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OQP Special Study:  Quality of VHA Prostate Cancer Care

Quality Indicators and Timeliness Measures

Introduction

This project is a nationwide evaluation of quality of care provided to veterans with prostate cancer. This document provides detailed information about the prostate cancer quality indicators and timeliness measures for a special study by the Veterans Health Administration (VHA) Office of Quality and Performance (OQP) to identify opportunities for improvement and inform quality improvement (QI) activities within the VHA Healthcare System.  

The quality indicators were developed by the Office of Quality and Performance and collaborators from the Atlanta and Greater Los Angeles VHA Medical Centers, with input from numerous VHA clinical and measurement experts.[footnoteRef:1] In most cases, they are adapted from existing quality indicators developed by professional societies and are based on published sources or existing evidence-based clinical guideline recommendations.  Some measures were used in the Program Evaluation of Oncology Programs in the Veterans Health Administration, conducted under the auspices of the Office of Policy and Planning (OPP) in compliance with the Government Performance and Results Act of 1993 (GPRA) by contract with Abt Associates and subcontract with Harvard School of Public Health.  Feasibility of reliable chart abstraction was also a major factor in measure selection.  A brief discussion of the evidence base and  rationale is included in the description of each measure, with selected references listed at the end of the document  [1:  Expert panel members and their affiliated institutions are listed in Appendix I] 


In addition to the quality indicators, several measures of the timeliness of prostate cancer care are included.   There is broad agreement that patients should receive appropriate care in a “timely” fashion.  However, evidence linking specific timeframes to outcomes is sparse, and widely-accepted benchmarks are not available.  Consequently, each timeliness measure will be reported descriptively (e.g., median time, interquartile range) rather than as the proportion of patients meeting a pre-determined timeliness criterion.    

Also included is a set of “descriptive data” presenting information useful for characterizing VHA cancer care but lacking the evidence base or expert opinion consensus required for quality indicators.

There are many important aspects of prostate cancer care that cannot be measured for this study because there are no established guidelines nor consensus standards and/or reliable data cannot be abstracted from the medical record.  The measures used for this special study, as with quality measures in general, cannot take into consideration all the nuances of care and thus the results will rarely be 100%. Despite these limitations, we anticipate that the data will be helpful in identifying improvement opportunities. Reporting of results will be accompanied by an improvement toolkit to facilitate addressing these opportunities.




Measurement Population

Data will be collected for all (approximately 12,000)  pathologically-confirmed incident cases of adenocarcinoma of the prostate from calendar year 2008 reported to the VHA Clinical Cancer Registry (VACCR).  Results will be reported at the medical center, VISN, and national level.  Since there will be too few cases with metastatic prostate cancer (M>0) at initial diagnosis to assess facility-level results, all metastatic cases (M1) will be included in the sample and only national rates will be reported for measures applicable to M1 disease.     

Cases with any of the following will be excluded from all measures:
· prostate cancer other than adenocarcinoma
· recurrence of prior prostate cancer 
	enrollment in a cancer clinical trial[footnoteRef:2]  [2:   These cases are excluded because documentation in CPRS may not be complete.
] 

	pre-existing or concurrent diagnosis of metastatic cancer other than prostate cancer
· diagnosis and/or treatment for cancer other than prostate cancer (excluding non-melanoma skin cancer) during the 12 months following initial diagnosis of prostate cancer
·  enrollment in hospice prior to diagnosis of prostate cancer or < 30 days after cancer diagnosis
	documentation of “comfort measures only” in a hospital discharge summary or nursinghome note <30 days after cancer diagnosis
	diagnosis at autopsy or death < 30 days after cancer diagnosis
	life expectancy less than 6 months documented in the Medical Record or on the PROBLEM LIST at time of diagnosis



Data Collection and Analysis

Data used to calculate these indicators will be collected by trained medical abstractors from the West Virginia Medical Institute (OQP’s contractor for abstraction of External Peer Review Program (EPRP) measures), using 2008 VHA Central Cancer Registry (VACCR) case information, Fee Basis files[footnoteRef:3], and patients’ VHA electronic medical records.  Cancer stage will be determined by VACCR data using clinical or pathologic stage as appropriate. If no VACCR stage is available, the abstracted stage will be used.  Data will be reported at three levels: medical center (MC), VISN and national. For calculation of MC-level rates, cases will be attributed to medical centers per VACCR attribution.  Only analytic cases (VACCR case codes 0-2) will be selected. If a veteran has more than one VACCR prostate cancer report for 2008, the earliest analytic case will be selected.  Medical centers will have the opportunity to review and correct measure results before publication using the same mechanism employed for EPRP measure abstraction[footnoteRef:4].  [3:  The Department of Veterans Affairs (VA) can make payments to non-VA health care providers under many arrangements. The most common are sharing agreements with affiliate medical schools and contracts with medical specialists. Non-VA care may also be authorized under the Fee Basis program, under which  a VA facility refers the veteran for care paid for by the VA when VA cannot offer needed care, when a non-VA provider would be economical to the VA or more convenient for the veteran,, or on an emergency basis when travel to a VA facility is medically infeasible. Each VA station tracks Fee Basis invoices and submits reports to the national office. These reports are merged to form a system-wide database, which is being used for this study.
]  [4:   Information on the review process may be obtained from each medical center’s Quality Manager and/or EPRP liaison.] 




Staging

The highest documented clinical stage at time of original diagnosis, whether abstracted from the  medical record or recorded in the VACCR, will be used to determine eligibility for measures related to all primary therapy.   

Use of Fee Basis Data

Fee basis data are used to identify VA-purchased care, the quality of which should be equivalent to that provided at a VAMC.   The fee basis care is attributed to the VAMC that paid for the care.  More detailed information regarding how fee basis codes and data were used in the study may be found in Appendix II.  




List of Measures for Prostate Cancer Study

Detailed specifications for each measure are described in subsequent sections.  Analytic algorithms linked to the data collection instrument will be provided in the final report. 


Diagnosis and Treatment Quality Indicators 

DTP1:  At least 10 cores samples taken at prostate needle biopsy. 
DTP2:  No bone scan or PET scan prior to primary therapy for prostate cancer at low risk of recurrence and treated with surgery, radiation therapy or cryotherapy
DTP3:  Three-dimensional radiation therapy  
DTP4:  Central axis doses of at least 75 Gy for three-dimensional conformal radiation therapy (3D-CRT) or  intensity-modulated radiation therapy (IMRT) external beam radiation therapy (EBRT), with or without image guidance (IGRT)
DTP5:  Docetaxel-based regimen for castration-resistant metastatic prostate cancer (reported at national 
level only)
DTP6:  Neoadjuvant and/or adjuvant hormonal therapy for high-risk patients receiving external beam radiation therapy


Timeliness Measures

TP1:   	Time from pathologic diagnosis of early stage prostate cancer to primary therapy 

Descriptive Data
	
DD1:  	Type of primary therapy for clinically localized prostate cancer
DD2:   Negative margins for radical prostatectomy specimens  
DD3a:	PSA monitoring following primary therapy or Active Surveillance decision for early stage prostate cancer
DD3b: Time to first PSA monitoring after primary therapy for early stage prostate cancer
DD4a:  Digital rectal exam monitoring in Active Surveillance for early stage prostate cancer
DD4b:	Time to first digital rectal exam following Active Surveillance decision for early stage prostate cancer
DD5a:   Repeat biopsy following Active Surveillance decision for early stage prostate cancer
DD5b: Time to repeat biopsy following Active Surveillance decision for early stage prostate cancer	
DD6:	Pre-Treatment Documentation in a single note of PSA, Tumor Stage, and Gleason Score





Diagnosis and Treatment Quality Indicators for Prostate Cancer (DTPs)

DTP1:   At least 10 core camples taken at prostate needle biopsy

At least 10 core samples obtained if needle biopsy of prostate performed for initial pathologic diagnosis of prostate cancer (or documented reason why not) 

Denominator:  	Cases with initial pathologic diagnosis obtained by needle biopsy of prostate at a VAMC or Fee Basis provider

Exclude:  	Cases:
· meeting study exclusion criteria (see page 2)
· with no pathology report in medical record
· not undergoing needle biopsy at a VAMC or Fee Basis provider
· with stage > M0
· with stage > N0				

Numerator:		Cases with:
· 10 or more core samples taken during prostate needle biopsy; 
OR
· documentation by physician, nurse practitioner, or physician assistant that obtaining 10 or more core samples was not possible (e.g., surgical complications) 


Note: 	In addition to overall results, the following will also be reported:
· stratified results: initial diagnostic biopsy at VAMC vs Fee Basis provider

Rationale:	Many studies have shown the superiority of extended core biopsy techniques for detecting prostate cancer, including prospective and computer simulation analyses in which cancer etection is improved from 73-82% seen with routine sextant biopsy schemes to upwards of 96% when systematic sampling of at least 10 cores occurs (Chen et al. 1997, Chang et al. 1998, Presti et al. 2000). Thus, although not derived from guideline recommendations, this measure was adopted given the strong evidence base in the literature during the timeframe of this study.  Subsequent literature (Thura et al 2011) has raised questions about the need for 10 cores, and this measure will need to be reconsidered before using this quality indicator formore recent cases. 



DTP2:   	No bone scan or PET scan prior to primary therapy for prostate cancer at low risk of recurrence and treated with surgery, radiation therapy or cryotherapy 
	
No bone scan or PET scan performed between diagnosis and primary therapy for cases at low risk of recurrence receiving interstitial prostate brachytherapy OR external beam radiation therapy to the prostate OR radical prostatectomy OR cryotherapy; or documentation why bone scan or PET scan performed.

Denominator:   	Cases:
· at low risk of  recurrence, defined as [footnoteRef:5]: [5:  The criteria for identification of patients at very low risk and at low risk of recurrence are based on the original definition of low-risk disease by D’Amico et al. (1998).] 

Stage T1c or T2a AND PSA 10 ng/mL AND Gleason score 6.
· receiving interstitial prostate brachytherapy, OR external beam radiotherapy to the prostate, OR radical prostatectomy, OR cryotherapy at a VAMC or Fee Basis provider.

	Include:	Cases with:
Gleason score < 6 AND PSA <10 ng/mLExclude:  	Cases: 
· meeting study exclusion criteria (see page 2) 
· with documented clinical T2b, T2c, or T3-4 tumor stage; or disease extending beyond the prostate (i.e.,extraprostatic or non-organ-confined disease); or metastatic (i.e.,M1) disease
· with clinical stage not documented in VACCR and not able to be abstracted from clinical record
· not receiving surgery, radiation therapy, or cryotherapy as primary therapy at a VAMC or Fee Basis provider
	
[bookmark: BM1021]Numerator:    	Cases with:
· no bone scan or PET scan performed at a VAMC or Fee Basis provider between pathologic diagnosis and initiation of the earliest of one the following primary therapies: interstitial prostate brachytherapy, external beam radiation therapy to the prostate, radical prostatectomy, cryotherapy; OR 
· documentation by physician, nurse practitioner, or physician assistant of reason for a bone scan or PET scan (e.g., presence of bone pain, suspicious or abnormal result in another imaging study suggesting metastatic disease, other documented reason).

Note: 	In addition to overall results, stratified results (primary therapy at VAMC vs Fee Basis care provider) will also be reported.

[bookmark: 1018]Rationale:  	A bone scan or PET scan is generally not required for staging disease in asymptomatic men with a low risk of recurrence who receive primary therapy or those with a low risk of metastatic disease. This indicator (limited to bone scan) is recommended by the Physician Consortium for Performance Improvement ® (American Medical Association   2007) based on clinical evidence supporting American Urological Association guidelines (2007) and National Comprehensive Cancer Network guidelines (2008). The measure including bone scans only is also currently endorsed by the National Quality Forum (National Quality Measures Clearinghouse 2007).


DTP3:  Three-dimensional radiation therapy

Use of three-dimensional conformal radiation therapy (3D-CRT) or intensity-modulated radiation therapy (IMRT)[footnoteRef:6] with or without image guidance (IGRT)[footnoteRef:7] for cases with clinically localized prostate cancer receiving external beam radiation therapy (EBRT)  as primary[footnoteRef:8] therapy[footnoteRef:9] [6:  Intensity-modulated radiation therapy  (IMRT) is an advanced form of three-dimensional conformal radiotherapy (3D-CRT). It uses sophisticated software and hardware to vary the shape and intensity of radiation delivered to different parts of the treatment area. It is one of the most precise forms of external beam radiation therapy  (EBRT) available. Both 3D-CRT and IMRT link CT scans to treatment planning software that allows the cancerous area to be visualized in three dimensions.  Regular 3D-CRT and IMRT differ in how the pattern and volume of radiation delivered to the tumor is determined. Both approaches allow higher doses of radiation to be delivered more precisely to the tumor targets.
]  [7:  Image-guided radiation therapy (IGRT) uses imaging technology that incorporates movement of the tumor to ensure that the target is in the same position for every treatment session.
]  [8:  The initial therapy received within one year after diagnosis (including active surveillance) is considered the “primary therapy”  EXCEPT for (a) radiation therapy with neoadjuvant androgen deprivation therapy, where  radiation therapy is considered the primary therapy; and (b) brachytherapy within three months (before or after) EBRT, where brachytherapy is considered the primary therapy.
]  [9:  This measure is similar, although  not identical, to a measure recommended by the Physician Consortium for Performance Improvement (PCPI) ® (American Medical Association 2007). This indicator modifies the PCPI measure by including cases in both numerator and denominator for which explicit reasons are recorded for not using 3D-CRT or IMRT (e.g., patient refusal, medical comorbidities, etc.). Since results from these measures are designed to be used for quality improvement, clear documentation of why a process was NOT performed or a treatment NOT given is felt to meet current standards of care; thus  provision of such care is reflected in the measure construction. 
] 


Denominator:  	Cases with clinically-localized  prostate cancer (Stages T1-T2 AND N0 AND M0)
receiving external beam radiation therapy (EBRT) as primary therapy at a VAMC or Fee Basis provider

Include: 	Cases with:	 
· Clinical stage:
· T1 or T2 and
· N0 and
· M0 
		AND
· EBRT as primary therapy at a VAMC or Fee Basis provider

Exclude:  	Cases: 
· meeting study exclusion criteria (see page 2)
· with clinical staging not documented by VACCR and not able to be abstracted from clinical record
· not receiving primary treatment with EBRT at a VAMC or Fee Basis provider [footnoteRef:10] [10:  These cases are excluded from evaluation due to potential problems with locating documentation related to radiation treatment received by patients delivered at a site that is neither a VAMC nor a fee-basis care provider.] 


Numerator:		Cases with 3D -CRT  or IMRT as primary therapy

Note: 	In addition to overall results, stratified results (EBRT at VAMC vs Fee Basis provider) will also be reported.

Rationale: 	Current, computer-aided radiation therapy techniques improve the precision of the irradiation of cancerous tissue and should be employed for all patients receiving external beam radiation therapy as primary therapy to the prostate. (Physician Consortium for Performance Improvement (PCPI) ® (American Medical Association 2007, National Comprehensive Cancer Center Guidelines,  2008).  Advanced technologies in EBRT have allowed for delivery of higher cumulative treatment doses to target tissues with lower risk of morbidity and late radiation effects.  Since guideline-suggested doses upwards of 75 Gy generally are not achievable using conventional EBRT without significant toxicity, 3D-CRT and IMRT, are the recommended EBRT modalities (Zelefsky et al. 2002, Dolezel et al. 2009, Al-Mamgani et al. 2010).


DTP4:  Central axis doses of at least 75 Gy for three-dimensional conformal radiation therapy (3D-CRT) 	or  intensity-modulated radiation therapy (IMRT) external beam radiation therapy (EBRT),  	with or without image guidance (IGRT)

Central axis doses of > 75 Gy for patients at intermediate- or high-risk of recurrence who receive three-dimensional conformal radiation therapy (3D-CRT) or intensity-modulated radiation therapy (IMRT) or image-guided radiation therapy (IGRT) to the prostate as primary therapy[footnoteRef:11] (or documented reason why not) [11:  See footnote 8.
] 


Denominator:  	Cases at intermediate- or high-risk of recurrence receiving 3D-CRT or IMRT or IGRT types of  EBRT to the prostate as primary therapy at a VAMC or Fee-Basis provider

Include: 	Cases who:
· received EBRT as primary therapy for prostate cancer 
AND
· are at intermediate or high-risk for recurrence defined as:
· Clinically staged 
· T2 or T2c or T3a; and
· N0; and
· M0;
OR
· Gleason score >7;
OR 
· PSA > 10 ng/mL

 Exclude:  	Cases:
· meeting study exclusion criteria (see page 2)
· with neither staging nor PSA nor Gleason score documented by VACCR or able to be abstracted from clinical record 
· not receiving primary treatment with EBRT at a VAMC or Fee Basis provider 

Numerator:		Cases with:
· 3D-CRT or IMRT dose > 75 Gy, with or without IGRT; OR 
· documentation by physician, nurse practitioner, or physician assistant of reason for 	receiving a different dose (e.g., prior radiation therapy to prostate, concurrent 	brachytherapy, positive margins for prostate biopsy, toxicity from radiation 	therapy, other documented reason). 

Note: 	In addition to overall results, the following will also be reported: 
· stratified results: 3D-CRT or IMRT or IGRT received at VAMC vs Fee Basis provider
· number of cases for which neither stage nor Gleason score nor PSA documented.
 
Rationale:	Advanced technologies in EBRT have allowed for delivery of higher cumulative treatment doses to target tissues with lower risk of morbidity and late radiation effects. Results of randomized trials suggest that dose escalation using newer EBRT modalities for prostate cancer treatment is safe and is associated with improved biochemical outcomes (Pollack et al. 2002, Zietman et al. 2005, Peeters et al. 2006).  In patients with stage T1b-T3 disease, Kuban et al (2008) demonstrated superior freedom from biochemical or clinical failure in the group randomized to 78 Gy compared to 70 Gy (78% vs 59%, p=.004). Based on such findings, conventional doses of 70 Gy are no longer considered adequate, and doses of at least 75 Gy are recommended by current National Comprehensive Cancer Network guidelines (NCCN 2008).

 DTP5:   Docetaxel-based regimen for castration-resistant metastatic prostate cancer (reported at 			national level only) 

Docetaxel-containing chemotherapy regimen for prostate cancer patients with progressive metastatic disease following treatment with androgen deprivation therapy (ADT) [footnoteRef:12]  (or documented reason why not) [12:  Androgen deprivation therapy (ADT) includes include: androgen ablation, androgen suppression; androgen blockade; anti-androgen therapy; hormone/hormonal therapy; bilateral orchiectomy; medical orchiectomy; surgical castration (bilateral orchiectomy) and medical castration.  An oral medication will be considered “received” if a prescription is documented in the medical record.
] 


Denominator:		Cases who received androgen deprivation therapy (ADT) as primary treatment and were 	subsequently diagnosed with progressive metastatic disease

Include:	Cases with:
· Androgen deprivation therapy (ADT) received as primary treatment at a VAMC or a Fee Basis provider prior to diagnosis of progressive disease
AND 
· Progressive metastatic disease documented in a VAMC or Fee-Basis clinician note [footnoteRef:13] [13:  Progressive disease is defined as: (a)  progression of a bidimensionally measurable lesion; (b) progression that could be evaluated but not measured (e.g., evaluated by bone scan).  For purposes of this measure, any description consistent with “progressive metastatic disease” in a clinician note will be acceptable, so long as it is not based solely on an increased PSA.   Information contained only  in a radiology report will NOT be used.  See data collection instrument for abstraction rules.
] 


      	Exclude:  	Cases:
· meeting study exclusion criteria (see page 2)
· not receiving ADT as primary treatment at a VAMC or Fee Basis provider


Numerator:		Cases who within 6 months of diagnosis of progressive disease:
· Received a docetaxel-based regimen; 
OR 
· Have documentation by physician, nurse practitioner or physician assistant why
            docetaxel-based regimen was not received

Note: 	 This measure will be reported only at national level because of the low number of eligible cases. 
	 In addition to national results, stratified results (primary ADT at VAMC vs Fee Basis provider)
                     will also be reported.

Rationale:   This indicator was derived from data from randomized clinical trials and National Comprehensive Cancer Center Network guidelines (NCCN, 2007).  Patients who relapse following androgen deprivation therapy may be considered for systemic therapy.  In two phase II studies (SWOG 9916 and TAX 327)[footnoteRef:14],[footnoteRef:15], docetaxel-based regimens were shown to provide a survival benefit among such patients[footnoteRef:16]. Based on these data, a regimen of docetaxel with steroids given every three weeks is the recommended first-line treatment for metastatic castration-resistant prostate cancer. [14: Petrylak DP, Tangen CM, Hussain MH, et al. Docetaxel and estramustine compared with mitoxantrone and prednisone for advanced refractory prostate cancer N Engl J Med 351: 1513-1520, 2004.
]  [15:  Tannock IF, de Wit R, Berry WR, et al. Docetaxel plus prednisone or mitoxantrone plus prednisone for advanced prostate cancer N Engl J Med 351: 1502-1512, 2004.]  [16:  Berthold DR, Pond GR, de Wit R, Eisenberger M, Tannock IF; TAX 327 Investigators. Survival and PSA response of patients in the TAX 327 study who crossed over to receive docetaxel after mitoxantrone or vice versa. Ann Oncol.  19:1749-53, 2008.
] 



DTP6:  	Neoadjuvant and/or adjuvant hormonal therapy for high-risk patients receiving external beam 	radiation therapy as primary therapy

Neoadjuvant and/or adjuvant hormonal therapy[footnoteRef:17] prescribed for cases at high risk of recurrence and receiving external beam radiation therapy (EBRT) to the prostate as primary therapy[footnoteRef:18] (or documented reason why not)[footnoteRef:19] [17:  See footnote 12.
]  [18:  See footnote 8.
]  [19:   This measure is similar, although not identifical to, a measure recommended by the Physician Consortium for Performance Improvement (PCPI) ® (American Medical Association 2007). This indicator modifies the PCPI measure by including cases in both numerator and denominator for which explicit reasons are recorded for not prescribing adjuvant hormonal therapy (e.g., patient refusal, medical comorbidities, etc.). Since results from these measures are designed to be used for quality improvement, clear documentation of why a process was NOT performed is felt to meet current standards of care; thus provision of such care is reflected in the measure construction. ] 


Denominator: 	Cases at high risk of recurrence receiving external beam radiation therapy to the prostate 				as primary therapy at a VAMC or Fee Basis provider

	Include: 	Cases with: 
· PSA > 20 mg/dL: 
OR
· Gleason score 8-10; 
OR 
· Clinical stage T2c or T3a or T3b or T4 

Exclude:  	Cases:
· meeting study exclusion criteria (see page 2)
· with clinical stage N >0 or M >0
· neither clinical staging nor PSA nor Gleason score documented by VACCR or able to be abstracted from clinical record
· not receiving primary treatment with EBRT at a VAMC or Fee Basis provider

Numerator: 		Cases who:
· were prescribed hormonal therapy six months before and/or six months after EBRT;
OR 
· have documentation by physician, nurse practitioner or physician assistant why neoadjuvant and/or adjuvant hormonal therapy was not received 

Note: 	In addition to overall results, the following will also be reported: 
· stratified results: EBRT received at VAMC vs Fee Basis provider
· number of cases with neither stage nor Gleason score nor PSA documented

Rationale:	In patients receiving external beam radiation therapy (EBRT) as primary therapy who are also at high risk of recurrence, multiple studies alone and in meta-analysis have demonstrated a survival benefit with neoadjuvant or adjuvant hormonal therapy compared to expectant management at relapse (Kumar 2006, D'Amico 2008). Results from the prospective, randomized Phase III trial of the European Organisation for Research and Treatment of Cancer reported five-year disease-free survival rates of 74% (95% CI 67-81%) for the combined treatment group versus 40% (95% CI 32-48%) for radiation alone in a cohort with locally advanced disease, with 5-year disease-specific survival of 94% (95%CI 90-98%) versus 79% (95% CI 72-86%), respectively (Bolla 2002). In a cohort with clinically localized disease, the randomized trial performed by the Radiation Therapy Oncology Group revealed significantly improved actuarial 10-year survival (49% vs. 39%, p=0.002) and 10-year local failure rates (23% vs. 38%, p<0.001) for those receiving neoadjuvant or adjuvant hormonal therapy with EBRT vs. EBRT alone (Pilepich 2005). Such studies have prompted the American Urological Association and the National Comprehensive Cancer Network to include this standard in guidelines with their highest levels of recommendation ("Standard" and "Category 1", respectively), and it is a measure of the American Medical Association Physician Consortium for Performance Improvement®. The National Cancer Institute assessment of the level of evidence supporting this therapeutic strategy is 1iiA (randomized, controlled, non-blinded clinical trial with total mortality as an endpoint).



Timeliness Measures

Rationale for Timeliness Measures:  Timeliness of care is one of six important dimensions of health care quality recognized by the Institute of Medicine.  Although data regarding the effect of timely care on patient outcomes is sparse and conflicting, particularly given the generally lengthy disease course of prostate cancer, timeliness is an important aspect of high-quality, patient-centered care. This is a descriptive measure only.

TP1:   	Time from pathologic diagnosis of early stage prostate cancer to primary therapy[footnoteRef:20] [20:  See footnote 8.
] 


Median number of days from pathologic diagnosis of early stage prostate cancer and primary therapy or decision to defer or forego treatment during first 12 months post-diagnosis

Include: 	Cases with:	 
· Clinical stage:
· T1 or T2; and
· N0; and;
· M0
		AND
· One of the following::
· radical prostatectomy, cryotherapy, brachytherapy, external beam radiation therapy, hormonal therapy as primary therapy at a VAMC or Fee Basis provider (with the earliest being used in calculation); or
· documented decision to pursue active surveillance as primary therapy or not to treat

     	 Exclude:	Cases:
· meeting study exclusion criteria (see page 2)
· without documentation of dates to calculate this measure
· not initially diagnosed at a VAMC
· with clinical staging not documented by VACCR and  not able to be abstracted from clinical record

Note: 		In addition to median number of days, the following results will also be reported:
· stratification by type of primary treatment
· for each type of primary treatment (excluding active surveillance and decision not to treat), stratification by VACCR VAMC vs other VAMC vs Fee Basis provider[footnoteRef:21] [21:  VACCR VAMC vs other VAMC are stratified separately for this measure since other studies have documented increased time to treatment for intra-VA referrals.] 












 Descriptive Data (DD)

The following information will also be reported.  These measures address processes of care where valid and feasible quality indicators are difficult to construct given the current level of evidence, yet whose value to the health care provider may be of interest, import, or utility in understanding and improving VHA cancer care.   

DD1:  Type of primary therapy for clinically localized prostate cancer

Proportion of cases of early stage prostate cancer receiving each type of primary therapy[footnoteRef:22] during the first 12 months following definitive diagnosis of early stage prostate cancer:   [22: 22See footnote 8] 


Denominator:  	Cases with:	
· Prostate cancer clinically staged (per VACCR or medical record abstraction) as:
· T1 or T2; and 
· N0; and 
· M0; 	

 Exclude:  	Cases:
· meeting study exclusion criteria (see page 2)
· with clinical staging not documented by VACCR and not able to be abstracted from clinical record
· with documentation of primary therapy at a non-VAMC and non-Fee Basis provider, except for  active surveillance or decision not to treat, which will be included for all VAMC and non-VA providers.

Numerator(s): 	Number of cases receiving each of the following as primary therapy at a 						VAMC or Fee Basis provider during the first 12 months following definitive diagnosis of 			prostate cancer at the above-referenced stages:
· surgery; or
· brachytherapy; or
· external beam radiation therapy; or
· cryotherapy; or
· hormonal therapy[footnoteRef:23]; or [23: 23 See footnote 12] 

· active surveillance; or 
· decision not to treat

Note: 		In addition to overall results, the following results will also be reported:
· for each type of primary therapy (other than active surveillance or decision not to treat), stratification by site of primary therapy (VACCR VAMC vs other VAMC vs Fee Basis provider)[footnoteRef:24] [24: 24 VACCR VAMC vs other VAMC are stratified separately for this measure to better elucidate intra-VA referral patterns.] 

· cases where type of primary therapy and/or whether therapy received at VAMC or Fee Basis provider cannot be determined

Rationale:       It is unclear whether long-term outcomes differ significantly among early stage prostate cancer patients who receive treatments with curative intent versus active surveillance, and the improvement in early detection afforded by the PSA test has raised concern regarding overtreatment of the growing numbers of patients with early disease (Draisma et al. 2003, Parker 2004, Dall’Era et al. 2008, Miller 2009, Shao 2009). The proportion of VHA patients selecting each of these primary treatment options has not yet been well-described.  This measure is descriptive only and will provide information on patterns of  care for patients with prostate cancer in the VHA. 


DD2:   Negative margins for radical prostatectomy specimens 

Proportion of cases with radical prostatectomy surgical specimen(s) with  margins free of tumor reported by recurrence risk level

Denominator:	Cases with prostate pathologic specimen obtained from a radical prostatectomy procedure:

Exclude: 	Cases:
· meeting study exclusion criteria (see page 2)
· undergoing cystoprostatectomy
· with salvage prostatectomy for radiation therapy failures 
· not undergoing radical prostatectomy at a VAMC or Fee Basis provider
· with no pathology report in medical record
· with neither staging nor PSA nor Gleason score documented by VACCR or able to be abstracted from clinical record 

Numerator:		Cases with negative surgical margins documented in the pathology report for the radical 				prostatectomy specimen


Note:                           In addition to overall results, the following will also be reported:
· results stratified by  by risk recurrence level[footnoteRef:25] [25: 25 The criteria for  identification of patients at low, intermediate, and high risk of recurrence are based on the original definition by D’Amico et al. (1998).  Risk recurrence level will be categorized based on last available staging/PSA/Gleason score prior to prostatectomy.] 


	LOW recurrence risk:
· Stage T2a or less AND 
· PSA ≤10 ng/mL AND
· Gleason score ≤6

INTERMEDIATE recurrence risk: 
· Stage T2b; OR
· PSA >10 and ≤20 ng/mL; OR 
· Gleason score=7

			HIGH recurrence risk: 
· Stage T2c or greater; OR 
· PSA >20 ng/mL; OR
· Gleason score ≥8 

· results for each recurrence risk level stratified by whether prostatectomy was performed by VAMC vs Fee Basis provider.

Rationale:  	Numerous studies have demonstrated that positive surgical margins following radical prostatectomy as definitive local treatment for prostate cancer are associated with biochemical and clinical recurrence and thus predictive of need for secondary treatment (Zietman et al. 1993, Grossfeld et al. 2000). However, several questions limit the ability to use this measure as a quality indicator. The ideal positive margin rate has never been defined and even at high volume centers of excellence, the reported positive margin rate is not zero (range: 11% to 38% , Tan et al, 2010). In addition, Evans at al reported in 2008 that interobserver variability between expert genitourinary pathologists is 10% when examining radical prostatectomy specimens for the presence of margin status.  Although the conflicting evidence makes this measure inappropriate as a quality indicator, is should provide a useful description of prostate surgical specimen margin status within VHA. 



DD3a:	PSA monitoring following primary therapy decision for early stage prostate cancer

Proportion of cases with PSA monitoring within 18 months following initiation of primary therapy[footnoteRef:26] for early stage prostate cancer   [26: 26 PSA testing after Active Surveilllance decision is addressed in measure DD5.] 


Denominator:      	Cases with:
· Prostate cancer clinically staged (per VACCR or medical record abstraction) as:
· T1 or T2; and 
· N0; and 
· M0; 
AND
· Surgery, brachytherapy, external beam radiation therapy, cryotherapy, or hormonal therapy as primary therapy at a VAMC or Fee Basis provider; 

Exclude:     	Cases:
· meeting study exclusion criteria (see page 2)
· who died < 540 days (18 months) after initiation of primary therapy not receiving primary therapy at a VAMC or Fee Basis provider
· with clinical staging not documented by VACCR and not able to be abstracted from clinical record

Numerator: 	Cases with serum PSA test < 540 days (18 months) after initiation of
	primary therapy  


DD3b:   Time to first PSA monitoring after primary therapy for early stage prostate cancer

Median number of days to first PSA following initiation of  primary therapy for early stage prostate cancer (among cases with monitoring within 18 months)
		
Include: 	Cases with:
· Prostate cancer clinically staged (per VACCR or medical record abstraction) as:
· T1 or T2; and 
· N0; and 
· M0; 
			AND
· Surgery, brachytherapy, external beam radiation therapy, cryotherapy, or hormonal therapy as primary therapy at a VAMC or Fee Basis provider; 
			AND
· Serum PSA test drawn at a VAMC < 540 days (18 months) following primary therapy

Exclude:  	Cases:
· meeting study exclusion criteria (see page 2)
· who died < 540 days (18 months) after initiation of primary therapy not receiving primary therapy at a VAMC or Fee Basis provider
· with clinical staging not documented by VACCR and not able to be abstracted from clinical record

Note:  	In addition to reporting the median number of days, the following will also be reported:
· results stratified by type of primary therapy;
· results stratified by site of primary therapy (VACCR VAMC vs other VAMC vs Fee 	Basis provider)[footnoteRef:27] [27: 28VACCR VAMC vs other VAMC are stratified separately for this measure to better elucidate intra-VA referral patterns.] 


Rationale:  Guidelines for timing and frequency of post-therapy PSA monitoring are few and differ substantially. National Comprehensive Cancer Network clinical guidelines suggest PSA testing every 6-12 months for the first five years following therapy with curative intent, then annually thereafter; for locally advanced or metastatic disease treated with ADT or radiation therapy, PSA testing every 6-12 months is suggested. American Society for Therapeutic Radiology and Oncology guidelines suggest PSA testing every 3 months for the first two years following treatment, then every 6 months thereafter (1997). In view of the lower level of evidence regarding optimal follow-up for patients on AS, these measures are descriptive only and will provide information on patterns of  care for patients with prostate cancer receiving a variety of treatment options, including AS, in the VHA.



DD4a:   Digital rectal exam monitoring in Active Surveillance for early stage prostate cancer

Proportion of cases with digital rectal examination (DRE)[footnoteRef:28] within 18 months following Active Surveillance decision for early stage prostate cancer	 [28: 29DRE may also be referred to as (clinical) prostate exam, rectal exam,or physical examination of the prostate.] 


Denominator: 	Cases with:
· prostate cancer clinically staged (per VACCR or medical record abstraction) as:
· T1 or T2; and 
· N0; and 
· M0; 
AND
· active surveillance as primary therapy at a VAMC[footnoteRef:29]  [29: 30 Because of the challenges finding documentation related to Active Surveillance, this measure only includes cases where the primary Active Surveillance decision occurs at a VAMC.] 


Exclude:  	Cases: 
· meeting study exclusion criteria (see page 2) 
· who died < 540 days (18 months) after initiation of primary therapy or Active Surveillance decision
· with Active Surveillance as primary therapy at a non-VHA facility, including Fee Basis providers;
· clinical staging not documented by VACCR and not able to be abstracted from clinical record

· Numerator: 	Cases with: DRE performed at a VAMC[footnoteRef:30]  [30: 32 Some patients may have their first post-treatment DRE test outside the VHA.  This descriptive measure is limited to DREs at VAMCs because of  the abstraction time required to find non-VHA DREs in the VA medical record.   ] 

			AND
· DRE performed < 540 days (18 months) after decision to pursue Active Surveillance



DD4b:   Time to first digital rectal exam following Active Surveillance decision for early stage prostate cancer

Median number of days to first digital rectal exam following Active Surveillance decision for early stage prostate cancer (among cases with DRE within18 months)		
Include 	Cases with:
· Prostate cancer clinically staged (per VACCR or medical record abstraction) as:
· T1 or T2; and 
· N0; and 
· M0; 
AND
· Active surveillance as primary therapy at a VAMC; 
AND
· Digital rectal exam performed at a VAMC < 540 days (18 months) following the decision for active surveillance following a diagnosis of early stage prostate cancer

Exclude:  	Cases: 
· meeting study exclusion criteria (see page 2)
· who died < 540 days (18 months) after Active Surveillance decision
· with Active Surveillance as primary therapy at a non-VHA facility, including Fee Basis providers
· clinical staging not documented by VACCR and not able to be abstracted from clinical record

Rationale:  	There is limited evidence addressing follow-up of patients electing Active Surveillance for early stage prostate cancer. The National Collaborating Centre for Cancer’s  guidelines (2008) recommend that patients who choose AS should be followed in accordance with the  ProSTART (Phase III randomized study of active surveillance versus radical treatment in patients with favorable-risk prostate cancer) protocol, including at least one re-biopsy.  The National Comprehensive Cancer Network (NCCN) guidelines descriptive only and will provide information on patterns of  care for patients with prostate cancer on AS in the VHA. (v.2008, call for regular follow-up for men who are monitored through AS, including PSA (every 3-6 months), DRE (every 6-12  months), repeat needle biopsy within 6 months (if initial biopsy was <10 cores or assessment discordant) or within 18 months (if initial biopsy > 10 cores).  In view of conflicting recommendations for follow-up for patients on AS, this measure is descriptive only to provide information on patterns of Active Surveillance follow-up in VHA.


DD5a:   Repeat biopsy following Active Surveillance decision for early stage prostate cancer

Proportion of cases with repeat biopsy within 18 months following Active Surveillance decision for early stage prostate cancer

Denominator:  	Cases with:
· Prostate cancer clinically staged (per VACCR or medical record abstraction) as:
· T1 or T2; and
· N0; and 
· M0; 
				AND
· Active surveillance as primary therapy at a VAMC[footnoteRef:31] [31: 33Because of the challenges finding documentation related to Active Surveillance, this measure only includes cases where initial Active Surveillance decision occurs at a VAMC.] 


Exclude:       Cases:
· meeting study exclusion criteria (see page 2)
· who died < 540 days (18 months) after initiation of primary therapy or Active Surveillance decision 
· with Active Surveillance monitoring as primary therapy at a non-VHA facility, including Fee Basis providers
· clinical staging not documented by VACCR and not able to be abstracted from clinical record

	Numerator:		Number of cases with documented dates and findings for first repeat prostate biopsy 					< 540 days (18 months) following decision for active surveillance 

DD5b: 	Time to repeat biopsy following Active Surveillance decision for early stage prostate  cancer	
Median number of days to first repeat biopsy following Active Surveillance decision for early stage prostate cancer (among cases with DRE within 18 months)
		
Include:  	Cases with:
· Prostate cancer clinically staged (per VACCR or medical record abstraction) as:
· T1 or T2; AND
· N0; AND 
· M0; AND
· Active surveillance as primary therapy at a VAMC; 	AND
· Documented dates and findings for first repeat prostate biopsy < 540 days (18 months) following decision for Active Surveillance 

Exclude:       Cases:
· meeting study exclusion criteria (see page 2)
· with Active Surveillance monitoring as primary therapy at a non-VHA facility, including Fee Basis providers
· clinical staging not documented by VACCR and not able to be abstracted from clinical record


Rationale:  	The evidence for best practices for active surveillance (AS) decision for early stage prostate cancer is limited. The National Collaborating Centre for Cancer guidelines (2008) recommend that patients who choose AS should be followed in accordance with the  ProSTART (Phase III randomized study of active surveillance versus radical treatment in patients with favorable-risk prostate cancer) protocol, including at least one re-biopsy.  The National Comprehensive Cancer Network (NCCN) guidelines (v.2008,) call for regular follow-up for men who are monitored through AS, including PSA (every 3-6 months), DRE[footnoteRef:32] (every 6-12  months), repeat needle biopsy within 6 months (if initial biopsy was <10 cores or assessment discordant) or within 18 months (if initial biopsy > 10 cores). In view of the conflicting recommendations regarding optimal follow-up for patients on AS, this indicator is descriptive only, but may be useful in understanding  patterns of  care provided to prostate cancer cancer on AS in the VHA. [32: 34DRE may also be referred to as digital rectal exam, (clinical) prostate exam, rectal exam, or physical examination of the prostate.
] 





DD6:	   Pre-Treatment Documentation in a single note of PSA, Tumor Stage, and Gleason Score

Documentation of PSA, clinical tumor (T) stage and/or digital rectal exam (DRE) findings, and Gleason score for newly-diagnosed cases of non-metastatic (i.e., M0) prostate cancer in one note in medical record or reference in note to evaluation of these three elements prior to treatment decision-making (or documented reason why not)

Denominator:  	Cases who:
· receive primary therapy (i.e., interstitial prostate brachytherapy OR external beam radiation therapy to the prostate OR radical prostatectomy OR cryotherapy OR hormonal therapy OR active surveillance) at a VAMC; OR 
· have documentation of a decision not to treat.


Exclude:  	Cases:
· meeting study exclusion criteria (see page 2)
· with metastatic (i.e., N1 or M1) disease at initial clinical staging 
· not receiving primary therapy at a VAMC

Numerator:  		Cases with:
· documentation within 12 months of diagnosis but prior to initiation of earliest treatment or decision not to treat of all the following in a single note:
·  PSA; AND 
· Gleason score; AND
· clinical T stage or DRE[footnoteRef:33]  findings  [33: 35DRE may also be referred to as digital rectal exam, (clinical) prostate exam, rectal exam,or physical examination of the prostate.] 


Rationale:  This indicator is included in the Physician Consortium for Performance Improvement (PCPI)®measurement set (American Medical Association, 2007), an Institute of Medicine report on quality indicators in cancer care (Institute of Medicine, 2005), and the National Comprehensive Cancer Network (NCCN) guidelines (NCCN 2008). Stratification of recurrence risk by PSA, tumor stage, and Gleason score has been correlated significantly with biochemical failure and cancer-specific mortality following treatment (American Urological Association, 2007); the three factors are thus used routinely to aid in prognosis and guide treatment decision-making. For this measure documentation of DRE is considered equivalent to documentation of T stage because clinical T staging is a reflection of DRE findings.  The intent of the measure is to ensure that all three elements were considered prior to treatment decision-making. Thus, documentation of findings for all three items (PSA, stage/DRE, and Gleason score) should be included in a single note in the medical record, or a reference to all three items specifically as part of evaluation prior to treatment decision-making should be documented in one note.
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Appendix II

FEE BASIS CODES AND DATA USAGE 

Appendix II.  Fee Basis Codes and DataThe following describes how fee basis activities were identified and used for this project:

Use of Fee Basis Data in Analyses:

Initial diagnostic biopsy:  Date and distinguishing VA vs fee-based vs non-VA
· If abstracted as VAMC but there is fee-basis claim for bx 1 week before or after VACCR diagnosis date, use the earlier date
· Bx codes:  55700, 55705, 55812, 0417T, 76942
· If abstracted as non-VA (fee basis or non fee basis), considered to be fee-basis if there is fee-basis claim for bx 1 week before or after VACCR diagnosis date 
· If abstracted date of fee-basis biopsy is different from the fee-basis claim, use date from fee-basis claim.

Initial treatment: Total prostatectomy
· If abstracted as VAMC but there is fee basis claim for total prostatectomy before VAMC date but after date of dx, use earliest date and treatment site.
· Codes for total prostatectomy :  55810 – 55815, 55840 – 55845, 55831, 55821, 55801, 55866, 60.5
· If abstracted as non-VA (fee basis or non fee basis), considered to be fee-basis if there is a fee basis claim.  Fee basis service delivery date to be used.
· If abstracted date of fee-basis prostatectomy is different from the fee-basis claim, use date from fee-basis claim.

Initial treatment: RT
· If abstracted as VAMC but there is fee basis claim for delivery of RT to prostate before VAMC RT date but after date of dx, use earliest date and treatment site.
· Codes for RT to prostate:  77216 – 77499, 77750 – 77799, 77427, 92.2 – 92.29, V58.0, V67.1, V66.1, 77520, 77523, G0256, G0261, 0073T, 0197T, 77014, 76950 
· If abstracted as non-VA (fee basis or non fee basis), considered to be fee-basis if there is a fee basis claim.  Fee basis service delivery date to be used.
· If abstracted date of fee-basis RT is different from the fee-basis claim, use date from fee-basis claim.

Initial treatment: Hormonal therapy
· If abstracted as VAMC but there is fee basis claim for delivery of hormonal therapy before VAMC date but after date of dx, use earliest date and treatment site.
· Codes for hormonal therapy:  90772, J1950, J9202, J9217 – J9219, 54520, 54530, 54690, 62.3, 62.4, 62.41, 62.42, J8999, J9999, J9155 (orchiectomy and oral ADT agents were also included here)
· If abstracted as non-VA (fee basis or non fee basis), considered to be fee-basis if there is a fee basis claim.  Fee basis service delivery date to be used.
· If abstracted date of hormonal therapy is different from the fee-basis claim, use date from fee-basis claim.

Receipt of RT AND brachytherapy
· Retrieve and record both EBRT and brachytherapy codes.
· If got both, primary therapy determined by initial date of therapy by type
· Date, fee-basis non fee-basis attribution as above.

Bone/CT/PET scans:
· If more than one imaging test performed:  Could be VA, fee-basis, non-VA. 
· The following codes were not mentioned above but added to the data pull in case they are needed:
· Codes for Bone Scan:  78300, 78306, 78315, 78320
· Codes for PET Scan:  78205, 78206, 78320, 78807, 78811, 78812, 78813
· Codes for PSA:  84152 – 84154, G0103
· Codes for Docetaxal:  J9170
· Codes for Cryotherapy:  55873, 60.62
· Codes for Brachytherapy:  77326 – 77328, 77761 – 77763, 77785 – 77787, 77789, 77790, 77799, 0182T, 55860, 55862, 55865, 55875, 55876, 76873, 76965, 77776 – 77778, 92.27, C1715, C1717, C2638, C2639, C2640, C2641, Q3001


Data retrieval and programming to identify fee basis data were as follows:

The fee basis data was queried based on the codes listed below.  In addition to the name, date of birth and social security number for each case, the query returned the following variables:

· Was there a code for a fee basis prostate biopsy performed during CY2008 (procedure/treatment date, NOT billing date) – yes, no.  The biopsy codes:  55700, 55705, 55812, 0417T, 76942
· If yes: for each prostate biopsy during CY2008, what was procedure/treatment date? 

· Was there a code in fee basis files for a radical prostatectomy performed during CY2008-9 (procedure/treatment date, NOT billing date) – yes, no.  Codes for total prostatectomy :  55810 – 55815, 55840 – 55845, 55831, 55821, 55801, 55866, 60.5
· If yes: what was procedure/treatment date?

· Was there a code in fee basis files for radiation therapy to the prostate performed during CY2008-9 (procedure/treatment date, NOT billing date) – yes, no.  Codes for RT to prostate:  77216 – 77499, 77750 – 77799, 77427, 92.2 – 92.29, V58.0, V67.1, V66.1, 77520, 77523, G0256, G0261, 0073T, 0197T, 77014, 76950 
· If yes: what was procedure/treatment date for the first treatment in this time period?
· If yes:  what was the procedure code associated with the radiation therapy?

· Was there a code in the fee basis files for brachytherapy to the prostate performed during CY2008-9 (procedure/treatment date, NOT billing date) – yes, no.  Codes for Brachytherapy:  77326 – 77328, 77761 – 77763, 77785 – 77787, 77789, 77790, 77799, 0182T, 55860, 55862, 55865, 55875, 55876, 76873, 76965, 77776 – 77778, 92.27, C1715, C1717, C2638, C2639, C2640, C2641, Q3001
· If yes: what was procedure/treatment date for the first treatment in this time period?

· Was there a code in the fee basis files for cryotherapy to the prostate performed during CY2008-9 (procedure/treatment date, NOT billing date) – yes, no.  Codes for Cryotherapy:  55873, 60.62
· If yes: what was procedure/treatment date for the first treatment in this time period?

· Was there a code in the fee basis files suggesting that that patient received androgen deprivation therapy during CY2008-9 (procedure/treatment date, NOT billing date) – yes, no.  Codes for hormonal therapy and oral ADT agents:  90772, J1950, J9202, J9217 – J9219, 54520, 54530, 54690, 62.3, 62.4, 62.41, 62.42, J8999, J9999, J9155
· If yes: what was procedure/treatment/pharmacy date for the first treatment in this time period?

· Was there a code in the fee basis files suggesting that the patient received the drug docetaxal during CY2008-10? (note – this time period is different from the others) (procedure/treatment date, NOT billing date) – yes, no.  Codes for Docetaxal:  J9170
· If yes: what was procedure/treatment/prescription date for the first treatment in this time period?

· Some other codes that were used for the fee basis query are listed below:
· Codes for Bone Scan:  78300, 78306, 78315, 78320
· Codes for PET Scan:  78205, 78206, 78320, 78807, 78811, 78812, 78813
· Codes for PSA:  84152 – 84154, G0103

There were a total of 3,221 patients with fee basis data.  There were 9 patients with the same SSN.  These 18 records were excluded from the study.
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