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4. Risk: DGrcater than Minimal Risk t8l Minimal Risk 

· 5. Date of Approval: 11 February 2013 

6. Start Date: 22 May 2013 

7. Study Staff 
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Tracy CTR SC 04/03/14 CTR 99MDOS 702- F50492 tracy .bogdanovich.c 
Bogdanovich /SGOF 653- tr@us,af.mil 

2088 
Jill Clark CTR SC 03/20/14 CTR 99MDOS 702 FSOSIS jill.c!ark.3.ctr@us.af 

/SGOF 653- ,mil 
3298 

Eduardo Sevilla, CTR SC 03/03/16 CTR 60MDOS 707 50004 eduardo.sevilla2.ctr 
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8. Study Status: 
(Check one only) 
D Inactive, protocol never initiated 

/SGOF 

D Inactive, protocol initiated but has not/\vi!I not be completed 

[8] All approved procedures/uses have been completed 

423w @1nail.1nil 
7263 

9. Number of Subjects Entered into the Study: For 1nultiple sites, add ro\VS to the table below for 
each site 

Nun1ber Number Withdra,vals 
approved to enrolled 
enroll 

Number of subiects enrolled at DGMC 87 19 2 
Number of subjects enrolled at MO FMC 260 260 40 

9.1. Sumn1ary of Unanticipated Problems and Adverse Events: 
The study had Unanticipated Problems: 

l8J Yes D No 
The study had Adverse Events: 

l8J Yes D No 
All adverse, serious adverse and unexpected events \Vere reported JAW SGSE 40w402-01: 

l'8I Yes D No D N/A 
List all the local and sponsor reported unanticipated problems, serious and nonwserious adverse events, 
reoorte d d Id h I d . b" h . I I to the soonsor an orotoco ev1at1ons t at resu te in su JJect ann since t ie ast progress report. 

Type of Event Date of Date Reported Nature of Site of Outcome 
Event Event Event (for 

multisite) 
Unanticipated AE 9/15/14 9/18114 Patient reported Nel!is AFB X-ray exam 

acupuncture sho\ved no retained 
needle broke needle. Patient had 
off in ear when no pain or 
she rubbed it discomfort. She 
with a towel-no stated she thinks 
pain or the broken piece 
discomfort fell out of ear. 
reported 

*Unexpected adverse event, severe adverse event, or adverse event 
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Reminder if these events were study related, caused hann or increased the risks to subjects or others, they 
should have already been reported when discovered, using the Adverse or Unexpected Adverse Event 
report forn1. This is only a summary of those events. 

9.2. Sum1nary of Withdrawals from the Study: lfnone occurred1 st~te NONE. List a!l subjects \vho 
withdrew (please specify if the subject \vithdrew, is lost to follo\v-up, deceased or any other reasons from 
your study) 

For the Entire Studv ChronoJo 
Withdrawals 

Date of Due to 
Withdrawal Screening 

Failure 
5/2412013 

6/11/2013 

6/27/2013 

6/27/2013 

7123/2013 

8/13/2013 

8/23/2013 

8127/2013 

9/5/2013 

91512013 

9/11/20!3 

9/1212013 

10/20/2013 

11/27/2013 

12/18/2013 

1/8/2014 

3/17/2014 

3/28/2014 

5/1/2014 

51612014 

6/13/2014 

Forn1 Revised as of 2 June 2015 

icallv 

Participant withdra,val (reason) 

012: Patient unable to be seen \Vithin the 30min post-op time frame 

023: Patient deployed, surgery canceled 

019: Patient surgery scheduled to different tiine. Research assistant missed 
surgerv 
024: Patient surgery time 'vas changed. Research staff unavailable to perfonn 
study related procedures at the time the sur!!e'"'' took nlacc 
DGMC 003: 7123/13· BFA Participant 5003 'vas dropped front BFA Study. 
Reason: BFA 5003's,vife had DGMC MD remove the BFA Needles due to 
concern of her pet cats might eat the BF A needles 
039: No doctor was able to apply BF A/Placebo 

034: 2nd Surgery 'vithin 30 days 
048: Patient surgery time \Vas changed. Research staff unavailable to perform 
studv related nrocedures at the time the surge"'' took olace 
051: Patient surgery time \Vas changed. Research staff unavailable to perfonn 
studv related orocedures at the time the surgerv took place 
060: Patient called and decided to not participate 
056: Patient \Vas experiencing chest pain fo]lo,ving surgery 
Decision was made to remov'e her from studv 
047: No doctor \Vas able to apply BF A/Placebo 
036: Patient surgery time \Vas changed. Research staff unavailable to perfonn 
studv related Procedures at the time the surgery took olace 
077: Patient ended up having a second surgery \Vithin the I month of 
particioation 
091: Patient surgery time was changed. Research staff unavailable to perfonn 
studv related orocedures at the time the surg:erv took o!ace 
084: Patient did not have a phone and \Vas unable to be reached for the follo\v 
uo calls 
-121: Patient surgery ti1ne \Vas changed. Research staff unavailable to perfonn 
study related procedures at the time the surPerv took n!ace 
125: Patient had extended hospital stay due to surgery complications 

134: Patient surgery time 'vas changed. Research staff unavailable to perform 
study related nrocedures at the time the sur!!erv took nlace 
138: Patient returned to hospital for second surgery 

149; No doctor \Vas available to perfonn the BF A for the study 
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7/9/2014 155: Patient discharged to rehab facility-unable to contact 
DGMC 001: Research Assistant signed the lnc\usion/E:<clusion Document on 
6/!9/13. Associate Investigator was unavailable to sign the 
Inclusion!Exclusion Document until 6/20/13. The ICD Consent Document \Vas 

7/9/2014 
signed by the Associate Investigator a day later than BFA Research Assistant's 
!CD consenting visit on 6/19/13. BFA 5001 Participant \Vas dropped from the 
BFA Study Reason: ICD document signature date obtained frorn Associate 
Investigator is a day later than Research Assistant consenting signature date of 
6/19/13 

8/8/2014 164: Patient choose not to participate 

8/11/2014 168: No doctor was available to perform the BF A for the study 

9/22/2014 175: Patient unable to be reached for follow up 

9/26/2014 
184: Patient surgery time 'vas changed. Research staff unavailable to perform 
studv related orocedures: at the time the sureerv took olace 

10/31/2014 021 : Patient opted to not undergo surge!)' 

10/31/2014 
190: Patient surgery ti1ne \vas changed. Research staff unavailable to perfonn 
studv related orocedures at the time the surf!erv took olace 

10/31/2014 
191: Patient surgery time was changed. Research staff unavailable to perfonn 
studv related orocedures at the time the sureerv took olace 

l l/15/20!4 
195: Research staff unavailable to perform study related procedures at the tin1e 
the sur_gery took place 

! !/26/2014 
197: Research staffunavail<ible to perfom1 study related procedures at the tiine 
the sure:erv took olace 

12/16/2014 
203: Patient surgery time was changed. Research staff unavailable to perfOrm 
studv related orocedures at the-time the suri:!;ery took place 

1/8/20!5 
205: Research staffunavailable to perform study related procedures at the time 
the sureerv took olace 

1/13/2015 
207: Research staffunavailable to perfonn study related procedures at the time 
the surP-erv took nlace 

2/27/2015 213: No doctor was available to perfonn the BFA for the study 

3/20/1015 223: No doctor was available to perform the BPA for the study 

4/14/2015 232: No doctor •vas available to perform the BF A for the study 

511412015 234: Patient surgery was cancelled 

5/26/2015 243: Patient choose not to participate 

6/15/2015 244: Patient choose not to participate 

01/05/16 248: No doctor \\'as available to perfonn the BFA for the study 

9.3. Consent Process: 
Each participant \Vas recruited in accordance with the recruitnient plan approved by the IRB. 

IZJ Yes D No 
Each pa11icipant \Vas consented in accordance with the consent process approved by the IRB. 

!Zl Yes 0 No 
Each participant \Vas given a copy of the signed, dated infonned consent docu1nent. 

l2J Yes 0 No 
As the Pl, I have retained a copy of each participant's signed, dated infonned consent document and 
provided a copy to the Protocol Office for record. 
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IZl Yes ONo 
10. Study Deviations 
Have any tninor non-co1nplianee events occurred? D Yes 1Z1 No 

0 Yes IZl No 
IZl Yes D No 

Have any serious non-co1npliance events occurred? 
[certify that no changes have occurred in the protocol since the previous IRB revie\v. 

11. Complaints about the Study: 
Have there been any reported complaints regarding the study? 

D Yes IZl No 
12. Amendments: 
FthEt"SdCh or e •n ire tu ov II rono OP1ca 1v 

Date of Date of Summary of the Change 
Chani:>:c Annroval 
29 Anr 13 29 Apr 13 Amendment I: Personnel Changes, update study staff phone nu1nbers 
9 Mav 13 JO Mav 13 A1nendment 2: Chan2e the \Vord 'nrior' to 'after' in section 6.4. 
29 Mav 13 11Jun13 Arnendment3: Removed Al, addition of recruitment fiver 
23 Sent 13 24 Sept l3 Amend1nent 4: Added SC, and add/re1noved Als 
26 Seot 13 24 Oct 13 Amendn1ent 5: Revised section on naue 5 re(!ardinrr ovemie:ht stav 
26 Nov 13 2Jan 14 Amendment 6: Removed/added Al's and SC. Chan,ged co1nmander 
20 Mar 14 18Apr14 Amend1nent 7: Revised data collection tool, added exclusion criteria, 

increased recruitment 
15 Jul 14 12 Aug 14 Amendment 8: Removed/added Ais, updated Patient Advocate on lCD 

and Privacv Officer on HIPAA 
22Sept14 7 Oct !4 Amendment 9: Updated ris~s in response to unanticipated event of 

nossible needle breakaue 
7 Aug 15 Disapproved Amendment 10: Revised data collection tool, increased recruitment 

\0Jun20J6 
29Junel6 12 Julv 16 Amendment l l: Revised data collection tool, add/remove Al's and SC. 

13. Funding: Funding fro1n: DR&D OSGO 0.0&M Dl·IMJ !8JOTJ;ER(explainsource): We 
\Vere a\varded a grant through Intramural DHP 6.7 FY\2 the Funding Opportunity in the amount of$ 
?49 999 and \\'as approved for additional $130,000 of DHP 6.7FY13 funds. 

I have received External Resources to support this study in the form of: 
(select all those applicable): 

D Loaned equipment 
D Consumable supplies 
D Dn1gs froni a non-DoD source 
181 N/ A 

14. Summa ... , of Research FindinPs: 
Background: Due to the emergence of i1nprovised explosive devices (IED's) and the \videspread use of body 
armor, there have been a higher proportion of orthopedic injuries from secondaiy blast injuiy than in previous 
conflicts. Since 2003., it is estimated that approximately 32, 195 soldiers have been woµnded in combat in the Iraq 
conflict alone. According to the American Academy of Orthopedic Surgeons, more than four and one half million 
knee arthrosconies and 1otal knee reolacements are nerfonned world\vide each year in addition to mill ions of foot 
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and ankle surgeries. These invasive procedures result in s\velling and pain, The side effects of the pain 
rncdicaticns are well kno\vn and a decrease in their use could prevent adverse effects of sedation and decreased 
job perfonnance. Auricular acupuncture has been evaluated in multiple trials, and although generally proven to be 
useful, these trials \Vere not rigorous. This study seeks to detennine if modified Battlefield Acupuncture is 1nore 
effective at relieving acute extremity pain. reducing medication use, decreasing ti1ne to full ambulation and 
improving quality of life than placebo acupuncture or standard care after lo\ver extre1nity surgery. 
Methods: We conducted a multi-site 3~ann randomized, double blind controlled trial of standard care alone 
versus standard care+ placebo auricular acupuncture \Vith ASP needles versus standard care+ battlefield 
acupuncture \Vith se1ni-pennanent needles. We recruited subjects at the pre-operative visit within t\VO Air Force 
orthopedics clinics for lo\ver extren1ity surgery (knee or below). After consent, we rando1nized them to the above 
interventions. After surgery, within 30 minutes of arrival in the post-operative care unit, subjects received their 
designated intervention. Acupuncture was performed by physician acupuncturists. Subjects reported pain level 
in1mediately after acupuncture, 24, 28, 168, and 720 hours later to a blinded research associate. Additionally, 
subjects cornpleted a PIQ-6 30 days post-operatively, and opioid use 'vas tracked for 30 days post-operatively. 
Statistical analysis \Vith A NOVA, Pearson's correlation, Chi-square and Fisher's exact test, and n1ultivariate 
analyses were performed on the data. 
Results: We enrolled 233 Department of Defense beneficiaries >18 years old (92 feinales and 141 males) \Vith a 
mean age of 44.5 years at two Air Force Medical Centers, We randomized 81 to modified BFA, 74 to placebo 
acupuncture and 78 to standard care. Overall pain levels \Vere unchanged at each time point bet\veen groups. 
Subjects \Vith worse pain \Vere noted to take 1nore opioid medication, and subjects older than 50 years \vho 
received 1nodified BFA took 398 fe\ver 1norphine equivalent units than those \Vh6 received standard therapy 
(p~.09) 

Conclusion: The use of modified battlefield acupuncture protocol does not change pain over 30 days, but both 
modified BF A and sham acununcture 1nav reduce use of onioid ana\Pesics in those >50 vears cf aPe. 

15. Publications and Presentations for this research study: None 

16. Defense Technical Information Center (DTIC) Abstract Submission 
(MANDATORY per AFSG/SG-5) 
Objective: This study seeks to detennine if1nodified Battlefield Acupuncture is nlore effective at relieving acute 
extremity pain, reducing medication use, decreasing time to full amb1.1lation and improving quality of life than 
placebo acupuncture or standard care after lower extren1ity surgery. 
Methods: We conducted a nlulti-site 3-arm randomized, double blind controlled trial of standard care alone versus 
standard care+ placebo auricular acupuncture with ASP needles versus standard care+ battlefield acupuncture \Vith 
sen1i-pennanent needles. We recruited subjects at the pre-operative visit \Vithin {\VO Air Force orthopedics clinics for 
\o\ver extremity surgeiy (knee or belo,v). After surgery, \Vithin 30 1ninutes of arrival in the post-operative care unit, 
subjects received their designated intervention. Acupuncture \Vas perfonned by physician acupuncturists. Subjects 
reported pain level ilnmediately after acupuncture, 24, 28, !68, and 720 hours tater to a blinded research associate. 
Additionally, subjects completed a PIQ-6 30 days post-operatively, and opioid use \Vas tracked for 30 days post­
operatively. Statistical analysis with ANOVA, Pearson's correlation, Chi-square and Fisher's exact test, and 
multivariate analyses were perfom1ed on the data. 
Results: We enrolled 233 Department of Defense beneficiaries >18 years old (92 females and 141 males) \Vilh a 
1ncan age of 44.5 years at t\VO Air Force Medical Centers. We randomized 81 to inodified BFA, 74 to placebo 
acupuncture and 78 to standard care. Overall pain levels were unchanged at each lintc point bet\veen groups. 
Subjects with \Vorse pain •vere noted to take more opioid medication, and subjects older than 50 years who received 
1nodified BF A took 398 fe\ver morphine equivalent units than those \Vho received standard therapy (p"'.09} 
Conclusion: ·rhe use of modified battlefield 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. 
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