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Introduction

Opioid use and abuse has become a national crisis in the United States!® and it is now
recognized as an important healthcare issue (with a 200 percent increase in overdose deaths
from opioid and heroin use between 2000 and 2014).1®* The Centers for Disease Control and
Prevention (CDC) estimated that over 60,000 drug overdose deaths occurred in 2016, with
overdose death rates three times the rate of 1999.7 Up to 70% of opioid abusers become addicted
through an initial course of legal, physician-prescribed medications. Consequently, there has
been increased pressure on medical care providers to be better stewards of these medications.*®

Opioid prescription recommendations uniformly suggest using the lowest effective dose,
for the shortest possible duration. However, limited data exists in the literature defining what is
the “lowest dose” and “shortest possible duration” for orthopaedic sports medicine, with no
randomized controlled trial data establishing these minimally effective doses for specific
procedures. Prior investigation in the context of other procedures report that patients often use
<50% of their opioid pain medications and >90% save these medications.?? In general surgery,
research has shown that there is wide variability in opioid prescribing practices and that providing

a guideline for postoperative opioid prescribing has reduced initial opioid prescription size with
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no change in patient satisfaction, pain control, or subsequent refill requests.? > 811 14 17
Furthermore, patients also report using fewer opioids when initially prescribed fewer pills. 2 10
With the prominence of illicit opioid use and epidemic of opioid-related deaths from overdose,
minimizing dispensation of these medications continues to be a concern, particularly in the field
of orthopaedics.

Although opioid use guidelines currently exist in the orthopaedic literature, there is
significant variability in recommendations, and few if any, are supported by level | evidence.
Recent literature from Overton et al provided recommendations for postoperative morphine
equivalents, including those for several orthopaedic procedures, including partial meniscectomy
(0-10 5mg oxycodone, 0-75morphine equivalent), ACL reconstruction and rotator cuff repair (0-
20 5mg oxycodone, 0-150 morphine equivalents).'> Of important note, patients undergoing each
respective procedure consistently preferred lower opioid doses than surgeons performing the
surgery.’> Such recommendations have not been established for patients undergoing hip
arthroscopy for femoral acetabular impinge (FAI) and labral pathology. Prior literature
investigating this specific patient population has identified several risk factors for increased
postoperative opioid demands, particularly preoperative opioid use, obesity, back pain,
substance abuse, and concurrent mental health diagnoses such as anxiety and depression. 4 20
21 Subsequent research has demonstrated that these prescriptions following hip arthroscopy can
be reduced (mean 16.3 pills) through interventions such as mandated physician education.8
However, it is not known if additional investigations, including randomized controlled trials, could

demonstrate the possibility of even further reduction of postoperative opioid dispensation.
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From a patient, physician, and public health perspective, there is both a need and
common goal to reduce the unnecessary prescribing of opioid medications following common
orthopaedic procedures, including hip arthroscopy for the treatment of femoral acetabular
impingement and labral pathology. The feasibility of randomized controlled trials to investigate
this issue has been recently demonstrated in the arthroplasty literature.® Therefore, the purpose
of this study is to perform a randomized controlled trial to assess postoperative opioid
consumption and patient reported pain scores following hip arthroscopy for FAI and/or labral

pathology.

Purpose/Study Rationale
The purpose of this prospective randomized controlled trial is to determine if the quantity of
opioid pills prescribed at discharge is associated with the number of opioid pills consumed or

unused by patients after primary hip arthroscopy.

Hypothesis

It is hypothesized that patients receiving a prescription for 5 opioid pills (Norco) at discharge will
consume significantly fewer Norco pills and report significantly fewer unused Norco pills in the
first 30 days postoperatively than patients who receive 30 pills. Additionally, we hypothesize

there will be no difference in patient reported functional outcome scores.

Study Plan
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This study will be a prospective single blinded randomized controlled trial (RCT), investigating the
influence of the number of opioid pills prescribed following primary hip arthroscopy. All patients
who sign the consent form will be enrolled in the study and randomized to one of the two
treatment arms. The intervention group will receive 5 Norco pills, gabapentin (30 mg, once daily
for 10 days following surgery), and Tylenol (1000 mg, three times daily for 10 days following

surgery) while the control will receive the standard at our practice of 30 Norco pills.

Standard of care follow-up will take place at 1, 3, 6, and 12 months postoperatively. Variables of
interest will include postoperative patient pain scores (l.e. VAS), total morphine equivalents
taken in the first 30 days after discharge, number of unused opioid pills, and opioid disposal rates.
Standard patient reported outcomes measures (PROMs), including hip disability and
osteoarthritis outcome score (HOQOS), Harris Hip score (HHS), visual analog scale (VAS) for pain,
international hip outcome tool (iHOT-12), and Hip outcome score (HOS), will be collected at 3, 6,

and 12 months postoperatively.

Statistical Assumptions

Power analysis was approximately based on previously published data regarding quantity and
duration of opioid use following hip arthroscopy and other sports medicine procedures. One
prospective study by Cunningham et al reported a median opioid consumption in terms of
number of 5-mg oxycodone pills consumed in the 6-week postoperative period. This value was
20 pills for opioid naive patients with an interquartile range of 1 — 38 pills.* There were no

reported standard deviations. Based on opioid consumption following other sports medicine
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procedures (i.e. ACL reconstruction), variability (SD) has been observed to be + 50% of the
mean.'? 13 To detect a 25% reduction in opioid consumption, with 80% power, and an alpha of
0.05, a sample size of 126 (63 patients per group) is required. Accounting for 20% attrition and
15% cross-over from the experimental to the control group, a total sample of 170 patients (85

per group) will be enrolled in the study.

Enrollment Process

Potential participants are identified by the research study staff, enrolling investigator
and/or PI via medical chart and case review. The study eligibility requirements are
reviewed participant is pre-selected as tentatively meeting the eligibility requirements
for the study. An e-consent process will be used to obtain patient agreement through
Patient 1Q.

Informed Consent Discussion

Investigator and/or PI and research study staff will contact the patient in clinic or via
telephone to discuss the research study with them. Ideally, the informed consent
discussion should be conducted when the study staff and potential participant has time
to ask and answer questions. Information provided to the patient includes the rationale
for the study procedure or treatment, the number of study visits and the study
activities they will need to complete, risks involved, expected benefits, and
alternatives to treatment including the likely results of no treatment and that their
participation is voluntary and can be stopped at any time.

The process may occur over a period of several discussions, culminating in the
signing of a consent form online. Informed consent discussion will be documented in
the patient profile or chart.

Patient randomization will occur prior to consenting process.

Documentation of Informed Consent Discussion and Sending of Econsent
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A Note to File/Telephone log will be created to document the Informed Consent
Discussion containing the following:

I called and discussed/connected on the phone with patient {and *** Person (s) with
patient; or called the Legally Authorized Representative (LAR)} to discuss the
consent for {name of protocol}. I verified the identity of the individuals involved in
the discussion by verifying full Name (required) AND

__ Date of birthand _ Last four digits of SSN

The protocol was explained in detail, including all the contents of the informed
consent document and HIPAA authorization. The Rush IRB Guidance for the Use of
Electronic Informed Consent 6 Version 2_8.13.2020 discussion included, but was not
limited to, risks & benefits, medications/treatments used, randomization process,
procedures, confidentiality of research records, time commitments involved, voluntary
participation in the study and the option to withdraw at any time, and cost. The patient
is aware the study involves research and is knowledgeable regarding alternative
treatments to study participation. The patient was given reasonable time to consider
participation in the study, in the absence of coercion or undue influence. The patient
was offered an opportunity for questions and these questions were answered to the
satisfaction of the patient. The patient verbalized understanding of the information
presented.

The NTF will contain the following:

Name of Person Conducting Informed Consent Discussion
Date/Time when IC discussion took place

Signature of Person Conducting Informed Consent Discussion
Date/Time when IC was signed

If the patient agrees to participate, their email addressed was verified. No research
activities were performed prior to execution of the consent. The patient is aware
{he/she} appears to be eligible for the study based on current available information
but signing the consent form does not guarantee participation in the study. Further
screening will be scheduled to ensure that eligibility requirements are met.
Participation in the study is dependent on meeting all inclusion/exclusion
requirements. At the time of enrollment, the eligibility form will be completed, signed
and dated by study team and enrolling investigator/PI to be reviewed by PI.
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The potential participant will be sent a valid Rush IRB approved stamped copy of the
informed consent form for the study through an electronically secure and approved
electronic platform (Patient 1Q) through their email. The potential subject will then be
prompted to reply with the appropriate passcode in order to access the consent form,
and then provide the passcode again with their signature (secured).

A copy of the timestamped document will be sent to the study team through the
electronic platform and a copy will be sent to the participant. The process of consent
will be documented on the Informed Consent Process Note.

Inclusion Criteria

- Adult patients age 18-80 years

- English speaking

- Opioid naive patient (defined as not taking opioid pills within 6 weeks prior to surgery),
confirmed by checking the Illinois Prescription monitoring program

- Primary hip arthroscopy

- Written and informed consent for study participation

Exclusion Criteria

- Minors (< 18 years of age)
- Opioid tolerant patients

- Revision surgery
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- Prior infections of the operative joint

- History of active malignancy within the past 5 years

- Chronic pain conditions including low back pain, chronic pain syndrome, fibromyalgia

- History of alcohol or other substance use disorder

- Rheumatologic conditions, diabetes mellitus, hypo/hyperthyroidism, depression, anxiety, and
other disease states at the discretion of the principal investigator

- Exclude grade IV chondral defects

Study Procedures

For the purpose of this study, the investigators propose two standardized prescribing patterns
across all teams. The first would be the control postoperative prescribing pattern and the second
would be the experimental opioid reduced prescribing pattern. Patients will not be informed if
their postoperative prescriptions are part of the control or opioid reduced prescribing pattern.
These are detailed below. Of note, patients will be allowed to cross over from the opioid reduced
experimental group to the standard of care control group if they have breakthrough pain
following surgery. The following non-opioid medications are standard of care at our practice
following hip arthroscopy and, thus, will be prescribed to patients regardless of the group they
are randomized to: aspirin (325 mg, two times daily for 30 days) and Indocin (75 mg extended

release, one time daily for 10 days).

Group 1 (control — standard of care prescribing procedure):

Norco (hydrocodone-acetaminophen) 5mg-325mg, 30 total pills
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Group 2 (experimental — opioid reduced):

Tylenol extra strength (1000 mg, three times daily for 10 days following surgery)
Gabapentin (300 mg at night for 10 days following surgery)

Norco (hydrocodone-acetaminophen) 5mg-325mg, 5 total pills

Timeline of Events

1. Following informed consent during the office visit when surgery is scheduled, all patients will
be randomized to one of the postoperative pain management protocols, either the control
or opioid reduced.

2. Subjects will proceed with hip arthroscopy, including appropriate treatment and
documentation of concomitant injuries.

3. Over the course of the 1%t month postoperatively, patients will complete a 30-day diary
detailing which medications they took on each day and their daily average pain level
(indicating whether physical therapy was performed). Data pertaining to prescription refills
(i.e. number of refills, time to refill), number of left-over pain medications, and disposal rates
of opioid medications will also be recorded at these time points as well.

4. Patients will return for standard of care postoperative visits at 1, 3, 6, and 12 months
postoperatively. Patients will be asked to complete PROM questionnaires at the 3, 6, and 12

month follow-up time points.
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Day Preop | Surgery | 1 3 6 12
Surgery is month | months | months | months
Scheduled

in Clinic

Patient  Recruitment/
Informed °
Consent/Randomization
30-day Medication and
Pain Diary

Opioid Refill and
Disposal Data

PROMs ° ° ° °
Table 1. Study timeline

Primary and Secondary Outcomes
Primary Outcomes:

- The primary outcomes of this study are the number of Norco pills used and the number of
Norco prescription refills.

Secondary Outcomes:
- The secondary outcomes of this study include standard PROMs, including hip disability and

osteoarthritis outcome score (HOQOS), Harris Hip score (HHS), visual analog scale (VAS) for pain,
and international hip outcome tool (iHOT-12) at 3, 6 and 12 months postoperatively.

Benefits of Participation

There is no direct benefit to the patient for his/her participation in this study. The results will

contribute to the improvement of postoperative opioid prescribing patterns, specifically limiting
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unnecessary dispensation of opioid medications. This study will discern if and by how much

opioid medications can be reduced postoperatively following hip arthroscopy.

Alternatives to Participation

The alternative to participation in this study is not to participate. Patients who decline to
participate will be offered to proceed with the consented hip arthroscopic surgery. Postoperative
pain management medications will be provider dependent and in accordance with their standard

of care.

Risk/Benefits
Breach of confidentiality and/or privacy is a risk of the study. Below is a description of the
procedure for maintaining confidentiality. There is no direct benefit to the participants in this

study.

Procedures for Maintaining Confidentiality

A breach of confidentiality and/or privacy is a risk of this study. To prevent this and protect
patient identity and information, all collected data will be deidentified and stored electronically
in password-protected files. All information will be collected and reviewed by the research team

only. Data will be maintained on a password-protected computer in the research office of MOR.

References

Version Date 04/06/2021. Page 11 of 14



10.

ORA: 19071807-IRB01 Date IRB Approved: 8/19/2020 Amendment Date: 4/30/2021

Anciano Granadillo V, Cancienne JM, Gwathmey FW, Werner BC. Perioperative Opioid
Analgesics and Hip Arthroscopy: Trends, Risk Factors for Prolonged Use, and Complications.
Arthroscopy. 2018;34(8):2359-2367.

Bateman BT, Cole NM, Maeda A, et al. Patterns of Opioid Prescription and Use After Cesarean
Delivery. Obstet Gynecol. 2017;130(1):29-35.

Bicket MC, Long JJ, Pronovost PJ, Alexander GC, Wu CL. Prescription Opioid Analgesics
Commonly Unused After Surgery: A Systematic Review. JAMA Surg. 2017;152(11):1066-1071.
Cunningham D, Lewis B, Hutyra C, Nho S, Olson S, Mather R. Prospective, Observational Study of
Opioid Use After Hip Arthroscopy for Femoroacetabular Impingement Syndrome. Arthroscopy.
2018;34(5):1488-1497.e1486.

Eid Al, DePesa C, Nordestgaard AT, et al. Variation of Opioid Prescribing Patterns among Patients
undergoing Similar Surgery on the Same Acute Care Surgery Service of the Same Institution:
Time for Standardization? Surgery. 2018;164(5):926-930.

Hannon CP, Calkins TE, Li J, et al. The James A. Rand Young Investigator's Award: Large Opioid
Prescriptions Are Unnecessary After Total Joint Arthroplasty: A Randomized Controlled Trial. J
Arthroplasty. 2019.

Hedegaard H, Warner M, Minino AM. Drug Overdose Deaths in the United States, 1999-2016.
NCHS Data Brief. 2017(294):1-8.

Hill MV, McMahon ML, Stucke RS, Barth RJ. Wide Variation and Excessive Dosage of Opioid
Prescriptions for Common General Surgical Procedures. Ann Surg. 2017;265(4):709-714.
Howard R, Alameddine M, Klueh M, et al. Spillover Effect of Evidence-Based Postoperative
Opioid Prescribing. J Am Coll Surg. 2018;227(3):374-381.

Howard R, Waljee J, Brummett C, Englesbe M, Lee J. Reduction in Opioid Prescribing Through

Evidence-Based Prescribing Guidelines. JAMA Surg. 2018;153(3):285-287.

Version Date 04/06/2021. Page 12 of 14



11.

12.

13.

14.

15.

16.

17.

18.

19.

ORA: 19071807-IRB01 Date IRB Approved: 8/19/2020 Amendment Date: 4/30/2021

Lee JS, Hu HM, Brummett CM, et al. Postoperative Opioid Prescribing and the Pain Scores on
Hospital Consumer Assessment of Healthcare Providers and Systems Survey. JAMA.
2017;317(19):2013-2015.

Lovecchio F, Derman P, Stepan J, et al. Support for Safer Opioid Prescribing Practices: A Catalog
of Published Use After Orthopaedic Surgery. J Bone Joint Surg Am. 2017;99(22):1945-1955.
Lubowitz JH, Schwartzberg R, Smith P. Randomized controlled trial comparing all-inside anterior
cruciate ligament reconstruction technique with anterior cruciate ligament reconstruction with
a full tibial tunnel. Arthroscopy. 2013;29(7):1195-1200.

Nooromid MJ, Blay E, Holl JL, et al. Discharge prescription patterns of opioid and nonopioid
analgesics after common surgical procedures. Pain Rep. 2018;3(1):e637.

Overton HN, Hanna MN, Bruhn WE, et al. Opioid-Prescribing Guidelines for Common Surgical
Procedures: An Expert Panel Consensus. J Am Coll Surg. 2018;227(4):411-418.

Rudd RA, Aleshire N, Zibbell JE, Matthew Gladden R. Increases in Drug and Opioid Overdose
Deaths—United States, 2000-2014. American Journal of Transplantation. 2016;16(4):1323-
1327.

Sekhri S, Arora NS, Cottrell H, et al. Probability of Opioid Prescription Refilling After Surgery:
Does Initial Prescription Dose Matter? Ann Surg. 2018;268(2):271-276.

Stepan JG, Lovecchio FC, Premkumar A, et al. Development of an Institutional Opioid Prescriber
Education Program and Opioid-Prescribing Guidelines: Impact on Prescribing Practices. J Bone
Joint Surg Am. 2019;101(1):5-13.

Trasolini NA, McKnight BM, Dorr LD. The Opioid Crisis and the Orthopedic Surgeon. J

Arthroplasty. 2018;33(11):3379-3382.e3371.

Version Date 04/06/2021. Page 13 of 14



ORA: 19071807-IRB01 Date IRB Approved: 8/19/2020 Amendment Date: 4/30/2021

20. Westermann RW, Hu J, Hagen MS, Willey M, Lynch TS, Rosneck J. Epidemiology and Detrimental
Impact of Opioid Use in Patients Undergoing Arthroscopic Treatment of Femoroacetabular
Impingement Syndrome. Arthroscopy. 2018;34(10):2832-2836.

21. Westermann RW, Mather RC, Bedard NA, et al. Prescription Opioid Use Before and After Hip

Arthroscopy: A Caution to Prescribers. Arthroscopy. 2019;35(2):453-460.

Version Date 04/06/2021. Page 14 of 14



