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My task today is to talk about PROMs, my career path as an academic 
Gynecologic Oncologist, and how I married the two: 

• Training:
❑ First physician in my family (from rural Kentucky). 

Always knew I wanted to be a doctor, but undergrad 
and post bac work was in Philosophy and Women’s 
studies

❑ From medical school on, knew I wanted to be a 
Gynecologic Oncologist.  Completed training in Boston

❑ Stayed on as staff
• Research and early career: 

❑ No area that I was passionate about, but very 
interested in the concept of “How do we know we are 
doing the right thing?”→ Not a big market for this in 
healthcare

❑ Generally wrote things that were the interest of those 
senior to me, and it was grueling to write

❑ Very focused on being an excellent clinician
❑ Applied for several grants that didn’t get funded 
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Having an amazing mentor was the single most important thing in my 
professional career: 

• Mentorship:
❑ Marcela del Carmen, MD, MPH was my most dear 

mentor and one of my closest friends (and partner)
❑ When Marcela took on the CMO role at MGH, she 

asked me to come on as an assistant medical director 
(0.2 FTE, 2016)

❑ This led to a series of career advancements and 
developments, and totally changed the trajectory of my 
career

• Current Career:
❑ 50/50 Admin and Clinical
❑ I oversee the world’s largest PRO program and my 

research, admin and clinical career nest nicely:
❑ Senior Medical Director at MGB
❑ Co Chair of the SGO Quality Task Force
❑ On several NQF and CMS TEPs as well as advisory 

boards
❑ Associate Professor at Harvard
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Definitions (NQF)

Acronym Term Definition Example 1 Example 2

PRO
Patient-Reported 

Outcome

any symptoms, health behavior,
functional or mental status that
comes directly from the patient
without interpretation of a clinician.

Depression Angina

PROM
Patient-Reported 

Outcome Measure
A tool to measure a PRO PHQ-9

Seattle Angina 
Questionnaire

PRO-PM

Patient-Reported 
Outcome 

Performance 
Measure

A quality metric based on a PROM

% of patients with 
major depression and 
initial PHQ-9 score >9 

with a follow-up PHQ-9 
score <5 at 6 months 

(NQF #0711) 

% of patients who 
achieve mild or 
minimal angina
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Healthcare has trouble measuring “Quality” and “Value”

We are excellent at measuring: 
30 day readmissions
Hospital acquired infections
Surgical site infections
Readmissions
Unplanned ICU admissions
Lab values
Length of stay
Process measures

What actually matters to patients: 
How is my quality of life?
Can I work?
Am I in pain?
Will I lose functionality (brain, body, sexual, 
physical)?
Can I remain independent?
Will I feel like my old self again?

6
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Nationally and Internationally, PROMS growth is explosive and the 
emerging standard of care

Basch E. Overall Survival Results of a Trial Assessing Patient
Reported Outcomes for Symptom Monitoring During Routine 

Cancer Treatment.  JAMA Jul 2017.

RCT of 766 patients with metastatic solid tumors at MSKCC
Randomized to routine collection of PRO’s or usual care
Overall survival: 31.2 months (24.5-39.6) vs 26 months (22.1-
30.9) p=0.03 in PROMS arm

PROMS is rapidly increasing in the 
literature: 

In 1983, there was one publication on PROs
In 2010, there were 2,704
By 2014, there was 5,643
In 2020, there were 13,207
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MGB PROMS program is the largest in the world

As of March 2021, 10,364,612 million PROMS have been 

collected 

• Next competitor is University of Utah, 3,000,000 

collections

• 100,000 questionnaires assigned a month

• 3 major payer contracts

Leading specialties:

• Orthopedics

• Oncology

• Neurosurgery

• Psychiatry

• Primary Care/Pediatrics

.
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PROMS will only become more prevalent & is increasingly used 
nationally  in strategy, payment and marketing

• CMS: 
❑ Over the next 5 years, CMS has pledged to increase number of care models and rules that include 

PROMS collection by 50%.
• Payers:

❑ Currently on launching pad to require performance metrics on PROs (rather than collecting)
❑ This has been seen in recent CMS models (KCF)
❑ NQF convening recommendations for 2021 on how to measure

• Purchasers: 
❑ Pacific Business Group on Health has composed an entire division to advise purchasers on how to 

contract around PROMS and PROMS performance
❑ PBGH also has been awarded 3 PCORI grants to understand how patients will request to see PROMS

• National Scene: 
❑ Many major health care systems are in the PROMs game→ Collecting phase and Research phase
❑ MGB, Providence St. Joe, Mayo Clinic, Cleveland Clinic, MD Anderson, MSKCC, Northwestern, etc

❑ PROMS remains the most compelling way for us to justify our cost and demonstrate our value. 
❑ As the field is blossoming, research opportunities are wide open
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What does a PROM actually look like? Ex:  Spinal Fusion 
CPT: 22612, 22614, 22632, 22630, 22633, 22634, 22840, 22842, 22843 
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What does a PROM look like in the clinic?
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What does a PROM look like to a physician or care provider?



How is a PROM 
created?  
(Courtesy of Dr. Andrea Pusic, BWH PROVE Center 
and Founder of Breast Q, Cleft Q, Face Q, Body Q, 
Wound Q, Hand Q, Gender Q, Scar Q)
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How are PROMs Developed?

PRO measurement development follows 3 steps:

Phase I:
Item Generation
Scale Development

What should we 
measure?

Phase II:
Item Reduction &
Validation

Which questions 
are effective?
What the 
measurement 
properties of the 
new instrument? 

Phase III:
Further Psychometric 
Evaluation

Does the instrument 
work?

QUALITATIVE QUANTITATIVE 

Slide courtesy of BWH PROVE Center, Dr. Andrea Pusic
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Ex:  CLEFT-Q

• CLEFT-Q  provides meaningful 

measurement of outcomes of CL/CP 

treatment from the patient perspective

• Valid across the entire age trajectory

• Designed for use in developed and 

developing countries 
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CLEFTQ Protocol

Wong Riff KW et al. BMJ Open. 2017 Jan 11;7(1)

https://www.google.ca/imgres?imgurl=http://thumbs.dreamstime.com/x/children-holding-hands-around-planet-20925911.jpg&imgrefurl=http://www.dreamstime.com/royalty-free-stock-image-happy-children-holding-hands-around-globe-image17851406&docid=QZiC8yuiLg7HxM&tbnid=E_R6m2_u0mDV4M:&w=400&h=395&ei=cWW5VO_SCJX_yQSp4oKAAw&ved=0CAIQxiAwAA&iact=c
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Development of the CLEFT-Q 

PRO instrument development follows 3 steps:

Phase I:
Item Generation
Scale Development

What should we 
measure?

Phase II:
Item Reduction &
Validation

Which questions 
are effective?

Phase III:
Further Psychometric 
Evaluation

Does the instrument 
work?
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Development of the CLEFT-Q 

PRO instrument development follows 3 steps:

Phase I:
Item Generation
Scale Development

What should we 
measure?

Phase II:
Item Reduction &
Validation

Which questions 
are effective?

Phase III:
Further Psychometric 
Evaluation

Does the instrument 
work?
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CANADA
Hospital for Sick 

Children, Toronto,  
Jan-Aug 2011

INDIA
Operation Smile 

Guwahati, Assam, 
May 2012

ENGLAND
Spires Cleft Centre, 

Oxford,  Jan-Aug 2011

USA
Rainbow 
Babies & 
Children’s 
Hospital, 

Cleveland, 
Jan 2012

PHILIPPINES
Operation Restore 

Hope New Zealand, 
Manila, April 2012

KENYA
CURE International 

Children’s Hospital in 
Kijabe, July 2012

N=138
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Creating the Items

“When I am eating the 
food it is coming out 
through my nose. So I 
feel embarrassed, like I 
want to be away from
the people.”

Kenya boy, age 9

“I used to like be quite 
shy cause I didn’t want to 
talk as much cause I was 
worried that people 
would point it out or 
something. And then it’d 
be upsetting when 
people ask me to repeat 
things.”

UK girl, age 14
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Preliminary Items Generated (n= 2892)
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CLEFT-Q Framework and Scales

Appearance

• face

• lips

• nose

• nostrils

• cleft scar

• teeth

• jaws

Speech

• function

• distress

Social

• school

• social

Psychological

• psychological 
well-being

Physical 
Function

• eating and 
drinking
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CLEFT-Q Satisfaction with Face Scale

Appearance

• face

• lips

• nose

• nostrils

• cleft scar

• teeth

• jaws



Fundamentals: PROMS 
and Gynecologic 
Oncology
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PROs in Gynecologic Malignancy are grounded in two 
systems:  FACT and EORTC 
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FACT and EORTC are multi-domain tools that assess broad 
functioning in several areas (social, physical, mental, etc)

• Both have a general scale (FACT-G) and (EORTC QLQ C30) as well as subscales
• FACT:  FACT En (Uterus), FACT O (Ovary), FACT-Cx (Cervix), FACT-V (Vulva)
• EORTC:  EORTC EN24 (Uterus), EORTC OV 28 (Ovary), EORTC Cx 24 (Cervix)
• No scales for vaginal cancer, trophoblastic disease, etc

• There are also many other additional scales that could be used based on what you are trying to test:
• PRO-CTCAE
• PROMIS Emotional and Instrumental Support
• Any PROMIS Scale: Abdominal pain, Emotional Support, Instrumental Support, etc
• PHQ-9 (Depression)
• FSFI (Female Sexual Function Index)
• And on and on
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The SGO has been an early adopter in the push to use PROs
“Patient Reported Outcome Measurements are an essential component of comprehensive, patient centered care” -SGO

“Recognizing our role in managing cancer patients across the entire continuum of surgical and medical care, we 
believe gynecologic oncologists are uniquely positioned to make important contributions to this field and influence 
the delivery of care in the wider discipline of oncology”
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But administration is far from routine, and Gyn Oncology specific PROs 
have not been updated since the 1990’s

• Survey to 1,146 SGO members in 2019 showed that less than <10% of Gynecologic 
Oncologists use PROs in routine clinical care (Sisodia RC, Gynecol Oncol, 2020)
• Of those who did use PROs:

• 23% used non-validated questionnaires
• Remainder were equally split between the FACT, EORTC and PRO-CTCAE

• Barriers to clinical use:  Time, EHR integration, selecting an appropriate PROM, ensuring 
the PROM is useful to patients and physicians
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Why aren’t PROs routine?  Robust Collection Requires Engaging Three Parties

Clinicians

• PROMs must be relevant

• PROMS must improve individual

patient care

• PROMS cannot increase workload, 

and should ideally reduce workload

• Scores must be actionable

Payers

• Payers must push EHR vendors to 

improve functionality and 

accessibility

• Must normalize that PROs are a part 

of good care; inclusion in payer 

contracts

Patients

• Are the PROs useful, i.e. do they 

resonate? 

• Are they able to compare 

themselves to patients like them? 

• Did provider use the results?

• PROs must reach them in ways that 

are convenient for them

For All, technology platform must work seamlessly: WiFi, tablets, security, integration into EHR, real-time processing
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Gynecologic Oncology uses two PROMs systems: FACT and EORTC

Both have contributed richly, but both were validated and developed in the 1990’s

Whereas some constructs remain the same (ex: abdominal pain), others have changed profoundly (side 
effects of various drugs, treatment protocols) or culturally have changed (gender identity, sexuality)

Other Issue:  Current PROMs Content Validity has not been updated 
since the 1990’s

30
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A more troubling finding is that our PROMs were developed 
almost exclusively in white, clinical trial patients

Example:  EORTC OV-28

• Domains were developed from RCT’s between 1990-1997 (1-3).

» Previous work by Scalici et al shows that of clinical trials between 1985 
and 2014, observed black enrollment was 15x lower than it should have 
been and only represented 8% of total trial candidates (4)

• A list of 50 issues was derived, and had relevance tested in 5 
countries (Austria, Scotland, Spain, Sweden and US). 

• Revised list was then administered to 82 cancer patients (trial 
patients) in same countries; Race and socioeconomic status were 
not even included as covariates

• The next validation occurred in  SCOTROC trial patients. Again, 
race and socioeconomic status not included

• Finally, international validation occurred.  Race and 
socioeconomic status not included

1) Lipscomb J, Gotay CC, Snyder CF.  Patient reported outcomes in cancer: A review of recent research and policy initiatives.  CA Cancer J Clin.  57 (5)  (2007) 278-300.   
2) Tarlov AR, Ware JE, Greenfield EC, Nelson E, Perrin M.  Zubloff.  The Medical Outcomes Study.  An application of methods for monitoring the results of medical care.  JAMA 262 (7) (1989( 925-930.  
3) Cull A, et al.  Development of a European Organization for Research and Treatment of Cancer questionnaire module to assess the quality of life of ovarian cancer patients in clinical tirals: a progress report.  

European Journal of Cancer 37 (2001) 47-53.
4) Scalici, J.  Minority participation in Gynecologic Oncology (GOG) Studies.  Gynecol Oncolo 138 (2015) 441-444.

Current PROMs may not represent non-white patients

31

Table 1 from the SCOTROC trial in Ovarian Cancer (Vasey P.  Cancer 
Research Campaign, 1998)
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A more troubling finding is that our PROMs were developed almost 
exclusively in white, clinical trial patients

Example:  EORTC OV-28

• Domains were developed from RCT’s between 1990-1997 (1-3).

» Previous work by Scalici et al shows that of clinical trials between 1985 and 2014, 
observed black enrollment was 15x lower than it should have been and only 
represented 8% of total trial candidates (4)

• A list of 50 issues was derived, and had relevance tested in 5 countries 
(Austria, Scotland, Spain, Sweden and US). 

• Revised list was then administered to 82 cancer patients (trial patients) in 
same countries; Race and socioeconomic status were not even included as 
covariates

• The next validation occurred in  SCOTROC trial patients. Again, race and 
socioeconomic status not included

• Finally, international validation occurred.  Race and socioeconomic status 
not included

1) Lipscomb J, Gotay CC, Snyder CF.  Patient reported outcomes in cancer: A review of recent research and policy initiatives.  CA Cancer J Clin.  57 (5)  (2007) 278-300.   
2) Tarlov AR, Ware JE, Greenfield EC, Nelson E, Perrin M.  Zubloff.  The Medical Outcomes Study.  An application of methods for monitoring the results of medical care.  JAMA 262 (7) (1989( 925-930.  
3) Cull A, et al.  Development of a European Organization for Research and Treatment of Cancer questionnaire module to assess the quality of life of ovarian cancer patients in clinical tirals: a progress report.  

European Journal of Cancer 37 (2001) 47-53.
4) Scalici, J.  Minority participation in Gynecologic Oncology (GOG) Studies.  Gynecol Oncolo 138 (2015) 441-444.

Current PROMs may not represent non-white patients
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Table 1 from International Validation Study of EORTC OV 28 (Greiman, et al, 
European Jrnl Cancer, 2003



Where are current 
research opportunities 
in PROMs? 
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Answer:  There are so many!

• Improving PROs:
❑ Updating content validity, ensuring adequate race/socioeconomic status/gender constructs

• Clinical Trials & PROs for novel therapeutics:  
❑ Current GO PROMs do not reflect drugs past the platinum era
❑ What are the long term PROs as it relates to PARP maintenance therapy? (Prospective cohort)
❑ What are the long term PROs on Pembrolizumab in endometrial cancers?

• Pragmatic, real world studies: 
❑ Describing PROs in routine clinical populations (I am currently doing this)
❑ Implementation science: How do I improve PRO collection?  What are barriers to docs or patients?
❑ PCORI grants
❑ What is the best way to show these to patients? 
❑ Do PROMs show that a particular treatment is valuable? 

• Cross disciplinary and longitudinal studies: 
❑ PROMs amongst various treatment modalities for same disease (surgery, radiation, chemo, etc)
❑ PROMs in oncology and sexual dysfunction
❑ PROMS in oncology, before and after pall care
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