Collecting Treatment Data Efficiently in Large Trials of Acupuncture:
STandards for Reporting Interventions in Clinical Trials of Acupuncture
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Methods

Background

e Clinical trials typically reported using the CONSORT (Consolidated Standards of Reporting e We used a modified Delphi Process! to develop a flexible acupuncture intervention protocol for this trial.
Trials) statement, which includes a 25-item checklist and a trial flow diagram, to assist in high ¢ Our protocol explicitly addressed all five components (and 15 subcomponents) ot the STRICTA checklist.
quality reporting of trials. e Our treatment visit form captured needling details, treatment regimen and other components of treatment

e CONSORT is augmented by specific extensions for various types of trials. (in this case, lifestyle components).

¢ STRICTA (STandards for Reporting Interventions in Clinical Trials of Acupuncture) is an
extension of the CONSORT statement providing guidance on how to clearly describe the
acupuncture treatments administered in a trial.

e We built a password-protected, HIPAA compliant SQL server database that used the treatment form as a
template for the database interface.

e We added additional questions on the details of treatment (see Fig. 7, Item 4) that allow us to monitor
treatment fidelity, whether and how protocol restrictions impacted the acupuncturist’s ability to deliver what
they felt would be the best acupuncture treatment, and the patient’s status at the end of the treatment (e.g.,

¢ To prepare for launching the “BackInAction” 4-site pragmatic trial of acupuncture for chronic
low back pain in older adults, we developed a standalone database to capture the aspects ot the
intervention we expected to vary among treatment visits.

treatment continuing, treatment completed).

Results

Introduction to STRICTA Number of Needles Used: Local Points: OO No O Yes Distal Points: OO No O Yes — B""“"::""B""" .
BL BL HTlJ GV HT1) BL BL
. . . Needle Retention Time (minutes):  Minimum: Maximum: Average:
The STRICTA checklist includes the rationale for the type of acupuncture ( ) ; - —
(Item 1), details of needling (Item 2), treatment regimen (Item 3), other Degi: 0 No [0 Some [ Most/All Needle Length(s): rEra LIRS
o o BL42 BL13 T3 13 BL13 BL 42
COmpOﬁﬁntS <It€m 4) aﬁd pI‘aCtlthﬁfil‘ baCkgI‘OU.ﬁd (Itém 5). Fz;gmfe 2: Database details to address STRICTA Items 2a, 2d, and 2f BLA3 | BL14 BL14 | BL43
. e o . . . , Y , _Q. ; ; ; ; ; BL 44 BL 15 T5 GV11 T5 BL15 BL 44
Of thOSC, acupuncture rat ionale and practitioner quah fications were pre- [Note: 2b is represented in Figs. 6-9; 2¢ is based on recommendations in several texts and is prescribed to be mannal] Vin Tang —— = = —
BL 46 BL17 T7 T7 BL17 BL 46
determined and thus, not included in the database. Hand a7 Jouse |1 N EE
. Anterior — —
Overall Acupuncture Treatment Regimen: cv s o T o s
Pi BL Pi
° ° * _ 12 en BL 22 L1 L1 BL22 | BL51 en
Standard 1reatment. between 8 and 15 treatment visits during 90-day COMPLETE THESE AT FIRST VISIT ONLY  Needle Gauge(s) (mm) o o | w [ ow [ = [un] we
. GB 26 | ST 25 ST25 | GB 26 BL24 | 13 13 | BL24
treatment perl()d. -- -- Yao Yan BL 25 L4 GV3 L4 BL 25 %
M . ; T / p 6 dd . 1 .. d . 90 d Needles are: O Coated [ Uncoated Needle Manufacturer: 6 Huan Huan
- I Zhong
ainrenance 11redizient. U.p to a 1tional treatment visits U.I'lﬁg ay Figure 3: Database details o address STRICTA Item 2g 2 —
: . Sl Joint BL 27 BL 27 Sl Joint
maintenance period. ) s o
Left Ear Right Ear
STRICTA Item Detail Shen Men | Shen Men
Back Back
2. Details of needling 2a) Number of needle insertions per subject per session (mean and range where relevant Study ID: Visit Date: / /202 [';I; F;: —
Visit No (check Box) 1 [0 2013 00 401 500 601 [etc] Visit Start Time: : Visit End Time: Knee Knee o
q q . 0 . BL 34 BL 34
2b) Names (or location if no standard name) of points used (uni/bilateral) Figure 4: Database details 1o address STRICTA Items 3a and 3b Anklo Ankle - T
Fioure 6: Recommended Acupuncture : .
2c) Depth of insertion, based on a specified unit of measurement, or on a particular tissue level Pg. 4 : Bod P / Fz(gme 8: Rec?wweﬂdedAaﬂp%ﬂcfﬂre
oints: Anterior of Body (except legs) Points: Posterior of the Body (except
2d) Response sought (de gi or muscle twitch response) legs)
) ) ) Self care recommendations (check all that apply): Back of the Legs
2e) Needle stimulation (manual, electrical) L ON
2f) Needle retention time 2: m Mi)rleement, activity, exercise Front of the Legs and Feet BL 36 BL 36
. . 3. O Meditati t (QiGong, Tai Chi BL 37 BL 37/
2g) Needle type (diameter, length, and manufacturer material) 4 0O FoidI/:i;?mrg::ir::efw ai Chi) —— S
3. Treatment regimen 5. O Guidance on breathing awareness BL 39 Bl 39
3a) Number of treatment sessions 6. [ Sleep
7. O Other BL 40 BL 40
3b) Frequency and duration of treatment sessions (specify): BL57 BL 57
4. Other components of Did you use ear seeds? [0 No [ Yes BL 58 BL 58
treatment 4a) Details of other interventions administered to the acupuncture group (lifestyle advice) = . . . m— BL 59 BL 59
We also added some additional questions on the details of treatment that allow us to monitor treatment fidelity, whether and how
protocol restrictions impacted the acupuncturist’s ability to deliver what they felt would be the best acupuncture treatment, and the BL 60 BL 60
4b) Setting and context of treatment, including instructions to practitioners and information and patient s status at the end of the treatment (e.g, treatment continuing treatment completed). BL6Z |S13 | SIS| BLe2

explanations to participants Figure 5: Database details to address STRICTA Item 4a [4b uses common materials and trainings to guide acupuncturists in Figure 7: Recommended Acupuncture Points: Figure 9: Recommended

their treatment and interactions with patients|: Abnterior of 1.eg Acupuncture Points: Posterior

of Leg

Figure 1: STIRCTA Required Elements of the Database
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