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Patient experience can enhance 
understanding around how policy 
impacts patient access to (or 
experience with) healthcare

As patients are experts in their 
disease area, their experience and 
perspectives should be included 
in scientific publications to 
provide the lived experience 
around policy decisions

These results highlight how 
developing internal capabilities 
and processes are critical to 
better incorporate the patient 
voice into policy making and 
evaluation

The patient voice in policy research: 
leveraging qualitative data to understand 
how policy impacts patients
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Introduction
	y Patients are key stakeholders in healthcare; as such, their 
involvement in shaping healthcare policy is important 
to provide a contextual perspective around its viability, 
practicality, and appropriateness

	y Qualitative research can capture rich data on patient 
perspectives, experiences, and behaviors1.

	y Qualitative research is particularly well suited to 
understand patient interactions with policies to inform 
policymaking; yet there is a paucity of research in this 
space2  

	y In recent years, there has been increased emphasis on 
including patients as integral members of the research 
team, from drug development and regulatory 
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Methods
Qualitative exploratory focus groups
	y Patients with chronic conditions invited through Janssen’s Patient Engagement Research Council (PERC) program7 
discussed the impact of US healthcare policy through participation in three engagements

	y The following inclusion criteria were considered for each of the three engagements: 

	– Co-pay card utilization: PERC members with experience using a pharmaceutical manufacturer co-pay card or 
coupons in the past 12 months

	– Non-medical switch (NMS) policy: PERC members were divided into two groups based on whether they had or did 
not have NMS experience

	– Utilization management: PERC members with at least one experience with prior authorization, step edits, or 
formulary exclusion lists

Conclusions

GPP, Good Publication Practice; ICMJE, International Committee of Medical Journal Editors.

aPERC members could identify as more than one race/ethnicity. 
AS, ankylosing spondylitis; BICa, bladder cancer; CVM, cardiovascular and metabolic diseases; IBD, inflammatory bowel disease; MM, multiple myeloma; MS, multiple sclerosis; 
PAH, pulmonary arterial hypertension; PERC, Patient Engagement Research Council; PrCa, prostate cancer; PsA, psoriatic arthritis; PsO, psoriasis; VTE, venous thromboembolism.  

Patient perspectives on US healthcare policy

*Policy and Technical Changes to the Medicare Advantage Program, Medicare Prescription Drug Benefit Program, Medicare Cost Plan Program, Medicare Parts A, B, C, and D, Overpayment Provisions of the Affordable Care Act, Programs of AllInclusive Care 
for the Elderly, and Health Information Technology Standards and Implementation Specifications
CMS, Centers for Medicare & Medicaid Services; ISPOR, International Society for Pharmacoeconomics and Outcomes Research; NMS, non-medical switch.
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• Moderated by a patient experience research
 specialist using a semi-structured discussion guide
• Live sessions were audio-recorded and transcribed
• Key themes corresponding to study objectives
 distilled from transcripts and direct observations
 by a senior qualitative researcher, and analyzed
 using MAXQDA qualitative research analysis
 software

• Demographics/disease characteristics
• Knowledge/experience of policy

• Janssen’s PERCs include demographically
 diverse US residents who provide insights into
 their experiences living with a disease through
 structured engagements7

• Participants are selected with equity in mind
 to ensure diversity in demographics and
 treatment areas
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showcasing experiences and impacts
of NMS, including the impact on
patient-provider relationships and
feelings of insurance fatigue
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BACKGROUND AND OBJECTIVES

RESULTS

METHODS

•  NMS may negatively impact patient access to prescribed treatments and 

patient-provider relationships

• Patients need better support to understand, navigate, and challenge NMS and to 

maintain appropriately prescribed treatment

Bridget Doherty, Aarti A. Patel, Steven Zona, Gabrielle Geonnotti, and Lisa Shea are employees of Janssen 

Pharmaceuticals US, Inc., Titusville, NJ, USA. Wesley Peters is an employee of CorEvitas, Waltham, MA, USA, 

which provided analytical services funded by Janssen Pharmaceuticals.

Medical writing support was provided by Kathryn Quinn and Ify Sargeant on behalf of Twist Medical, and was 

funded by Janssen Pharmaceuticals US, Inc., a company of Johnson & Johnson.

Participants completed

a 15-minute

prework assignment prior

to the session

Research Methods

N=20

US patient

participants

with NMS

experience

SEPTEMBER

2022

Patient Participants

• Invited from Janssen’s Patient Engagement Research Councils (PERCs)

• Provided informed consent for participation and were

 compensated for their time

Participated in a virtual focus

group conducted by a Patient

Experience Research Specialist

(n=5/6 Participants per group) Patients’ Perceptions of NMS

Key insights: Words used to describe NMS by patients are mostly negative

What 3 words would you use to describe NMS?

WORD CLOUD

insurance
Bad-Faith

medical reasons

medical switch

puzzled insurance costs

Insurance bureaucracy

Unfair

control transparency

Insurance Company

Annoying

Greed

Unconscionable

profits change

frustrating centric

stressfulunnecessary

Non-Medical Switching (NMS)

Objectives

We explored patient perspectives of NMS

• Awareness

• Impact on their treatment and relationship with

 their provider

• Challenging NMS decisions

• Support needs

• A patient has their medication changed for reasons

 other than efficacy, side effects, or adherence

• Often relates to drug formulary policies aimed at

 reducing drug costs

Physicians have raised

concerns on how these policies

 impact patient care1

Patients’ Experiences with Challenging an NMS

• 50% of 18 patients challenged an NMS

• Only 3 were successful

Practice infrastructure determines whether

providers have resources to challenge NMS

Decision to challenge NMS

is often driven by

healthcare provider

Decision not to challenge is due

to limited time (both personal

and medical), financial reasons,

and bureaucracy

Successfully challenging an NMS does not guarantee that insurance will not attempt to switch again

Patients felt they were ‘never going to win’ and

successful challenges were only short lived

Key insight: Insurance fatigue stops patients from challenging an NMS

Went to my doctor, and we fought it ... won

the appeal ... A few months later, we get

happening to me ... I don’t like to feel helpless

I want my health. I won’t gamble when it

comes to that.

“ ” ”

“
Female patient (48 years; White) with ankylosing spondylitis

Male patient (44 years; American Indian) with inflammatory bowel disease

... I escalated to speak to a supervisor, but then I was on

hold for so long I ended up dropping a call ... because,

obviously, [I need to avoid] stresses that can cause a“
”

” Male patient (30 years; African American) with inflammatory bowel disease

gonna win.
“

Female patient (55 years; White) with psoriatic arthritis

“

Patients requested the following to help navigate 

NMS process:

HCP resources (e.g., staff)

available to challenge an NMS

“
Male patient (40 years; White) with ankylosing spondylitis

”

• Information from the insurance company when a switch is initiated

• Improved communication between the insurance company, patient, and provider

• Better understanding of their options

NMS Is a Complex Process for Patients to Navigate1 

8>.$3(3'#

Patient needs to fill a prescription for Product X

(new or refill)

Patient walks into pharmacy to 

drop off new prescription or calls pharmacy

requesting refill

While processing, pharmacy receives message

from insurance company indicating that Product X

is no longer covered due to formulary change and

suggests Product Y

Pharmacy receives prescription for

new medication for Product Y

Pharmacy receives electronic insurance

approval for existing medication (Product X)

Pharmacy dispenses medication

Patient picks up prescription

Physician’s staff receives request

Staff retrieves patient electronic record

Staff deposits message and record for physician’s review

Physician reviews message from staff 

Does not agree to change the patient’s medication 

Agrees to change medication 

*Insurance steps vary by state laws and insurance company guidelines

Figure adapted from Salam et al 20201

1. Salam T, et al. PLoS One. 2020;15(1):e0225867.

Office calls patient to explain

medication change due to

patient’s insurance.

Patient agrees to change

Office calls patient to explain medication

change due to patient’s insurance.

Patient is not comfortable

changing to new medication

Office calls patient to explain

that the physician

does not agree with the

medication change

Physician passes chart

and prescription to staff

Staff sends

prescription/insurance

approvals to pharmacy

Physician requests an exception to the plan’s policy or a “peer to peer” review*

Physician requests independent external review*

Physician asks staff to follow up with payer to determine

requirements needed to keep patient on current treatment. Staff calls insurer

Physician requests prior authorization*

Request approved
Request denied

Request approved
Request denied

Request approved
Final denied

Patient will

receive prescription

for Product Y

Physician

withdraws

Physician

withdraws

Patient/Physician

Decision Making

Clinical Decision Making

Insurance Decision Making*

Patient pays

out of pocket

for Product X

while

physician

engages in

insurance

process

Physician

provides

medication

samples

Physician/

patient decide

to withdraw 

from insurance

process

Interim

potential

activities

while awaiting

decision

by insurer

Pharmacy sends 

message to

physician’s office to

change or keep

patient on same

medication

Physician’s office

Path 1

Path 2

Path 3

Path 2 and 3 onward

Key:    – Patient    – Pharmacy    – Physician’s office    – Insurance

Pharmacy

Patients’ Experiences with NMS

• Choice of infusion center may be restricted or revoked

• NMS affected patients receiving biologics, which have high

 out-of-pocket expenses 

• The rationale for the switch was not always provided in the letter

• An alternative medication option was usually provided in the letter

• Many patients (n=7; 35%) were not informed by the insurance

 company and discovered NMS when picking up medication at

 the pharmacy

want you to switch to,’ gave me no reason why, and I was scared.

I was thinking, ‘My symptoms are good. What’s this new“
Male patient (44 years; American Indian) with inflammatory bowel disease” Female patient (45 years; African American) with ankylosing spondylitis

Disease areas with

high-cost medications

tend to be most impacted

by insurance interference

50%
received NMS

   request in the mail

Key insight: Patient-provider relationships are affected by NMS
Female patient (31 years; African American) with pulmonary arterial hypertension

I know that it’s really important for me to be really

consistent with my therapies ... [with the switch],

I was really nervous ..., when I switch back to my

old medicine, hopefully, I can get back to where

I was ... And I was very fortunate that I was able

to go back to where I was at.

“
” ”

Disruption to medication stability

is considered among the most negative

effects of NMS

NMS may affect relationship with a provider

depending on their ability to respond

and challenge the request

It was as an infusion ... so I couldn’t

get my infusions anymore. I had to“ ”

Fortunately, I found [a provider] who will work with me,

[and has the means to] challenge the [NMS]. They will

put pressure on ... to get me the meds that I need,

providers over the non-medical switching and their

[inability to appeal].

“
Female patient (45 years; African American) with ankylosing spondylitis

Patient Demographics (N=20)
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Gender

Male Female Non-binary

4

4
345

6

0

2

1

3

4

5

Age

30–39 40–49 50–59

Years

60–69 70–79

Postgraduate Degree

High School Diploma
Some College

Associate Degree
Bachelor Degree

Education Level

0
8642

Number of patients

6

4

2

2

6

Other

WhiteBlack or African-American
Hispanic or Latino

Asian-Indian

Ethnicity

0

10
642

Number of patients

8

1

7

8

3

1

Prostate Cancer

Ankylosing Spondylitis
Multiple SclerosisInflammatory Bowel DiseasePulmonary Arterial Hypertension

0

6

3

1 Number of patients

5

2

4

3

1 5

3

3

Psoriatic Arthritis

Cardiovascular-Metabolic

2
3

Patients were from

PERCs covering

7 different conditions

Patient forum on utilizing patient
engagement perspectives in the
development and implementation
of policy research at Pharma & Patient
USA 2023 (Reuters Events)

November 2023

12 Disease areas
AS, BlCa, CVM, IBD, MM, MS, PAH, PrCa, PsA, PsO,
stem cell transplant, VTE

Race and ethnicitya

1 Other

6 Hispanic or Latino
3 Asian
3 American Indian or Alaska Native

34 White

18 Black or African American

Education

Technical or trade school

High school diploma

Some college

Associate’s degree

Other

Bachelor’s degree

Graduate’s degree

n=2

n=3

n=10

n=4

n=1

n=20

n=19

Age

40–49 years

30–39 years

50–59 years

60–69 years

18–29 years

70–79 years

80+ years

n=12

n=9

n=13

n=14

n=3

n=7

n=159 Unique
participants:

Gender 33 Female

25 Male

1 Non-binary

BlCa, bladder cancer; CVM, cardiovascular and metabolic diseases; IBD, inflammatory bowel disease; MS, multiple sclerosis; NMS, non-medical switch; PERC, Patient Engagement Research Council; PsA, psoriatic arthritis.

Co-pay card utilization
Patients struggle to see how they could
adhere to prescriptions and maintain treatment
without co-pay cards

Utilization management
Patients feel they have to ‘suffer to prove’ that they deserve treatment
 

“… If I didn't have assistance, … I'd always be
stressed, which would probably then cause other
health issues and probably anxiety, lack of
sleeping; my mental health would
probably deteriorate always being
worried or in pain …”
CVM PERC member

“There’s no way I would have been able to
afford that medicine, and I honestly would
have been like, ‘you know what, thanks for the
diagnosis. I think I’ll just have to deal with
what I have.’”
MS PERC member

“Insurance and protocols [exclusion lists] are
trying to take away my feelings of hope.
I want to be healthy and do what's best for
my body, but I'm not being supported...
Healthcare shouldn't be a fight.” 
MS PERC member

“My symptoms started coming back
[during step edit]... I just feel you have to
suffer to prove yourself... It was horrible.
It was the worst period
of my life by far.” 
IBD PERC member

“I had to start on the first biologic that was
offered before, which wasn't as strong,
before I could step up … In between the time
that you're switching drugs, you have to be
off the first drug for at least two to three
months… So I just think about all that
wasted time … we could have been
working on getting my diseases
under control.”   
IBD PERC member

“[It] doesn't help medically-wise with
the body when you're adding the stress
that I don't feel really needs to be there
… I think they forget that at times and
so the patients tend to spend a lot of
time on the phone with insurance and
denials and then [it’s] frustrating
trying to get something
processed through.”   
BICa PERC member

Non-medical switch
Patients feeling resigned around
non-medical switch
 

“…you get put into kind of a queue of
everybody else that's going through the same
thing, and it's sometimes easier just to
switch it [prescription], even though that's
not easy. Sometimes it's easier just to
switch it and pick my battles. I'm never
gonna win.”   
PsA PERC member

“[NMS means] people who are not  licensed
to practice healthcare have made decisions …
regardless of whether your quality of life is
taken into account or not.
They're not practicing medicine.
They’re practicing finance.”   
IBD PERC member

decision-making,3 to shared decision-making at the 
patient–provider level,4,5 as well as publication planning 
and development6 

	y There is a need to include patient perspectives at a 
higher organizational/policy level to inform broader 
policies that may impact access to treatment

Objectives
	y To evaluate how US healthcare policy impacts patients 
with chronic disease through exploratory focus groups, 
and to pilot internal guidance on compliant processes 
for the publication of patient perspectives as well as 
the inclusion of patients as authors

Sharing patient insights on US healthcare policy

Compliant publication of patient perspectives

Internal guidance was piloted for including patients as authors

	y Internal company processes and 
partnerships were leveraged 
to compliantly 
publish patient 
perspectives on 
US healthcare 
policy

	y Key internal partners (legal, 
healthcare compliance, 
regulatory, privacy) 
were engaged 
early and consulted 
throughout the 
process

In 2023, PERC participant policy insights were utilized in various aspects of Janssen’s policy work

Participants described their perspectives on navigating US healthcare policy and how it affects their healthcare utilization

NMS, non-medical switch.
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