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Item 8.01 Other Events.

On November 3, 2009, CNS Response, Inc. (the “Company™) issued a press release reporting the results of a study presented by Charles DeBattista, D.M.H, M.D., at the U.S.
Psychiatric and Mental Health Congress. A copy of the press release is included as Exhibit 99.1 to this Form 8-K and is incorporated herein by reference. A copy of the poster
presented by Dr. DeBattista on November 2, 2009 at the U.S. Psychiatric and Mental Health Congress is included as Exhibit 99.2 to this Form 8-K and is incorporated herein by
reference.

The Company will be holding a conference call to discuss the top-line results of its recently completed study. CNS stockholders are encouraged to participate in the conference call,
which will be held today at 8:00 a.m. PST. Please call Suzanne Schnitzer at 949.553.9748 to register for the call. You will be given the toll-free dial-in number and access code to
the conference call, along with the login instructions to join the simultaneous web conference. A copy of the materials to be presented by the Company over the web are included
as Exhibit 99.3 to this Form 8-K and are incorporated herein by reference.

Item 9.01 Financial Statements and Exhibits.

(d)  Exhibits

The following exhibits are filed herewith:

99.1 Press Release Issued November 3, 2009.
99.2 Copy of poster presented at U.S. Psychiatric and Mental Health Congress.
99.3 Copy of web presentation materials.
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Breakthrough Results in Depression Care Announced by CNS Response at the U.S. Psychiatric and Mental Health Congress

Patients Using rEEG® -Guided Treatment Had Considerably Better Outcomes
with Statistical Significance “Exceeding Expectations”

Costa Mesa, CA — November 3, 2009 — CNS Response, Inc. (OTCBB: CNSO) reported the results of a landmark study presented by Charles DeBattista, D.M.H, M.D., at the U.S.
Psychiatric and Mental Health Congress. The poster presentation, titled Referenced-EEG® (rEEG) Efficacy Compared to STAR*D For Patients With Depression Treatment
Failure: First Look At Final Results, highlighted a dramatic improvement in personalized medicine technology for use in treatment of patients with depression. In this study, rEEG
proved effective at predicting medication response for treatment-resistant patients approximately 65 percent of the time.

The study included 114 patients in 12 medical centers, including Harvard, Stanford, Cornell, UCI and Rush. The 12-week study found that rEEG significantly outperformed the
modified STAR*D treatment algorithm. The difference, or separation, between rEEG and the control group was 50 and 100 percent for the study’s two primary endpoints.
Typically, separation between a new treatment and a control group is about 10 percent in antidepressant studies.

“These outcomes are consistent with previous rEEG studies, which included three prospective, controlled trials and eight case series, but the robustness and statistical significance
of these results exceeded our expectations,” said CNS president and chief medical officer Daniel Hoffman, M.D.

“Psychiatry has lacked useful laboratory tests to select medications for treatment-resistant depressed patients. While needing further study, this trial is one of the larger ones to
demonstrate that there may be a role for technology that assists physicians in selecting better treatment options for their patients,” said Dr. Charles DeBattista, an award-winning
doctor at Stanford University Medical Center, who helped lead the study on rEEG.

Depression costs U.S. employers $83 billion annually, with treatment-resistant depression accounting for over half of that cost. On average, these patients cost $8,500 more per
year than patients with ordinary depression. rEEG is the first objective, physiology-based, personalized medical technology consistently shown to guide psychiatrists to appropriate

treatment for the most challenging patients.

- more - -
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The CNS Response study, the largest in the company’s history, was a randomized, blinded, controlled, parallel group, multicenter study. The patients in the study experienced
depression treatment failure of one of more SSRIs and/or had failure with at least two classes of antidepressants. The patients fell into two groups: 1) those treated with rEEG
medication guidance, and 2) those treated with the modified STAR*D treatment algorithm.

“This is the promise of personalized medicine, tailoring therapies to the unique medication response profile of each individual patient,” said George Carpenter, chief executive
officer of CNS Response, Inc., which developed the patented technology. “Those suffering from the most resistant forms of depression will now have an effective treatment
option, and doctors will no longer have to play an extended and costly guessing game to see what works best.”

About CNS Response

Today, most physicians are able to base treatment on objective test data, such as EKGs, MRISs, blood tests, etc. Broadly speaking, such advances have not yet come to those
physicians practicing psychiatry.

CNS Response has developed a patented data-analysis capability that, with the help of a simple, non-invasive EEG, will analyze a patient’s brain waves and compare the results to
an extensive patient outcomes database. The process produces a TEEG® report providing a psychiatrist with guidance to personalize medication regimens for a patient, based on the
patient's own brain physiology. To read more about the benefits this patented technology provides physicians, patients and insurers, please visit the CNS Response website,

WWW.cnsresponse.com.

Safe Harbor Statement under the Private Securities Litigation Reform Act of 1995
Except for the historical information contained herein, the matters discussed are forward-looking statements made pursuant to the safe harbor provisions of the Private Securities
Litigation Reform Act of 1995, as amended. These statements involve risks and uncertainties as set forth in the Company's filings with the Securities and Exchange Commission.

These risks and uncertainties could cause actual results to differ materially from any forward-looking statements made herein.
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Referenced-EEG (rEEG) Efficacy Compared To STAR'D For Patients With Depression Treatment Failure:

First Look At Final Results
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Investor Conference Call:
Top-line results from Depression Efficacy Trial

November 3, 2009

A new prescription:

rEEG® brings personalized medicine to Psychiatry

CNS Response




Safe Harbor

CNS Response




Today’s agenda

Background on rEEG
Technology
Research

Depression Efficacy Trial
Objective

Design

Investigators & locations
Review of results

Other views of the data

Speakers:

George Carpenter, CEO, CNS Response
Closing Thoughts Charles DeBattista, MD, Stanford University
School of Medicine
) Daniel Hoffman, MD, Chief Medical Officer,
Questions CNS Response

CNS Response




Trial & Error prescribing, explained

Psychiatry has relied on historical accounts, behavioral observations,
and mental status examination as the basis for prescribing.

The psychopharm literature acknowledges that within any diagnestic
category there is broad variation in patients’ response to classes of
medicines as well as specific agents within each class. This is a
consequence of the DSM having been constructed as a behavioral
sorting system and net as a pharmacotherapeutic response predictor.

..This inductive leap may lead to a protracted trial and error
process, requiring extreme patience and endurance of morbidity
until a satisfactory treatment outcome is achieved.

CNS Response




The referenced-EEG® process

How rEEG® works:

Analysis [1]

Compare to “normal” database to stratify

Analysis [2]

Compare to CNSR outcomes database = rEEG®
(17,000 outcome correlations)

Medical Correlations

CNS Response




The rEEG® Report
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3rd Party Evidence Review--2008

ARTEH CHE Arsponse
Larvais of Exicborca for Trustrosnst of Trastser-uisies! Dupression

number of drogs that the pationt was on origimally. Though not formally documented, this could
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prior research
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Progressive research interest in EEG/Quantitative EEG

Journal publications indexed in PubMed as “quantitative EEG™ or “EEG" since 1960
600
QEEG papers
EEG pap

1990
1960

CNS Response

From "Whart is Quantitati A Kaiser, Ph.D. R er Institute of Technology




Comparable studies -- Aspect Medical, 2009

Canturriy brtw ived able 1t S ereacirect
Psychiatry Research
uinal Bpmapage: www.oallevieicemilvonie/prpahres

Comparative effectiveness of biomarkers and clinical indicators for predicting
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Successfully predicted response to

a single antidepressant
CNS Respense




rEEG® Clinical Research

Controlled Trials Population rEEG Efficacy

Population Efficacy

CNS Response




What STAR*D proved: Treatment Resistant Depression is tough

TABLE 1: Foiled Trinls’ Progressive “Poisoaing of the Well“EHfoct as Documonted by STAR®D

CNS Response




Multi-site Depression Efficacy Trial -- 2009

Top-line results

CNS Response
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This study was designed to evaluate the efficacy of rEEG-based
pharmacotherapy in comparison to medications guided by a leading

standard (STAR*D) in the treatment of patients with depression
treatment failure.
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Multi-site Depression Efficacy Trial -- Design

DDE
R —— A randomized, controlled, ale , parallel group,
This was a randomized, controlied, single-blind, parallel group, : =
= multicenter study, of rEEG-guided medication recommendations versus |
» the most successfl treatment regimens from the STAR'D study. ;.
Patients were recruited at twelve centers across the US, and from two
baslc strata: patiants with depression treatment fallure of one or more
s Selective Serolonin Reuptake |nhibitors (SSRIs), and those with failure
B== of &l least two classes of antidepressants. Subjects were 18 YEEMS Of Samsimmmm——
Eam clder with Major Depressive Disorder (MDD). Subjects were required to T ________ 5
% have a Quick Inventory of Depressive Symptomatology-Salf Report-16 Seirtes from STAR*D
'ﬁi (QIDS-16-8R) of =13 and a Montgamery-Asberg Depression Raling %‘;‘h &2
= Scale (MADRS) score of >26 at baseline. Potential subjects were ====
excluded for medically relevant conditions, substance sbuse, pregnancy %
o intent 10 becorme pregnant, lactation, or acule or chronic pain reguiInn S ru
prescription pain medication. All subjects undersent a washout of all =—=
current medications (except insulin. thyroxin, oral contraceptives, and @&
hydrochiorothiazide) for a minimum of five haif-lives prior to receiving 8
QEEG. The QEEG was analyzed utilizing rEEG technology, After the ™
EEG, subjects were also excluded for reasons related to the EEG such at s - — WO B e 3 5. (P o o
as potential physiologic abnormalitiess or low abnormality in comparison » failure of at least two classes of antidepressants in the
to the current rEEG database. Also, subjects were excluded if the rEEG- current e plS'JdC
guided treatment regimen would hawe been the same as the treatment
regimen that the subject would receive if randomized to the control
group. Subjects randomized to the rEEG group were assigned the ¢ Subiects re qUil"'.':d to have both:
Ireaument regimen N8l was Dased on Me ftEs epon. SUDjecs
randomized to the control group were assigned a treatment regimen based . e = ~ R - . e
upen the STAR'D algorithm, Control subjects who had falled SSRI's orly ¥ Quick Inventory of Depressive Symptomatology-Self
were treated with a venlafaxine XR; and subjects who had failed on c » ( <R ~
medications from two or more classes of antidepressants wers assignad a Rr_.pOl t-16 tQ“: l 6_5RJ of >13
treatment regimen starting with Step 2 of the modified STAR*D algorithm.
The treatment period was 12 wesks wilh sits visis at Week 1, 2, 4,8, 8,10, ery-Asberg Depression Rating Scale
12, The primary and secondary outcome measures are listed in Table 1. $ ¥ = . b=
Safety was sssessed through collection of vital signs and adverse events yre of »26 at baseline
(AEs) at each visit.
Reterenc!

ey multicenter study
® 4=
g § g Patients with Major D« Disorder treatment failur

rEEG medication guidance vs most successful treatments

Two basic strata (patient groups):

» failure on one or more Selective Serotonin Reuptake
Inhibitors (SSRIs)
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Multi-site Depression Efficacy Trial -- Design (cont'd)

. RO ea— o~ - - LT merle Frige
T ——————. Aljl I.,ub];.r:ts ur idet went a v ashout of all current meds for
e Multicenter study, of rEEG-guided medication recommendations versus | minimum of five half-lives
» the most successfl treatment regimens from the STAR'D study.
Patients were recruited at twelve centers across the US, and from two ~ 1 - ; ;
FasiE AR aants: whh depression treatimant UM - ofOHBSHEINANS Subjects were excluded if rEEG-guided treatment regimen
s Selective Serolonin Reuptake |nhibitors (SSRIs), and those with failure K . - T (Bl s st o R, - =, -
B N I TS ot woit 18 s 5 would have been identical if randomized to » contral
tﬁ alder with Major Depressive Disorder (MDD). Subjects were required to S _ group this occurred in Qf screened ca
J==af nave a Quick Inventory of Depressive Symptomatology-Salf Repart-16 = =
'ﬁi (QIDS-16-SR) of =13 and a Montgomery-Asberg Depression Raling B -
e Scale (MADRS) score of 28 at baseline. Polential subjecls were == * Treatment p1 otocol:
excluded for medically relevant conditions, substance sbuse, pregnancy %
or intent 1o become pregnant, lactation, or acule or Chronic pain requinng S
prescription pain medication. All subjects undersent a washout of all =—=
current medications (except insulin. thyroxin, oral contraceptives, and @&
hydrochiorothiazide) for a minimum of five haif-lives prior to receiving 8
* QEEG. The QEEG was analyzed utilizing rEEG technology, After the ™
EEG, subjects were also excluded for reasons related to the EEG such Z Ou F. were a NCd
B a_treatment regimen based upon the OPTIMIZED
guided treatment regimen would hawe been the same as the treaiment : Srithm
regimen that the subject would receive if randomized to the control
group. Subjects randomized to the rEEG group were assigned the : - = 3
reAUTENT fegimen &l WeS DASBU ON Me rEEG [EPOM. SUDJECTS Control subjects who had failed SSRI's only were
randomized to the control group were assigned a treatment regimen based o |_ 3 \'(R
upen the STAR'D algorthm, Control subjects who had failed SSRI's only o * ! enlataxine A
were treated with a venlafaxine XR; and subjects who had failed on
FrERESLORE R twa0f Joe Clasass oF Fntidepreneandg. WS aksigned-a Subjects who had failed on medications from two or
treatment regimen starting with Step 2 of the modified STAR*D algorithm. .
The treatment peried was 12 weeks with site visits at Week 1, 2, 4, 6, 8,10, more classes of :mtldc:pr'-c"'ant.-_‘
12. The primary and secondary outcome measures are listed in Table 1.
Safety was sssessed through collection of vital signs and adverse events treatment

AE h visit. imi
(AES) at each vi Optimized




Multi-site Depression Efficacy Trial -- Investigators & Locations

Investigators:

Charles DeBattista, MD
Gustavo Kinrys, MD
Martin Teicher, MD
James Kocsis, MD
Steven Potkin, MD
Corey Goldstein, MD

Referenced-EEG (rEEG) Efficacy Compared To STAR'D For Patients

With Depression Treatment Failure:
Charles DeBattista, M.D.1; Gustavo Kinrys, M.D.2; Daniel Hoffman M.D_3; Marlc Schiller, M.D.4
18tanford Liniversiy School of Megicine, 2Cambridge Hospitaltiarvand Medicsl School, 3CNS Response, inc, 4MindThersgy Clinic
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rEEG™ Multi-site Depression Efficacy Trial -- Clinical Endpoints

Table 1. Efficacy Results
(Per Protocol Population)

Primasy Measures
QIDS-16-SR mean change (a)
Q-LES-0-5F mean change (a)

Secondary Measures
QIDS-16-5R response (g}
QIDS-16-8R remission (¢)
MADRS mean changa (b)
MADRS response (o)
MADRS remission (d)

CGl-l mean change [a)

CGl seores of 2 0r 1 {e)

CGl-l scores of 1 (¢

PHO-9 mean change (b)

PHQ-9 response (d|

PHO-9 rermssian (d)

CGl-Severity mean change (b)

(a) Repeat=d measures, LS means/mided procedure. (b) LS means from ANCOVA. (c) LS means from
GENMOD. {d) Logi




Multi-site Depression Efficacy Trial -- Results
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Figure 1. QIDS-16-SR Change from Baseline
rEEC STAR‘D PRIMARY endpeints -- both statistically
significant for the rEEG group:

* QIDS-16-SR scores were reduced by a
mean of 6.77 points vs 4.5 points, for
. rEEG vs STAR*D for a 50% improvement
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rEEG® Multi-site Depression Efficacy Trial -- All Endpoints
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Multi-site Depression Efficacy Trial -- All Endpoints
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rEEG® Multi-site Depression Efficacy Trial -- Results

Table 1. Efficacy Results rEEG STAR*D
(Per Protocol Population) N=40 N=49 p-value

Primary Measures * TWO-TAILED: a two-tailed analysis
QIDS-16-SR mean change (a) -6.77 -4.51 <.0001 of the primary endpoints was still
CLER-OAF taasn changs i) 18.0 8.95 <.0001 statistically significant and 9 out of 12

Secondary Measures secondary endpoints also met
QIDS-16-5R response (c) 65.00% 38.78% <.0001 statistical sienificance
QIDS-16-SR remission (c) 35.00% 26.53% 0.0077 =
MADRS mean change (b) -21.85 -16.43 0.0383
MADRS response (d) 57.50% 44 90% 0.0228
MADRS remission (d) 40.00% 28.57% 0.0635
CGl-l mean change (a) -1.75 -1.30 <.0001
CGl-l scores of 2 0r 1 (g) 72.5% 53.06% <.0001
CGI-l scores of 1 (c) 47.5% 20.41% 0.0008
PHQ-9 mean change (b) -13.73 -8.40 0.0062
PHQ-9 response (d) 65.00% 48.98% 0.0055
PHQ-9 remission (d) 47.50% 36.73% 0.0645
CGIl-Severity mean change (b) -2.32 -1.46 0.0007
(a) Repeated measures, LS means/mixed procedure. (b) LS means from ANCOVA. (c) LS means from
GENMOD. (d) Logistic analysis
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closing thoughts
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Foundation for growth

Payer pilots
Physician‘network Focused network
Production Platform Scalable, HIPAA-compliant system
Economics

Evidence
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Future research:

Future years

Depression ¢ A APA Clinical
Efficacy Trial " * guideline

L

Top-line results —Publication| — Il — Il

‘ Potential
Replication

Studies
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e The Paul Wellstone and Pete Domenici Mental Health Parity
Mental Health Par ITy and Addiction Equity Act of 2008 (Public Law |10-343)

Reimbursement of behavioral therapies
must be on same basis as physical medicine

Parity will increase behavioral spending --
o increase in total health care spend

CNS Response




Health Care Reform

Roughly $700 billion each year goes to health-care spending that can't be shown to lead to better
health outcomes, according to the non-partisan Congressional Budget Office.

arative effectiveness quite simply means cemparing two or more treatments for
condition. Studies may compare similar treatments. such as two drugs, or may analyze very different
approaches, such as surgery and drug therapy.

In some cases, a given treatment may prove to be more effective clinically or more cost-effective for a
broad range of patients, but frequently a key issue is determining which specific types of patients
would benefit most from it.
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