REPORT DOCUMENTATION PAGE

Form Approved
OMB No. 0704-0188

The public reporting burden for this collection of information is estimated to average 1 hour per response, including the time for reviewing instructions, searching existing data sources, gathering and
maintaining the data needed, and completing and reviewing the collection of information. Send comments regarding this burden estimate or any other aspect of this collection of information, including
suggestions for reducing the burden, to the Department of Defense, Executive Service Directorate (0704-0188). Respondents should be aware that notwithstanding any other provision of law, no
person shall be subject to any penalty for failing to comply with a collection of information if it does not display a currently valid OMB control number.

PLEASE DO NOT RETURN YOUR FORM TO THE ABOVE ORGANIZATION.

1. REPORT DATE (DD-MM-YYYY)
21/03/2017

2. REPORT TYPE
final

3. DATES COVERED (From - To)
11/02/2013-21/03/2017

4. TITLE AND SUBTITLE

Rapid Extremity Pain Relief by Battlefield Acupuncture after Orthopedic Surgery: A

Randomized Clinical Trial.

5a. CONTRACT NUMBER

5b. GRANT NUMBER

5c. PROGRAM ELEMENT NUMBER

6. AUTHOR(S)
Paul Crawford, MD

5d. PROJECT NUMBER

5e. TASKNUMBER

5f. WORK UNIT NUMBER

7. PERFORMING ORGANIZATION NAME(S) AND ADDRESS(ES)
Clinical Investigation Program

Mike O'Callaghan Federal Medical Center

4700 Las Vegas Blvd North

Nellis AFB, NV 89191

8. PERFORMING ORGANIZATION
REPORT NUMBER

9. SPONSORING/MONITORING AGENCY NAME(S) AND ADDRESS(ES)
Clinical Investigation Program

Mike O'Callaghan Federal Medical Center

4700 Las Vegas Blvd North

Nellis AFB, NV 89191

10. SPONSOR/MONITOR'S ACRONYM(S)
FDG201234H

11. SPONSOR/MONITOR'S REPORT
NUMBER(S)

FDG201234H

12. DISTRIBUTION/AVAILABILITY STATEMENT
Approved for public release; distribution is unlimited.

13. SUPPLEMENTARY NOTES

14. ABSTRACT
See attached

15. SUBJECT TERMS

16. SECURITY CLASSIFICATION OF: 17. LIMITATION OF
a. REPORT |b. ABSTRACT | c. THIS PAGE ABSTRACT
U U U uu

18. NUMBER
OF
PAGES

19a. NAME OF RESPONSIBLE PERSON
Jill Clark

19b. TELEPHONE NUMBER (include area code)
(702) 653-3298

Standard Form 298 (Rev. 8/98)
Prescribed by ANSI Std. Z39.18
Adobe Professional 7.0



1. DATE: 27 March'2017

DGMC —Human Research
Final Report

2. Protocol Number: FDG20120024H

APPROVED
MAY 09 2017
60 MDG IRB

TRAVIS AFB CA

3, Title: Rapid Extremity Pain Relief by Battlefield Acupuncture after Orthopedic Surgery: A
Randomized Clinical Trial

« 4. Riski [OGreater than Minimal Risk

e

" 5, Date of Approval: 11 February 2013

6. StartDate: 22 May 2013

7. Study Staff

& Minimal Risk

Stafftf
Study Date of Resid- | Dept/ DoD
MName Rank Role Investigator | ent/ (_)_fﬁce Phone Assuranc_:e E-mail
Training Felio | Symbol Number
w
Paul Crawford, Col PI | 01/12A15 Staff | 99MDOS | 702 50417 paul.crawford@us.a
M:.D. /SGOF 633- fmi)
3298
Jennifer Bepko, | LtCol | Al 06/09/15 Staff | 60 707 F50004 jenmifer.l.bepko.mil
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GOF 7209 '
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M.ID, ent ISGOF 653- us:af.mil '
3298
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Tracy CTR | SC | 04703/14 CTR. |'99MDOS | 702- | F50492 | tracy.bogdanovich.c
Bogdanovich {SGOF 653- tr@us,af.mil
. 2088
Jili Clark CTR SC 03/20/14 CTR | 99MDOS [ 702 | F50515 Jillictark.3.ctr@us.af
/SGOF 653- il
3298
Eduardo Sevilla, | CTR sC 03/03/16 CTR | 60MDOS | 707 | 50004 edvardo.sevilla2.cir
BS /SGOF 423. @mait.mil
7263

8. Study Status:

(Check ene¢ only)

O Inactive, protocol never injtiated

O Inactive, protocol initiated but has not/will not be completed
All approved procedures/uses have been completed

9, Number of Subjects Entered into the Study: For multiple sites, add rows to the table below for
-cach site, '

Number Number Withdrawals
approved to | enrolled
enroll

Number of subjects enrolled at DGMC 87 19 2

Number of subjects enrolled at MOFMC 260 260 40

9.1. Summary of Unanticipated Problems and Adverse Events:
The study had Unanticipaied Problems:

" Yes 0O No
The study had Adverse Events:
Yes O No ) _ _
All =adv‘ersc, serious adverse and unexpected events were reported [AW SGSE 40-402-01:
X Yes ] No 3 WA

List all thc local and sponsor reported unanticipated problems, serious and non-serious adverse events,
reported to the spensor and protocol deviations that resulted in subject harm since the last progress report.

Type of Event Date of | Date Reported Nature of Site of Qutcome
' Event Event Event (for
mukisite)

Unanticipated AE. 9/15/14 | 9/18114 Patient reported | Nellis AFB | X-ray exam
acupunciure showed no rétained
needle broke needle. Patient liad
off i ear when no paii or
she rubbed il discoinfort, She
with a towel-ng stated she thinks
pain:or the broken piece
discomfort fell out of ear,
reported

*Unexpected adverse event, severe adverse event, or-adverse evetit
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Reminder if these events were study related, causéd harm or increased the risks to subjects or others, they
should have already been reported when discovered, using the Adverse or Unexpected Adverse Event
report form. This is only a summary of those events:

9.2. Summary of Withdrawsls from the Stady: ¥f none occurred, state NONE. List all subjects who
withdrew (please specify if the subject withdrew, is lost to follow-up, deceased or any other reasons from

Form Revised as of 2 June 2015

your study)
For the Entire Study Chronologically
‘Withdrawals
’I\)‘;itigiawai .g;:;?ﬁng_ Participant withdrawal {reasen)
Failure
5/24/2013 012: Patient unable to be seen within the 30min post-op titne fiame
6/1172013 023: Patient deployed, surgery canceled
612712 013, 21} TS"g ::;tient surgery scheduled to different time. Research assistant missed
/377013 02_4_:_ 'P’a;ient surgery time was clliang_ed - Rgseg‘_rc'h: stz__lff 'un_availahlc to perform
- study related procedures at the tinie the surgery took place
DGMC 003: 7/23/13- BFA Participant 5003 was dropped from BFA Study.
742342013 Reason: BFA 5003’s wife had DGMC MD remove:the BFA Needles-due 1o
concern of her pet cats might eat the BFA needles
8/13/2013 039: No doctor was able to apply BFA/Placebo
8/23/2013 034: 2nd Surgery within 3¢ days
$/27/3013 1 048; Patient surgery :Iim.e':_was {':_l}a'nge'd,_ Rese;u‘_ch .s:aff unavailablé to perform
oo study related procedures at the fime the surgery took piace
9752013 051: Patient surgery time was changed, Research staff unavailable to perform
' study related procedures at the time the-surgery took place-
9/5/2013 060: Patierit called. gnd decided fo not participate
9/11/2613 056: Patient was experiencing chest pain following surgery
-Decision was madé fo rémove her from study
9/12/2013 047: No dactor was able to apply BFA/Placebo
; . 036 Patient surgery time was changed. Research staff unavailable to perform
13/20/2013 . _ L ;
study related procedures at the time the surgery took place
1 143712015 0?_’7-:. l?a_tl_f,:nt-;anded'up having a second surgery. within the | month-of
participation
12/18/2013 091: Patient surgery time was changed, Research staff unavailable to perform
' study related procedures at.the fime the surgery tock place.
L/8/2014 084 fl’!atlcnt did not Have @ phone and was unable to be reached for the follow.
up calls
3172014 121 Patigijt' s_urgery.:';jlne was -_{_:ll;gngcd,-R?s;ﬂrch'étaf_‘f unavaiiable to perform,
T study related procedures at the time. the surgery took place.
372872014 125: Patient had extended hospital stay die to surgery complications _
57172014 |34: Patient surgery time was cl]_a_ngcd_. Research staff unavailable to perform
study related procedures at the time the surgery took place
5/6/2014 138: Patient returned to hospital for second surgery
6/13/2014 149: No.doctor was available to perform.the BFA for the study
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71912014 _ 155: Patient discharged to rehab facility-unable to contact

DGMC 001:Research Assistant signed the Inclusion/Exclusion Document on
6/19/13. Associdte investigator was:unavailable to sign the '
Inclssion/Exelusion Document until /20713, The 1€D Consent Doctirhent was.
signed by the Associate Investigator a day latér than BF A Research Assistant’s

792014 €D consenting visit'on 6/19/13. BFA 5001 Participant was dropped from the
BFA Study Reason: ICD:docurient signature. date obtained from Associate
Investigator is a day later than Research Assistant consenting signature.datg of
6/19/15 .
8/8/2014. 164: Patient choose not tc participate
BIE12014 _ 168: No doctor was available to perform the-BFA for the study
9/22/2014 175: Patient unable 1o be reached for follow up
92672014 184 Patient surgery time was changed. Research staff unavailable to perform

study related procedures at thetime the surgery took place

10/31/2014 021; Patient opted to-not undérgo surgery

10/31/2014 190: Patient surgery time was changed. Reseatch staff unavailable to perform
> study related procedures at the'time-the surgery tock place

191: Patient surgety fime was changed. Research staff unavaitable to-perforin

1073172014 study related procedures at thietime the surgery took place

195: Research staff unavailable to. perform study related procedures at.the time

11/13/2014 the surgety took place

197: Research staff unavailable-to perform study related procedures at the time.

11/26/2014 the siirgery took place

203; Patient surgery time was-changed. Research.staff unavailable to perform

12/16/2014 study related procedures at (he time the surgery tock place
1/8/2015 203: Research staff unavailable to perform study related procedures at the-time
- the surgery took place:
1/13/2015 ' 207: Research staff unavailable to perform study related procedures at the time.
EE ) the surgery took place
212742015 213: No dactor was available to perform the BFA for the study
3/20/2015. 223: No dactor was:available to perform the BFA. for the study
4/14/2013 ' 232: No doctor was available to perform the BFA for the study
571472015 | 234 Patient surgery was cancelled
5126/2015 243: Patient choose not to participate
6/15/2015 1 244:.Patient choose not te participate
01/05/16 248: N¢ doctor was available to perform the BFA forthe study

9.3. Consent Process: _ _ _
‘Each participant was recruited in accordance with the recruitment plan-approved by the: IRB:

Yes O No

Each participant was consented in accordance with the consent process approved by the IRB.
& Yes 0 No

Each participant was given a copy of the sighed, dated informed consent document,
K Yes 3 No

As the P, [ have retained a copy of each participant’s signed, dated informed cousent documerit and
provided acopy to the Protocol Office for record.
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® Yes O No
10. Study Deviations
Have any minor non-compliance eventis occurred? O Yes (8 No
Have any serious non-¢ompliance events occurred? O Yes B No
[ Cert'ify that no 'c_hang_es have occurred in'the protocol since the previous IRB review, K Yes I No

11. :Co_mp'_l'aints_ab_out-th_e-’Studyﬁ.
Have there been any reported complaints regarding the study?

{1 Yes.

No

12. Amendments:

For the: Eutire Study Chronglogically

Daté of Date of Summary of the Change
Change Approval ' '
29 Apr 13 20 Apr 13 . | Amendment i: Personnel Changes, update study staff phone numbers
9 May 13 10 May 13 [ Amendment 2: Change the word ‘prior’ to “after’ in section 6.4
29 May 13 11 Jun 13 ‘Améndment 3: Removed Al, addition of recruitment flyer
23 Sept'13 24 Sept13 Amendment 4: Added SC, and add/removed Als:
26 Sept 13 24 Oct 13 Amendment 5: Revised section on page 5 regarding overnighit stay
126 Nov [3 2 Jan 14 Amendment 6: Removed/added Al’s and SC. Changed commander
| 20 Mar 14 18 Ape 14 Amendment 7: Revised data -collection tool, added exclusion ctiteria,
increased recruitment
15 Jul 14 12.Aug 14 | Amendment 8: Removed/added Als, upddted Patient Advocate on ICD
-and Privacy Officer on HIPAA
22 Sept 14 70ct 14 Amendment 9: Updated risks in response to unanticipated event of
possible needle bréakage
7 Aug 15 Disapproved | Amendment 10: Revised data collection tool, increased recruitment
10 Jun 2016 )
29 June 16 12 July 16 Amendment 11: Revised data collection tool, add/remove Al’s and SC.

13. Funding: Funding from: OR&D [JSGO CIO&M [IHMI

BOTHER (explain source): We

were awarded a grant through Intramural DHP 6.7 _FYIZ the Funding Opportunity in the amount of $
249,999 and 'was approved for additional $130.000 of DHP 6.7FY 13 funds.

[ 'have received External Resources to support this study in the form of:

(select all those applicable):
LJ Loaned equipment
€1 Consumable supplies
£ Drugs froni-a non-DoD sotirce.

B N/A

14, Summary of Research Findings:

Backgroimd: Due to theemergence of improvised explosive devices (IED’s)and the widespread use. of body
‘armor; there have been -2 higher praportien of orthopedic injuries from secondary-blast injury than in previaus

conflicts. Since 2003, it is-estimated that.approximaiely 32,195 soldiefs have been wounded in combat in the Iraq
.conflict alone, According tfothe American A¢ademy of Orthopedic Surgeons, more than four and-one half million
knee arfbiroscopies and lotal knge replacements are performed waorldwide each year in addition to millions of foot
_Form Revised as of 2 June 2015 GAGOMDGISGSEW. SGSE - Clinical Ressar¢h\IRB: Folder\IRB\Templates.
' and Farm§WMasiér Protécol Office Forms (Do not deleteHuman
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and ankle surgeries. These invasive proceédures resull in swelling and pain, The side effects of the pain
medications are well known and & decrease in their use could prevent adverse gffects of sedation and decreased
job perforinance. Auricular acupuncture has been evatuated in multiplé trials, and dlthough gencrally proven to be
useful, these frials were not rigorous. This study seeks to detérmine if modified Battlefield Acupuncture is more
effectnfc at relieving acute extremity pain, reducing medication use, detréasing time to full ambulation and
improving quality o"f life than placebo acupuncture dr standard care afier lower extremity surgery.

Methods: We conducted a multi-site 3-arm randomized, double blind-controlied trial of standard care alone
versus standard care + placebo auricular acupuncture-with ASP needles versus standard care + battiefield
acopuncture with semi=permanent needles, We tecruited subjects at the pre-operative visit within two Air Force
orthopedics clinics for lower extremity surgery (knee or'below). After consent, we randomized:- them to-the abave
interventions.. A fier surgery, within 30 minutes of arrival in the post-¢perative care unit, subjécts received their
designated intervention. Acupuncture was.performed by physician acupuneturists. Subjects reported pain level
immediately after acupuncture, 24,28, 168,-and 720 hours later fo a blinded researeh associate. Additibnaliy,
subjects completéd a P1Q-6 30 days post-operatively, and opioid use was tracked for 30 days post-operatively..
Statistical analysis with ANOVA, Pearson’s correlation, Chi-square and Fisher’s exact test, and multivariate
analyses were performed on the data. _

Resulis: We eprolled 233 Depariment of Defense beneficiaries >18 years old (92 females-and 141 males) with a
mean age of 44,5 years at two Air Force Medwa] Centers, We randomized 81 to modified BFA, 74 to placebo
acupuncture and 78 to standard care. Overall pain.levels were unchanged at each time point between groups.
‘Subjects with worse pain were noted to take inore opioid medication, and subjects older than 50 yeais who
recéived modified BFA took 398 fewer morphine equivalent units than those who received standard therapy
{p=.09)

Conclusion: ‘The use of nodified battlefield acupuncture protocol does not change pain over 30 days, but bath
itodified BFA and sham acupungctire may reduce use of opioid analgesics in those >50 years of age.

15. Publieations ard Presentations for this research study: None

16. Defense Technical information Center {DTIC) Abstract Submission

{MANDATORY per AFSGISG-5)

Objective: This stidy seeks to determine if modified Battiefield Acupundture {s more. effective at relieving acute
exiremity pain, reducing medication use, decreasing time to full ambulation and improving quality of life than
placebo acupuncture or standard care after Jower extremity surgery.

Methods: We conducted a multi-site. 3-arm randomized, double blind controlled trial of standard care along versus
standard care + p_iacebo_ auricular acupunctuze with ASP needles versus standard care + baitleficld acupunciure with
semi-permanenit ricedlés. We recruited subjects at the pre-operative visit within two Air‘Force orthopedics clinics for
lower extremity surgery (knee or below). After suggery, within 30 minutes of arrival in the post-operative care-unit,
subjécts received their designated intervention, Acupuncture was.performed by physician acupuncturists. Subjects
reported pain Jlevel immediately after acupunciure, 24, 28, 168, and 720 hours later to a blinded research associate.
Additionally, subjects compiéted a P1Q-6 30 days post—opcraiweiy, and opioid use was tracked for30 days post-
operatively: Statistical analysis with ANCVA, Pearson’s correlation, Chi-square and Fisher's exact fest, and
multivariate analyses were performed on the data.

Resulfs: We-enrolled 233 Departnient of Defense beneficiaries >18 years old (92 fémales and 141 males) withia
mean age of 44.5 years at two Air Force Medical Centers. We randomized 81 1o modified BFA, 74 to placebo
achpuiicture and 78 1o standard care. Overallpain {evels were unchanged at each time point between groups.
Subjects with worse pain were noted to-take more opioid medication, and subjects older than 50 years who received
anodified BIFA 100k 398 fewer morphine. equivalent units than those who received standard therapy (p=. 09)
Conclusion: The use of modified battleficld acupuncture protocol does not change pain over 30.days, but both.
modified BFA and sham acupuncture may reduce use of opioid analgesics in those >50 years of age.

Grant Number: 28122018
From: DHP 6.7
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16. Signatavie of Principal/Associate Investigator:

. 0 ly 1t 0T
Paul Crawford, MD, Col ] f)// e -7
Type/Print Name of Investigator Y “Sigriature Date

CC: Nane
Attachiments: None
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