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1. Introduction 
The purpose of this study is to evaluate a noninvasive, closed-loop, acoustic stimulation neurotechnology 
(HIRREM-SOP or “Cereset Research” using non-invasive BrainEcho technology) as a novel treatment to 
enable both physiological and clinical recovery from mTBI, through auto-calibration of neural 
oscillations. The study is conducted as a randomized controlled single blind study at two sites – 
USUHS/Walter Reed & WAMC. The hypothesis is that usage of Cereset Research neurotechnology (ten 
sessions, 90 minutes each), will entail greater reduction in persistent symptoms of mTBI, at three months, 
than will exposure to non-specific random tones that is delivered in a comparable way. The participant 
enrollment has begun at USUHS/Walter Reed with one subject completing the ten sessions which was 
well tolerated. USUHS and WAMC have completed the IRB/HRPO approval process. 
 
Enrollment activities have included: 
USUHS 24; WAMC 47; Total 71 as of October 2019. A total of 106 participants will be enrolled at the 
two sites and randomized into test and control in a single blind study. 

 
2. Keywords 
 

mTBI, concussion, insomnia, PTS, headache, anxiety, pain, depression, sleep, Post-Concussion Syndrome, 
Chronic pain, sleep disorders, behavioral symptoms, head injuries 

 
3. Accomplishments 

Major Task 1 A and 1 B completed in year 1. 
 
Year 2 

Major Task 2: Recruit Participants & 
Conduct Study One Procedures 

Months Status 

Initiate recruitment of study participants 
through multiple avenues 

7-33 In Process 

Obtain informed consent from each eligible, 
interested participant 

7-33 In Process 

Randomize each participant to one of 3 
study arms 

7-33 In Process 

Collect data on study participants 
throughout conduct of study and follow up 
periods 

7-39 In Process 

Milestone Achieved: Enrollment of 106 
participants into Study 1 at an average 
rate of 2-4 per site per month (will file 
IRB update change for additional 20 
participants due to drop-outs) 

7-33 Est. Month 33 

Milestone Achieved: Collection of outcome 
measures from all 106 participants 

7-40 Est. Month 40 

 
 

 
What opportunities for training and professional development has the project provided? 

 
Poster presentations have been provided at meetings offering Continuing Medical Education over the past 2 
years: the 2019 International Society for Traumatic Stress Studies Meeting, as well as the 2018 and 2019 
Military Health Services Research Symposia. In addition, oral abstract presentations were provided at the 
2019 Society for Brain Mapping and Therapeutics Meeting, and the 2019 Cyberpsychology, Behavior and 
Social Networking Meeting. In each case, physicians and other medical providers had the opportunity to ask 
questions and to have them answered by study researchers. 
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No identified opportunities for training and professional development were part of the project goals, 
however the staff who completed training may be eligible for other Cereset Research projects, and/or 
may be eligible later to apply at a Cereset office (there will be 30 Cereset offices by 2020) as a Cereset 
Tech Coach. 
 
How were the results disseminated to communities of interest? 
 
No formal data analysis has been performed due to the study being single blind. However, collective data 
including both test + control has been completed and formulated for a poster presentation at Military Health 
System Research Symposium (MHSRS) – Appendix A. 
 
Press release made to general press – Appendix B. 
 
TV News Report from WAMC – Appendix C. 
 

What do you plan to do during the next reporting period to accomplish the goals?  

 
Both testing sites are seeking and enrolling study participants, as well as collecting participant data and 
furnishing the test or placebo application. 
 
BST issued the press release regarding the on-going trial in order to increase awareness of the study to 
potential participants and their families (See Appendix B). 
 

4. Impact 
What was the impact on the development of the principal discipline(s) of the project? 
The concept that the brain can be supported to heal itself with a novel technological “echo” of the brain 
rhythm has caused much discussion both at the MHSRS conference and in general. The collective numbers 
of test and placebo of Appendix A speak for themselves. 
 
What was the impact on other disciplines? 
Nothing to Report.  
 
What was the impact on technology transfer? 
Nothing to Report.  
 
What was the impact on society beyond science and technology? 
Nothing to Report. 
 

5. Changes/Problems 
Nothing to Report. Generally there are no new problems or changes outstanding.  
 
Changes in approach and reasons for change 
Nothing to Report. 

Actual or anticipated problems or delays and actions or plans to resolve them  

An IRB annual review is taking place at both locations and is the only unknown risk currently.  
 
Changes that had a significant impact on expenditures 
Nothing to Report. 
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Significant changes in use or care of human subjects, vertebrate animals, biohazards, 

and/or select agents  

Nothing to Report. 
 
Significant changes in use or care of human subjects 
Nothing to Report. 
 
Significant changes in use or care of vertebrate animals. 
Nothing to Report. 
 
Significant changes in use of biohazards and/or select agents 
Nothing to Report. 
 

6. Products, Inventions, Patent Applications, and/or Licenses 
Nothing to Report. 
 

7. Participants & Other Collaborating Organizations 
Individuals that have worked at least one person month on the project during the reporting period are as 
follows: 
 
Name:  Lee Gerdes 
Project Role:  PI 
Nearest person month worked: 5 
Contribution to project: Overall study leadership and protocol compliance  
 
Name:  Russ Loucks 
Project Role:  Lead Software Engineer 
Nearest person month worked: 1 
Contribution to project: Adapted HIRREM-SOP software for CDMRP placebo utilization 
 
Name:  Makayla Brewer 
Project Role:  HIRREM-SOP Technician (Ft Bragg site) 
Nearest person month worked: 12 
Contribution to project: Administer HIRREM-SOP to study participants 
 
Name:  LaToya Allen 
Project Role:  HIRREM-SOP Technician (Ft Bragg site) 
Nearest person month worked: 2 
Contribution to project: Administer HIRREM-SOP to study participants 
 
Name:  Nora Rachels 
Project Role:  Research Coordinator (Ft Bragg site) 
Nearest person month worked: 10 
Contribution to project: Coordination of project activities at site 
 
Name:  Paula Bellini 
Project Role:  Research Coordinator (USU site) 
Nearest person month worked: 12 
Contribution to project: Coordination of project activities at site 
 
Name:  Gustavo Marino 
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Project Role:  HIRREM-SOP Technician (USU site) 
Nearest person month worked: 8 
Contribution to project: Administer HIRREM-SOP to study participants 
 
Name:  Hannah O’Malley 
Project Role:  HIRREM-SOP Technician (USU site) 
Nearest person month worked: 4 
Contribution to project: Administer HIRREM-SOP to study participants 
 
Name:  Dr. Charles Tegeler 
Project Role:  Co-Investigator 
Nearest person month worked: 1 
Contribution to project: Protocol compliance 
 
Name:  Catherine Tegeler 
Project Role:  Senior HIRREM-SOP Technician 
Nearest person month worked: 4 
Contribution to project: Oversight and QC of HIRREM-SOP technicians at each site 
 

 
Has there been a change in the active other support of the PD/PI(s) or senior/key personnel since the 
last reporting period? 
No, nothing to report. 
 
 
What other organizations were involved as partners? 
 

Name: Womack Army Medical Center 
Location: Fort Bragg, NC 28310 
Contribution to Project: Collaboration: WAMC is providing various project personnel at the Fort 

Bragg site including Dr. Wesley Cole.  
 
Name: The Geneva Foundation 
Location: Tacoma, WA 98402 
Contribution to Project: Under a funded subaward, the Geneva Foundation is providing various 

personnel to conduct the study at the Fort Bragg site. 
 
Name: Uniformed Services University of the Health Sciences 
Location: Bethesda, MD 20814 
Contribution to Project: Collaboration: USUHS is providing various project personnel at the 

USUHS/WRNMMC site including Dr. Michael Roy.   
 
Name: Walter Reed National Military Medical Center 
Location: Bethesda, MD 20889 
Contribution to Project: Facilities: Under a CRADA, WRNMMC is providing facility space 

needed to conduct the study at the USUHS/WRNMMC site.  
 
Name: The Henry M. Jackson Foundation 
Location: Bethesda, MD 20817 
Contribution to Project: Under a funded CRADA, the Henry Jackson Foundation is providing 

personnel to conduct the study at the USUHS/WRNMMC site. 
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Name: Wake Forest University Health Sciences 
Location: Winston-Salem, NC 27157 
Contribution to Project: Under a funded subaward, Wake Forest is providing the services of 

Charles H. Tegeler, IV, M.D.  He serves as the project’s Co-Investigator.  
With a member of his research staff, he assists in various aspects of project 
management and implementation at both sites.   
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8. Special Reporting Requirements

9. Appendices
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Appendix A. Poster presentation at Military 
Health System Research Symposium (MHSRS)



35:HE HERRNV � $QRWKHU RQOLQH YLVLELOLW\ WRRO IURP 35:HE

&HUHVHW� $QQRXQFHV 0LOG�7UDXPDWLF %UDLQ ,QMXU\ )RFXVHG &OLQLFDO 7ULDO
3URJUHVV

5HVXOWV WR GDWH GHPRQVWUDWH WKDW &HUHVHW¶V WHFKQRORJ\ PD\ KHOS 8�6� PLOLWDU\ SHUVRQQHO
VXIIHULQJ IURP FRQFXVVLRQ

6&2776'$/(� $UL]� �35:(%� 2FWREHU ��� ���� �� 7RGD\ &HUHVHW�� WKH RQO\ SURYHQ QRQ�LQYDVLYH
WHFKQRORJ\ WKDW KHOSV \RXU EUDLQ UHOD[ DQG UHVHW LWVHOI� DQQRXQFHG WKH PLGZD\ SRLQW RI LWV UDQGRPL]HG UHVHDUFK
WULDO IRU LQGLYLGXDOV ZLWK SHUVLVWLQJ V\PSWRPV IROORZLQJ PLOG�7UDXPDWLF %UDLQ ,QMXU\ �P7%,�� 7KH REMHFWLYH RI
WKH VWXG\ LV WR PHDVXUH WKH HIILFDF\ RI D QRQ�LQYDVLYH WHFKQRORJ\ ZKLFK FRPSDUHV WRQHV GHOLYHUHG WR D VXEMHFW¶V
EUDLQ JXLGHG E\ WKH EUDLQ¶V RZQ UK\WKPV� YHUVXV UDQGRP XQJXLGHG WRQHV� 7KH UHVHDUFK WULDO LV EHLQJ FRQGXFWHG
LQ WZR ORFDWLRQV±8QLIRUPHG 6HUYLFHV 8QLYHUVLW\ RI WKH +HDOWK 6FLHQFHV �868+6� LQ %HWKHVGD� 0'� DQG
:RPDFN $UP\ 0HGLFDO &HQWHU �:$0&� LQ )RUW %UDJJ� 1&�

7KH LPSUHVVLYH LQWHULP UHVXOWV WR GDWH� ZKLFK DUH D FRPELQDWLRQ RI WHVW DQG SODFHER� LQGLFDWH D SRVVLEOH
EUHDNWKURXJK IRU DQ LQWHUYHQWLRQ WUHDWLQJ P7%,� 2QFH FRPSOHWHG� WKH GDWD FDQ EH VXPPDUL]HG LQ VHSDUDWH WHVW
DQG SODFHER UHVXOWV� 7KH ILQDO UHSRUW IRU UHVXOWV DW WKH WULDO¶V FRPSOHWLRQ ZLOO SURYLGH GHILQLWLYH PHDVXUHV IRU WKH
DSSDUHQW SRVLWLYH FKDQJHV VHHQ WR GDWH�

,Q WKH 8QLWHG 6WDWHV� DQ HVWLPDWHG ������� LQGLYLGXDOV GHYHORS SHUVLVWHQW V\PSWRPV HDFK \HDU IROORZLQJ D
FRQFXVVLRQ �P7%,�� P7%, KDV EHHQ FDOOHG WKH ³VLJQDWXUH LQMXU\´ RI WKH ZDUV LQ ,UDT DQG $IJKDQLVWDQ� ZLWK XS WR
��� RI EDWWOH LQMXULHV DWWULEXWDEOH WR FRQFXVVLYH VKRFN ZDYHV IURP DQ LPSURYLVHG H[SORVLYH GHYLFH �,('��
3HUVLVWLQJ V\PSWRPV DIWHU P7%, FDQ FDXVH GHELOLWDWLQJ FRQGLWLRQV WKDW PD\ LQFOXGH VOHHS GLVWXUEDQFH� DQ[LHW\
DQG�RU GHSUHVVLRQ� IRJJ\ WKLQNLQJ� KHDGDFKHV� GL]]LQHVV DQG EHKDYLRUDO LVVXHV� ,W¶V JHQHUDOO\ DFFHSWHG WKDW 3RVW�
7UDXPDWLF 6WUHVV 'LVRUGHU �376'� RIWHQ FR�RFFXUV ZLWK SHUVLVWLQJ P7%,�

³2QFH ZH UHDOL]HG WKH SUHYDOHQFH RI P7%, DPRQJVW VHUYLFHPHQ� LW EHFDPH RXU GXW\ WR KHOS WKHVH VROGLHUV
WUDQVLWLRQ EDFN WR D IXQFWLRQDO DQG KHDOWK\ EUDLQ SRWHQWLDO´ VDLG /HH *HUGHV� &HUHVHW� )RXQGHU DQG &(2�
³&HUHVHW� LV GHVLJQHG WR DOOHYLDWH WKH V\PSWRPV DQG QHJDWLYH HIIHFWV RI EUDLQ WUDXPD� VR LQGLYLGXDOV QR ORQJHU
IHHO VWXFN LQ D KLJK�VWUHVV QHXURORJLFDO HQYLURQPHQW� ORQJ DIWHU WKH EDWWOHILHOG� :H¶UH SOHDVHG WKDW WKH VWXG\ LV
\LHOGLQJ SRVLWLYH UHVXOWV DQG WKDW RXU WHFKQRORJ\ LV DLGLQJ WKH PHQ DQG ZRPHQ ZKR WDNH RQ WKH VHOIOHVV
UHVSRQVLELOLWLHV RI GHIHQGLQJ RXU FRXQWU\ WR EH IXOO\ SUHSDUHG IRU WKH QH[W VWHSV LQ WKHLU OLYHV�´

&HUHVHW 5HVHDUFK WHFKQRORJ\ KDV EHHQ XVHG LQ FOLQLFDO WULDOV DW :DNH )RUHVW 6FKRRO RI 0HGLFLQH XQGHU WKH
GLUHFWLRQ RI 'RFWRU &KDUOHV 7HJHOHU� 3URIHVVRU RI 1HXURORJ\� 'RFWRU 7HJHOHU¶V ILQGLQJV ZLWK 376' DQG DWKOHWHV
ZLWK SHUVLVWLQJ�SRVW FRQFXVVLRQ V\PSWRPV ZHUH LQVWUXPHQWDO LQ VHFXULQJ D ����0 JUDQW IURP WKH 2IILFH RI WKH
$VVLVWDQW 6HFUHWDU\ RI 'HIHQVH IRU +HDOWK�7UDXPDWLF %UDLQ ,QMXU\ 5HVHDUFK 3URJUDP� XQGHU $ZDUG 1R�
:��;:+����������� 2SLQLRQV� LQWHUSUHWDWLRQV� FRQFOXVLRQV DQG UHFRPPHQGDWLRQV DUH WKRVH RI WKH DXWKRU DQG
DUH QRW QHFHVVDULO\ HQGRUVHG E\ WKH 'HSDUWPHQW RI 'HIHQVH�

:DNH )RUHVW 6FKRRO RI 0HGLFLQH LV FROODERUDWLQJ LQ WKLV UHVHDUFK WKURXJK 'RFWRU 7HJHOHU¶V LQYROYHPHQW DV D
&R�,QYHVWLJDWRU� /HH *HUGHV� &HUHVHW��%UDLQ 6WDWH LV WKH SURMHFW¶V 3ULQFLSDO ,QYHVWLJDWRU� 'RFWRU 0LFKDHO 5R\
LV 3ULQFLSDO ,QYHVWLJDWRU DW 868+6� DQG 'RFWRU :HVOH\ &ROH LV 3ULQFLSDO ,QYHVWLJDWRU DW :$0&�

)RU PRUH LQIRUPDWLRQ RQ KRZ WR SDUWLFLSDWH LQ WKH WULDO SOHDVH YLVLW FHUHVHW�FRP�UHVHDUFK DQG
FOLQLFDOWULDOV�JRY�FW��VKRZ�1&7��������

Appendix B. Press release.



3DJH ���

,I \RX KDYH DQ\ TXHVWLRQV UHJDUGLQJ LQIRUPDWLRQ LQ WKHVH SUHVV UHOHDVHV SOHDVH FRQWDFW WKH FRPSDQ\ OLVWHG LQ WKH SUHVV UHOHDVH� 2XU FRPSOHWH GLVFODLPHU
DSSHDUV KHUH � 35:HE HERRNV � $QRWKHU RQOLQH YLVLELOLW\ WRRO IURP 35:HE

$ERXW &HUHVHW�
)RXQGHG LQ ���� E\ /HH *HUGHV� &HUHVHW� LV WKH JOREDO WHFKQRORJ\ OHDGHU LQ KHOSLQJ \RXU EUDLQ UHOD[ DQG UHVHW
LWVHOI� HQDEOLQJ LQGLYLGXDOV WR DFKLHYH KLJKHU OHYHOV RI ZHOO�EHLQJ DQG EDODQFH� 7KH FRPSDQ\¶V SDWHQWHG
%UDLQ(FKR� WHFKQRORJ\ XVHV DXGLWRU\ WRQHV WR UHIOHFW EUDLQ IUHTXHQFLHV WR FUHDWH QHZ QHXUDO SDWKZD\V WKDW UHVHW
WKH EUDLQ� &HUHVHW� OHJDF\ WHFKQRORJ\ KDV EHHQ OLFHQVHG WR RYHU ��� DIILOLDWH FHQWHUV LQ PRUH WKDQ �� FRXQWULHV
WR VXFFHVVIXOO\ HPSRZHU PRUH WKDQ ������� FOLHQWV LQ 1RUWK $PHULFD DQG (XURSH� 7R VFKHGXOH DQ DSSRLQWPHQW
DW D &HUHVHW� RIILFH� RU WR OHDUQ PRUH� YLVLW FHUHVHW�FRP DQG ZDWFK YLPHR�FRP�ZHDUHFHUHVHW�ZKDW�LV�FHUHVHW


'LVFORVXUH� 3OHDVH EH DGYLVHG

��� �7KH 8�6� $UP\ 0HGLFDO 5HVHDUFK $FTXLVLWLRQ $FWLYLW\� ��� &KDQGOHU 6WUHHW� )RUW 'HWULFN 0' ����� ����
LV WKH DZDUGLQJ DQG DGPLQLVWHULQJ DFTXLVLWLRQ RIILFH� DQG�
��� ³7KLV ZRUN ZDV VXSSRUWHG E\ WKH 2IILFH RI WKH $VVLVWDQW 6HFUHWDU\ RI 'HIHQVH IRU +HDOWK $IIDLUV WKURXJK WKH
3V\FKRORJLFDO +HDOWK�7UDXPDWLF %UDLQ ,QMXU\ 5HVHDUFK 3URJUDP XQGHU $ZDUG 1R� :��;:+����� �����
2SLQLRQV� LQWHUSUHWDWLRQV� FRQFOXVLRQV DQG UHFRPPHQGDWLRQV DUH WKRVH RI WKH DXWKRU DQG DUH QRW QHFHVVDULO\
HQGRUVHG E\ WKH 'HSDUWPHQW RI 'HIHQVH��
��� ³,Q FRQGXFWLQJ UHVHDUFK XVLQJ DQLPDOV� WKH LQYHVWLJDWRU�V� DGKHUHV WR WKH ODZV RI WKH 8QLWHG 6WDWHV DQG
UHJXODWLRQV RI WKH 'HSDUWPHQW RI $JULFXOWXUH��
��� ³,Q WKH FRQGXFW RI UHVHDUFK XWLOL]LQJ UHFRPELQDQW '1$� WKH LQYHVWLJDWRU DGKHUHG WR 1,+ *XLGHOLQHV IRU
UHVHDUFK LQYROYLQJ UHFRPELQDQW '1$ PROHFXOHV��
��� �,Q WKH FRQGXFW RI UHVHDUFK LQYROYLQJ KD]DUGRXV RUJDQLVPV RU WR[LQV� WKH LQYHVWLJDWRU DGKHUHG WR WKH &'&�
1,+ *XLGH IRU %LRVDIHW\ LQ 0LFURELRORJLFDO DQG %LRPHGLFDO /DERUDWRULHV��



3DJH ���

,I \RX KDYH DQ\ TXHVWLRQV UHJDUGLQJ LQIRUPDWLRQ LQ WKHVH SUHVV UHOHDVHV SOHDVH FRQWDFW WKH FRPSDQ\ OLVWHG LQ WKH SUHVV UHOHDVH� 2XU FRPSOHWH GLVFODLPHU
DSSHDUV KHUH � 35:HE HERRNV � $QRWKHU RQOLQH YLVLELOLW\ WRRO IURP 35:HE

&RQWDFW ,QIRUPDWLRQ
/HH *HUGHV� &(2
&HUHVHW
KWWS���FHUHVHW�FRP
�� ����� ��������

2QOLQH :HE ��� 9HUVLRQ
<RX FDQ UHDG WKH RQOLQH YHUVLRQ RI WKLV SUHVV UHOHDVH KHUH�
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Appendix C. TV News report from Fort Bragg. 

https://vimeo.com/362851316  




