

Can’t make rent. Panicking.   

15 

07/03 

  Barely made rent. 

Drunken house 

party. “I’m going 

to be stuck in this 

the rest of my 

life.” 

Acu feels relaxed, 

but no lasting 

change. 

 Still rent anxiety.  I guess 

my mood is generally better. 

I drink a lot.  

I’m drunk again. “Fat. Ugly. 

Stupid. Me. ”NEVER 

DRINK AGAIN” 

16 

07/07 

6 Somewhat  

difficult 

Binge last night. 

Became depressed. 

Body image. Used 

rent money. 

 Acupuncture more painful 

than usual.   

17 

07/10 

  Doesn’t feel 

different. .  

NOW TAKING 

LATUDA 

BEFORE BED 

Affect is bright; lyrical 

voice; animated eye 

contact. Laughed.   

 

18 

07/12 

  “Regular beer 

intake 98 oz/ night  

  

19 

07/14 

  Split 6-pack with a 

friend. Feels better 

mood 

 I guess I’m doing better. 

People at job liked me. I got 

a job, went on 

Latuda. ”Borrowed $1,000 

from dad”.  

I doubt I will continue 

acupuncture after this. Too 

much of a time 

commitment.” 
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20 

07/19 

  Working steadily. 

Slept 8 hours. “I 

should probably 

go back on the 

naltrexone”     

 Post Intervention: “26 to 11. 

Bullshit. I must have been 

lying.”. Nothings’ working.  

 

Phase 3    Less miserable but 

can’t’ say I’m happy. 

Met a girl. Spending 

more time outside 

the house. Definitely 

notice hopelessness 

is less. Has been 

avoiding his family. 

Thoughts of suicide 

are less. Started 

taking Naltrexone. 

Going to the gym.  

 Still drinking. Still 

prone to mood 

swings. I spend 

every waking 

moment wish I was 

dead.  

 

10 on the BDI again.  

That feels 

ridiculously low. I 

mean I guess things 

are less intense? 

Figure 46: subjective, objective, journal notes 3A 
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Participant 4A 

52-years old; white, gay male, HIV+, single, on disability 

Incoming Diagnosis: Chronic Severe Major Treatment-resistant  (TRD) Depression  

Mental Health History: Depression began 20 years old. Cancer worsened it. 9 years 

same therapist. EMDR, CBT; varied Psychiatrists over past 9 years.  

Childhood: Severe trauma and abuse; Mother – physical, emotional, sexual, neglect. 

“grandfather was crazy”. Mother left for weeks at a time. “She was too violent to be a pot 

smoker.” 

Comorbid Illnesses: Severe, chronic pain and neuropathy residual from cancer, 

chemotherapy, necrosis and reconstruction surgeries and cancer; pre-diabetes; insomnia (4-5 

hours/  night); thyroid nodules; glaucoma. acid reflux; (2005) HIV+ ; ongoing measurements for 

metastatic sarcoma; (2005) Fibromyalgia; Insomnia/ Sleep Apnea; ongoing dental issues; 

ongoing bacteria harbored in sinuses; bilateral knee pain 

Illness History: (2011) Retroperitonea soft tissue sarcoma tumor resection; 

   (2012) Buttock reconstruction due to necrosis (30% of buttocks necrosis)  

   and massive tissue loss; sacrum, tail bone, coccyx, removed 

  (2014) leg abscess removal 

  (2017) Gall Bladder removed 

Other: ED, diarrhea, Abdominal pain, BPH; constant facial pain; bowel resection (during 

 surgery?) 

Initial Intake Vital Signs: 161/101; BMP: 56; O2: 97;  BMI: 30: Temp: 99.3 

Medications: “None of them are effective. Don’t seem to be making any difference.” 
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Triumeq; Creon; Lisinopril (40mg), Bupropion XL (300mg.), ViiBryd (40mg), 

Amlodipine (40mg.), Enbrel injectable (50mg 1/ week), Oxycodone (30mg. as needed), 

Gabapentin (300mg. 3/ day; 100mg more as needed), Modafinil (125mg), Valacyclovir 

 (55mg.), Sulfasalazine; Androgel (1.62).  

Past Medications and Treatments:  

 (2018) UCLA Study Transcranial Magnetic Stimulation: No change 

 Mindfulness therapy: “worked but too expensive” 

 Breathing  

Supplements: Vitamin D (50,000 i.u. 1/ week) 

Psychological Assessment based on DSM-5 Criteria and Interview 

Baseline/ Phase 1:   Severe Depression 

Post Intervention/ Phase 2: Moderate Depression 

 

 

Figure 47: BDI scores 4A 
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 Figure 48: PHQ-9 scores 4A 

 

 

Figure 49: cortisol levels 4A 

 

Figure 50: CRP levels 4A 
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Subject 4-A: Subjective/ Objective and Journal Notes 

Treatment # 
PHQ Score Severity Subjective Objective Journal 

1 

05/30/18 

21 Extremely Difficult Hot flashes/ 

sweating. 

Overheating. Began 

after chemotherapy 

More animated than 

interview process. 

Patient from health 

clinic. Experienced 

with acupuncture. I 

have treated him 

before there.  

 

Depression 

extremely bad. 

Constant. Feel like 

piece of wood. 

Frozen. Dead inside. 

Pain on needle stim. 

Internal head throb 

pain 

 

 

2 

06/01 

  No comment late Internal  head Pain 

lasted 24 hours. No 

change in 

depression. Internal 

head pain after tx 

again. 

3 

06/04 

  No comments  30 min. late Headache int. and 

ext. after stim. 

4 

06/06 

   30 min. late. Clean 

and showered. 

Energetic. 

Enthusiastic. Eye 

contact today. Note 

the journal 

Depression not 

changed. Headache 

pain mild 

5 

06/08 

  No headache after 

last tx. Does not 

enjoy daily activities.  

Falling asleep easier. 

 Pre tx: Depression 

less. More social. 

Tx. Some pain. Able 

to rest during session 
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Still awake middle of 

night. 

now.  

6 

06/11 

  “hot all the time” 

“did not have a good 

weekend”.  

Body temp: 98.5 Feeling sl. better. 

Nodded off during 

tx. 

7 

06/13 

18 Extremely difficult Body temp reduced. . 

Night sweats worse. 

Bed soaked 

Affect is brighter, 

happier, animated, 

jokes, eye contact, 

Sweating stopped.  

Pre tx. More social 

and outgoing. 

Talking to more 

people. Tx: nodded 

off repeatedly. 

Needles hurt less 

8 

06/18 

  . Very expressive. 

Long diatribe. Body 

temp still warm to 

touch, but less hot 

Started joking with 

people. Feel a little 

relief. Needle hurt 

less. Fell asleep. 

9 

06/22 

  ‘I think it (acu) is 

working”. “ I guess I 

am more social.” 

During session 

appears relaxed. 

Sleep? 

Pre: Some relief 

from sadness. See 

some improvement. 

Still feel needles. 

More relaxed. Slept. 

10 

06/25 

  Had disturbing 

emotional encounter 

at 12 steps. Still 

shaking.  

Speech 3 painful. 

Has never mentioned 

before. Calm after tx.  

Talking to people 

more. Needle pain 

even less. Slept. 

11 

06/27 

13 Very difficult  Said “okey dokey” 

lightly. No sweat 

today. Temp not hot.  

Easier to fall asleep 

at night. Trouble 

staying asleep. 

Calmer. 

Concentration needs 

improvement. 

Wishes for longer 

stimulation period. 

12 

06/29 

  “Needles don’t hurt 

today.” 

 Ruminating less. 

Feel quick relief 
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during stimulation 

periods. “More stim. 

Would be worth the 

discomfort. 

13 

07/02 

   Body cool to touch. 

Head up. Eye 

contact.  

Pre: Mood stable. 

Better. More social. 

Less rumination.  

14 

07/06 

  “ I guess I just feel 

better.” “More 

resilient. Less 

capable of being 

knocked down.” 

Had to retract FMS 

due to pain. 

Mood sliding down 

due to conflicts with 

people. Not feeling 

dramatic relief of 

earlier TX. Longer 

stim? 

15 

07/09 

  Depression worse. 

Crazy person at 

meeting. Adult 

Children of 

Alcoholics. Sexual 

abuse.  

 Pre: Mood still much 

better. Great overall 

improvement. 

Needles work. Want 

more stim. 

16 

07/11 

13 Very Difficult No comments  Sustained 

improvement. Easier 

to fall asleep. Poor 

concentration. 

17 

07/13 

   No sweating Pre: Angry people 

affect me. Fall asleep 

good. Stay asleep not 

good. Wants more 

intensity to stim. 

18 

07/16 

   Sweating today but 

didn’t soak the 

sheets. 

Mood levelled off. 

Slight dip due to 

conflicts with 

people. NO Pain 

during stimulation 

Feel good. 
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19 

07/18 

  “same” 20 minutes late 

despite reminders. 

Very verbal about 

negative 

relationships. Not as 

hot. No body odor.  

Suggests future acu 

protocol increases 

intensity of stim. 

20 

07/23 

     

 

Phase 3 

07/23 

  Depression worsened 

10-days ago, “Yes, 

there was a lot of 

improvement during 

the study. “I can’t 

fall asleep; I can’t 

wake up.” Cognitive 

awareness of time is 

lost.  

  

Figure 51: objective, subjective, journal notes 4A 

Meds remained the same throughout the study.  
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Participants 5A 

62-years old; white, gay male, HIV-, single, semi-retired 

Incoming Diagnosis: Treatment-resistant  chronic severe depression (TRD); Generalized 

anxiety disorder (GAD).  

Mental Health History: Has been in major depression since a lawsuit in 2006. The past 

12 years “have been the worst.” Anxiety since the 1st grade; Depression began age 13; High 

school; none college: Therapy on and off 30 years. None during this study.  

 Note: Depression went away after 2012 surgery with general anesthesia/ Propofol 

Childhood: No trauma/ Abuse 

Comorbid Illnesses: High blood pressure 

Illness History: Aortic Aneurism (2012); Depression left 

Other: Botox Treatments; 20+ times in 10-years.  

Initial Intake Vital Signs: 133/86; BMP: 76; O2: 97;  BMI: 25.1: Temp: 98.7;  

Medications:  

 Seroquel 75 mg/ night. Up to 100 mg end of study.  Began 3 weeks ago Since  

   taking, “strong hangover effect; tired all the time. Energy 2/10”  

 Emsam Patch (dopamine) 6mg daily; recently changed to pill 

 Gabapentin 1000mg/ day as needed; stopped. Doesn’t work 

 Ambien 10mg for sleep; waking early 

 Melatonin 20mg. at night; depression/ sleep 

 Valerian root; sleep 

 Anastrozole 1 mg 3/ week (taken 10 years) 

 Metoprolol Succinate15 mg. day (BP) (taken 10 years) 
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 Dutasteride (BPH) (taken 10 years) 

 Ranitidine 300mg.- 6—mg/ day (upset stomach) (taken 10 years) 

 Ipratropium bromide .03 inhaler  (Atrovent; rhinitis) 

 Fiorinal 4 caps/ day; 2-3 times per week (headache, back pain as needed) 

 Trimax as needed (none since 2016) 

Past Medications and Treatments:  

 (2018) Ketamine Infusion 2018: 5 sessions up to 2—mg per session 

 (2014) 12 ECT bilateral treatments at UCLA: 4 years ago 

 Failed Medications: Prozac; Wellbutrin, Lamictal, Paxil, Saphris, Zolot, Celera,  

  Trazadone (didn’t work; side effects anxiety); Remeron, Valium (worked for  

  anxiety but cannot get a prescription now), Xanax, Klonopin, Seroquel Zyprexa  

Herbs: probiotics, astaxanthin, glucosamine/ chondroitin, Liver Care, ubiquinol, alpha 

lipoic acid, DHEA, Vitamin. D-3, Vit. B-12. B-12, Niacin, Vitamin C. C, Multi-vitamin, 

selenium, ashwaganda, vegetarian omega-3, EECG, arginine, lysine, spirulina, creatine, vegan 

protein powder. 

Diet: vegan 

Psychological Assessment based on DSM-5 Criteria and Interview 

Baseline/ Phase 1:   Severe Depression 

Post Intervention/ Phase 2: Moderate depression 

Post 4-Week/ Phase 3:  Did not meet criteria for depression 
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Figure 52: BDI scores 5A 

 

 Figure 53: PHQ-9 scores 5A 

 

Figure 54: cortisol levels 5A 
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Figure 55: CRP levels 5A 

Event: New use of Seroquel leaves participant with groggy “hangover”. Before study, 

dose was halved.  

Before tx. 2 patient reports weekend of nausea and vomiting. After tx. 2, at 12noon began 

hiccups, and continued for approx. 32 hours. Went to emergency room Tuesday, 8pm. Hiccups 

stopped pre-treatment, while in the ER. ER doctors injected Thorazine in arm. Side effects of 

extreme fatigue, dizziness, vertigo began. He cancelled appointment scheduled for 6/6/18 and 

rescheduled for 8/8/18. By then, he had fallen 3 times, hitting his face several times; once 

breaking the soap dish in his bathroom. Came to the appointment 6/8 using a cane, bloodied 

bandages on this face. 

I spoke with my advisor, and with approval from his psychiatrist and GP, 5A continued 

with the study.  

6/12/18: Changed Meds. Metoprolol 25 mg – 0 mg. Stopped. Seroquel 400 mg/ night – 

200 mg/  last tonight – 100 mg. tonight – 50 mg. tomorrow night, then remain. 

6/14/18: Safe to continue confirmed by Psychiatrist and Doctor 
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Treatment # 
PHQ Score Severity Subjective Objective Journal 

1 

06/01/18 

18 Very Difficult Had body acu for 

back pain in past. On 

Seroquel. Took less 

last night to avoid 

hangover.  Room is 

noisy. CRP 28. 

Consulted with GP. 

No concern. Felt like 

scalp needles had 

electricity attached! 

FMS bony ridge. 

Avoid. Sl. Pain on 

insertion.  

 

 

Dreams of crying 

family leaving.  

Still very depressed 

and anxious. 

2 

06/04 

  Sick past weekend. 

Nausea. Diarrhea. 

Vomit. Sl. nausea 

now 

 No change in mood.  

3 

06/08 

  Before study 

reduced, now 

recently increased 

Seroquel. 2 pill/night 

Enters bloody, 

unsteady; poor eye 

contact.  See event 

above. Subject more 

sensitive to needle 

insertion now. 

Writes that 

Thorazine shot 

mixed with other 

meds causing low 

BP. Reduction of 

Seroquel.  

4 

06/12 

  Dr. reported Low 

BP. Extreme fatigue. 

Significant 

improvement. Stable. 

Using cane. Eye 

contact 

Seroquel helped with 

1-year anxiety, but “I 

hate the side 

effects.” 

5 

06/14 

  Big life stress HOA; 

lawyers; Still 

wobbly/ groggy in 

a.m.; Vertigo/ 

spinning is now gone 

No cane. Safety to 

continue confirmed 

by Drs.  

Worry about 

wooziness. Unstable.  

HOA issues. Mood 

is dark and scary.  

6 

06/18 

19 Extremely Difficult Groggy in a.m.; 

began coffee again.  

“ I have been on 

every antidepressant 

Present; 

conversational; 

upbeat; eye contact 

Mood still dark. 

HOA Board. No 

gym yet. No interest 

in social. No 
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known to man.” 

Started aspirin again.   

pleasure.  

7 

06/20 

  2 weeks since falls. 

Mood same. Lack of 

motivation. 60-

months no gym 

Came in with a smile 6/19: Mood less 

dark. No gym still. 

Little interest in 

social or pleasurable 

things. 

8 

06/22 

  “feeling a little 

better” “fog 

clearing” states 

unsure of reason: 

concussion/ meds/ 

acu 

Relaxing more 

during tx. 

 

9 

06/25 

  Caught up on a lot of 

stuff. Gym 1st time in 

over 6 months. 

Depression is less 

now than in total 

past 6 -months. Heat 

intolerance 

  

10 

06/27 

  “Subtle shift. Not as 

dark or as heavy as I 

have been”. Still 

anhedonia. Dark 

period has been last 

6 months  

 Mood not as dark 

since the past 8 

months. Went to 

gym. 4-5 x week. 

Still anhedonia. 

11 

06/29 

16 Very difficult Taking phone calls 

from lawyer during 

the session. 

Some ear point 

sensitivity. Flinched 

at guide tube. No 

pain after. FLAT 

AFFECT. One-word 

answers. But more 

animated now that 2 

days ago. 

. 
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12 

07/02 

  Mood up. Feeling 

better. More 

productive. Paper 

work 

 Definitely feeling 

better. Not as 

depressed. Lighter. 

Hard to socialize or 

find pleasure. Wakes 

early. 

13 

07/06 

  Pos.: HOA 

resolution. Neg: lost 

investment 

Animated including 

anger, enthusiasm, 

vindication; eye 

contact, hand 

gestures. Facial color 

good. 

.  

14 

07/09 

  “Feeling much better 

than it has been”. 

Not feeling darkly 

depressed. Still 

anhedonia 

Carries body and 

tone with lightness 

 

15 

07/11 

  “Same, still happy.” 

“not depressed or 

anxious”.  AMBIEN 

TO SLEEP still. 

“Lawsuit is main 

drive of his current 

depression.”.  

Note: Commented 

on an attractive 

person. Smiled. Lit 

up.  

“Still feeling better 

thank god. Still gym 

4-5 days/week. 

16 

07/13 

12 Very Difficult Slept poorly last 

night. Another HOA 

issue. 

 . 

17 

07/16 

  “Depression is 

minimal now.” 

“Anxiety is relieved 

by Seroquel” 

  

18 

07/18 

  Mood is good. Poor 

sleep. Upset stomach 

taking Zantac. 

Confirmed 

As depression is 

reduced, sensitivity 

to needles increases. 

Until now, he has 

Sleep hard: thoughts. 

Prayer/ meditation 

difficult. 

Depression is 50-
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diagnoses: TRD 

Chronic and GAD 

been hyposensitive.  75% better. Still 

anhedonia 

Stomach upset. Tired 

all day.  

19 

07/23 

  Good. Nervous about 

stopping the 

acupuncture. Hoping 

effects continue.  

 7/22: Mood 

stabilized. Grateful 

to be in the acu. 

Study. 

20 

07/23 

  No comment.  Continues to appear 

calmer, centered.  

 

 
Phase 3 

07/25 -8/22 

    Mood still stable. 

Depression 80% 

gone. Still 

anhedonia.  

8/19: Anxiety gone. 

Fatigue.  

8/22: Dep not 

returned. Hard to 

sleep. Fatigue 

present 

Figure 56: objective, subjective, journal notes 5A  
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February 2, 2018  

James Orr 
1351 N. Crescent Heights Blvd #116  

West Hollywood, CA 90046  

Dear James,  

Your research proposal has been conditionally approved, with minor additional 
recommendations/requirements, effective through March 31, 2019.  

In reviewing your proposal, the IRB found your proposal and plans substantially in order. This is 
not an objection, nor a qualifying factor, but the IRB are puzzled by the apparent cap of your 
study at eight individual participants. Are there limiting factors that dictate this small study 
population? As your study is an interesting one, the IRB would be interested in seeing greater 
numbers of participants, male and female, assuming no limiting factors.  

There are, however, several concerns for which the IRB would request small amendments or 
clarifications in your proposal and plans. These are not related to your overall research question, 
hypothesis or purpose, which are assessed as sound by the IRB. You are authorized to begin 
establishing the groundwork and process of your research now, without objection. However, 
some key components of process are of concern and must be addressed before the start of actual 
patient encounters and data collection involving personal data.  

Questions to be Addressed  

• What protocol will be in place for response and care in the event of an adverse reaction,  

depending both on the level of depression of the subject and the possibility of  

exacerbating the depression? 
• What steps are in place in case of emergency or urgency?  
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o Location for timely attention to patient? 
o Who would be the professional(s) referred to in such a case? 
o What would be the follow-up in these situations (not just the response procedure)?  

• In terms of data collection, will any of the personal data be electronically stored?  

13315 W Washington Blvd, Los Angeles 90066  

• •  Noting that personal data was going to be “locked up”: does that mean all personal data 
is maintained on hard-copy format?  

• •  If/For physical lock up, who has keys?  
• •  If electronically stored, then what is the level of protection for such data? HIPAA  

requires reasonable administrative, physical, and technical safeguards in place to protect 
electronically stored data.  

Recommendations  

• •  It is suggested that any communications between the researchers and subjects 
concerning personal data NOT be transmitted through unsecured email or any 
electronically stored medium.  

• •  The best practice for any necessary communication of personal would be 
through encrypted electronic means, or telephone, or personal visits, with avoidance of  

 

electronic transmission optimal. 
• The protocols used by DAOM Cohort 7 Candidate Ann Levings for urgent or emergent  

referral and follow-up of activation of depression or exacerbation of condition may be of use in 
responding to our questions.  
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Requirement  

Please reply to the IRB Coordinator with an addendum to your original proposal, addressing the 
questions here stated, not later than 30 days from the date of receipt of this letter. Please note that 
you are asked to provide this reply for our immediate review prior to the onset of any patient 
encounters in your research, to insure maximum stability and progress for your research once 
begun.  

Should there be any significant changes that need to be made which would alter the research 
procedures that you have explained in your proposal, please consult with the IRB coordinator 
prior to making those changes.  

Sincerely,  

Tora Flint 
IRB Coordinator  

 

13315 W Washington Blvd, Los Angeles 90066  
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