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PRAGMATIC CLINICAL 
TRIAL

NOHARM Study Provides Non-Pharmacological Options  
to Manage Pain After Surgery 

Jewel Podratz1, M.B.A, NOHARM Study  Team3, Surgical Practice Staff3, Jon  Tilburt, MD2  and  Andrea Cheville, MD1

Department  of  Physical Medicine and  Rehabilitation, Rochester, MN1, Department  of  General Internal Medicine, 
Scottsdale, AZ2, Mayo Clinic Enterprise3

ABSTRACT 

Opioids are used to manage post-operative pain but  can  lead to 
unintended consequences such  as long-term  use  and addiction.   
Non-pharmacological  Options in post-operative Hospital-based  And 
Rehabilitative pain Management  (NOHARM)  is a pragmatic clinical  
trial  designed to test an  approach that  provides patient  education  and 
support  for using  alternative non-pharmacological  treatments for pain 
that  may  reduce or eliminate the  need  for opioids.   The  study  involves  
32  Mayo Clinic surgical  practices throughout the  Mayo Clinic 
Enterprise,  which form  22  clusters.   Clusters were randomized  to 5 
groups, and each group will  “go live” with the  intervention  at 7-month 
intervals.   Qualifying  patients have resources populate their  patient  
portal  prior  to their  surgery.   This includes the  Healing  After Surgery  
(HAS)  Guide,  a link  to the  HAS w ebpage, and the  study  phone 
number.   The  HAS G uide  describes 13  non-pharmacological  pain 
care (NPPC)  modalities (See  Table 1).   Patients select which 
modalities they  are interested in pursuing  and these selection auto-
populate their  electronic health record (EHR).   Surgical  and clinical  
staff  support  patient  modality  selections and educate patients on  how  
to self-administer the  modalities once they  leave the  hospital.   
Surveys are used to follow  patient  progress.   57,543 patients have 
been  enrolled  with 30,570 patients receiving  the  intervention.   The  
last group of  practices will  go live on  July  3, 2023,  and we are 
currently  pulling  our  first  large data set for analysis.   We anticipate 
including  these NPPC  modalities to surgical  pain standard of  care will  
be  beneficial  to our  patients and decrease the  need  for opioids in  
treating  surgical  pain 

STUDY  DESIGN 

Pragmatic Clinical Trials 
Pragmatic clinical  trials seek  to determine  the  effectiveness of  an  
intervention  in a real-world sett ing  to inform  clinical  decision  making  
(Roland and Torgerson,  1998). 

Figure 1: Organizational  Structure of  the  NOHARM  
Study 

NOHARM Stepped 
Wedge Design 

Figure 2: The  NOHARM  Study  is an  Enterprise  wide,  
Stepped-Wedge  Cluster-Randomized  Pragmatic 
Clinical  Trial  

INTERVENTION 

Figure 3: NOHARM Intervention

Table 1: Patients are offered  non- pharmacological  
techniques to help manage pain after  surgery. 

RESULTS 

Participants 

Figure 4:  Participant flow  and cumulative, site-
specific tracking  

Study Demographics 

Table 2: The demographics of the NOHARM  study  are 
predominately  non-Hispanic white patients.  

NEXT  STEPS 
• All surgical units will be live with the

intervention starting on July 3, when Tranche
5 goes live.

• The first large data pull for the study is
currently in process for subgroup analysis
and primary study outcomes.

• Papers in process focused on
• Study Design
• Cancer Pain
• Post Operative Care
• TENS Muscle Stimulation
• Total Knee Arthroplasty
• Rurality
• Native American Population

CONCLUSIONS 
As we move to onboarding the last of our 
surgical units, the NOHARM intervention will 
mature and prepare for integration into standard 
clinical practice. 

NOHARM TEAM 
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