EXHIBIT 5-1

ESRD CLINICAL PERFORMANCE MEASURES (CPMs)

1.
Hemodialysis (HD) Adequacy CPM I: 

Monthly Measurement of Delivered Hemodialysis Dose.

NKF-DOQI Clinical Practice Guideline(s) Name(s) and Number(s): 

HD Adequacy Guideline 1: Regular Measurement of the Delivered Dose of Hemodialysis (Evidence).  The dialysis care team should routinely measure and monitor the delivered dose of hemodialysis.

HD Adequacy Guideline 6: Frequency of Measurement of Hemodialysis Adequacy (Opinion). The delivered dose of hemodialysis should be measured at least once a month in all adult and pediatric hemodialysis patients.  The frequency of measurement of the delivered dose of hemodialysis should be increased when:

A.
Patients are noncompliant with their hemodialysis prescriptions (missed treatments, late for treatments, early sign-off from hemodialysis treatments, etc.).

B.
Frequent problems are noted in delivery of the prescribed dose of hemodialysis (such as variably poor blood flows, or treatment interruptions because of hypotension or angina pectoris).

C.
Wide variability in urea kinetic modeling results is observed in the absence of prescription changes.

D.
The hemodialysis prescription is modified.

Numerator:
Number of patients in denominator with documented monthly adequacy measurements during reporting/study period.  (The reporting period for HD patients in HCFA's CPM Project is October, November, and December of each year.)

Denominator:
All adult (> 18 years old) HD patients in sample.

2.
HD Adequacy CPM II: 

Method of Measurement of Delivered Hemodialysis Dose.

NKF-DOQI Clinical Practice Guideline(s) Name(s) and Number(s): 
HD Adequacy Guideline 2: Method of Measurement of Delivered Dose of Hemodialysis (Evidence).  The delivered dose of hemodialysis in adult and pediatric patients should be measured using formal urea kinetic modeling (UKM), employing the single-pool, variable volume model.

Numerator:
Number of patients in denominator for whom delivered HD dose was calculated using formal urea kinetic modeling, or Daugirdas II, or urea reduction ratio (URR) during reporting/study period.  (The reporting period for HD patients in HCFA's CPM Project is October, November, and December of each year.)

Denominator:
All adult (> 18 years old) HD patients in sample.
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3.
HD Adequacy CPM III:


Minimum Delivered Hemodialysis Dose.

NKF-DOQI Clinical Practice Guideline(s) Name(s) and Number(s) 

HD Adequacy Guideline 4: Minimum Delivered Dose of Hemodialysis (Adults-Evidence, Children-Opinion).  The dialysis care team should deliver a Kt/V of at least 1.2 (single-pool, variable volume) for both adult and pediatric hemodialysis patients.  For those using the urea reduction ratio (URR), the delivered dose should be equivalent to a Kt/V of 1.2, i.e., an average URR of 65%; however, URR can vary substantially as a function of fluid removal.

Numerator:
Number of patients in denominator whose average delivered dose of HD (calculated from data points on the data collection form) was either Kt/V > 1.2 or URR > 65% during the reporting/study period. (The reporting period for HD patients in HCFA's CPM Project is October, November, and December of each year.)

Denominator:
All adult (>18 years old) HD patients in sample who have been on HD for six months or more.

4.
HD Adequacy CPM IV:
Method of Post-Dialysis Blood Urea Nitrogen (BUN) Sampling.

NKF-DOQI Clinical Practice Guideline(s) Name(s) and Number(s): 

HD Adequacy Guideline 8: Acceptable Methods for Blood Urea Nitrogen (BUN) Sampling (Evidence).  Blood samples for BUN measurement must be drawn in a particular manner.  Pre-dialysis BUN samples should be drawn immediately prior to dialysis, using a technique that avoids dilution of the blood sample with saline or heparin.  Post-dialysis BUN samples should be drawn using the Slow Flow/Stop Pump Technique that prevents sample dilution with recirculated blood and minimizes the confounding effects of urea rebound.

Numerator:
Number of facilities in denominator with written policies requiring post-dialysis blood urea nitrogen (BUN) sampling to be done using the slow-flow/stop pump technique (15-60 seconds after slowing or stopping blood flow) during reporting/study period.  (The reporting period for HD patients in HCFA=s CPM Project is October, November, and December of each year.)

Denominator:
All dialysis facilities included in sample.

5.
HD Adequacy CPM V:
Baseline Total Cell Volume Measurement of Dialyzers Intended for Reuse.

NKF-DOQI Clinical Practice Guideline(s) Name(s) and Number(s): 
HD Adequacy Guideline 11: Baseline Measurement of Total Cell Volume (Evidence).  If a hollow-fiber dialyzer is to be reused, the total cell volume (TCV) of that hemodialyzer should be measured prior to its first use.  Batch testing and/or use of an average TCV for a group of hemodialyzers is not an acceptable practice.
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Numerator:
Facilities in the denominator that during the reporting/study period, pre-volumed 100% of dialyzers intended for reuse.   (The reporting period for HD patients in HCFA's CPM Project is Octoberober, November, and December of each year.)

Denominator:
All facilities in the sample that reuse dialyzers.

6.
Peritoneal Dialysis (PD)Adequacy CPM I:

Measurement of Total Solute Clearance at Regular Intervals.

NKF-DOQI Clinical Practice Guideline(s) Name(s) and Number(s): 
PD Adequacy Guideline 4: Measures of Peritoneal Dialysis Dose and Total Solute Clearance (Opinion).  Both total weekly creatinine clearance normalized to 1.73 m2 body surface area (BSA) and total weekly Kt/Vurea should be used to measure delivered peritoneal dialysis doses.

PD Adequacy Guideline 11: Dialysate and Urine Collections (Opinion).  Two to three total solute removal measurements are required during the first six months of peritoneal dialysis.  (See Guideline 3.)  After six months, if the dialysis prescription is unchanged: 

A.
Perform both complete dialysate and urine collections every four months; and 

B.
Perform urine collections every two months until the renal weekly Krt/Vurea is <0.1.  Thereafter, urine collections are no longer necessary, as the residual renal function contribution to total Kt/Vurea becomes negligible.  (See Guideline 5.)

Numerator:
Number of patients in denominator with total solute clearance for urea and creatinine measured at least once in a 6 month time period.  (The reporting period for PD patients in HCFA's CPM Project is October, November, and December of each year, and January, February, March of the following year.)

Denominator:
All adult (> 18 years old) PD patients in sample.

7.
PD Adequacy CPM II:
Calculate Weekly Kt/Vurea and Creatinine Clearance in a Standard Way.

NKF-DOQI Clinical Practice Guideline(s) Name(s) and Number(s): 
PD Adequacy Guideline 4: Measures of Peritoneal Dialysis Dose and Total Solute Clearance (Opinion).  Both total weekly creatinine clearance normalized to 1.73 m2 body surface area (BSA) and total weekly Kt/Vurea should be used to measure delivered peritoneal dialysis doses.

PD Adequacy Guideline 6: Assessing Residual Renal Function (Evidence).  Residual renal function (RRF), which can provide a significant component of total solute and water removal, should be assessed by measuring the renal component of Kt/Vurea (Krt/Vurea) and estimating the patient's glomerular filtration rate (GFR) by calculating the mean of urea and creatinine clearance.
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PD Adequacy Guideline 9: Estimating Total Body Water and Body Surface Area (Opinion).

V (total body water) should be estimated by either the Watson or Hume method in adults using actual body weight.

Watson method:

For Men: V (liters) = 2.447 + 0.3362*Wt(kg) + 0.1074*Ht(cm) - 0.09516*Age(years)

For Women: V = -2.097 + 0.2466*Wt + 0.1069*Ht

Hume method:

For Men: V = -14.012934 + 0.296785*Wt + 0.192786*Ht

For Women: V = -35.270121 + 0.183809*Wt + 0.344547*Ht 

BSA should be estimated by either the DuBois and DuBois method, the Gehan and George method, or the Haycock method using actual body weight.

For all formulae, Wt is in kg and Ht is in cm:

DuBois and DuBois method: BSA (m2) = 71.84*Wt0.425*Ht0.725
Gehan and George method: BSA (m2) = 0.0235*Wt0.51456*Ht0.42246
Haycock method: BSA (m2) = 0.024265*Wt0.5378*Ht0.3964
Numerator:
The number of patients in denominator with all of the following:

a.
Weekly creatinine clearance normalized to 1.73 m2 body surface area (BSA) and total weekly Kt/Vurea used to measure delivered PD dose; and

b.
Residual renal function (unless negligible*) is assessed by measuring the renal component of Kt/Vurea (Kft/Vurea) and estimating the patient's glomerular filtration rate (GFR) by calculating the mean of urea and creatinine clearance: and

c.
Total body water (V) estimated by either the Watson or Hume method using actual body weight, and BSA estimated by either the DuBois and DuBois method, the Gehan and George method, or the Haycock method of using actual body weight, during the reporting/study period.  (The reporting period for PD patients in HCFA's CPM Project is October, November, and December of each year and January, February, March of the following year.)

*negligible = < 200 cc urine in 24 hours.

Denominator:
All adult (> 18 years old) PD patients in sample.

8.
PD Adequacy CPM III:
 
Delivered Dose of Peritoneal Dialysis.

NKF-DOQI Clinical Practice Guideline(s) Name(s) and Number(s): 

PD Adequacy Guideline 15: Weekly Dose of CAPD (Evidence).  For CAPD, the delivered peritoneal dialysis dose should be a total Kt/Vurea of at least 2.0 per week and a total creatinine clearance (CCr) of at least 60 L/week/1.73 m2.
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PD Adequacy Guideline 16: Weekly Dose of NIPD and CCPD (Opinion).  For NIPD, the weekly delivered peritoneal dialysis dose should be a total Kt/Vurea of at least 2.2 and a weekly total creatinine clearance of at least 66 L/1.73 m2.  For CCPD, the weekly delivered peritoneal dialysis dose should be a total Kt/Vurea of at least 2.1 and a weekly total creatinine clearance of at least 63 L/1.73 m2.

Numerator:

a.
For CAPD patients in the denominator, the delivered PD dose was a weekly Kt/Vurea of at least 2.0 and a weekly CCr of at least 60 L/week/1.73 m2 or evidence that the prescription was changed according to NKF-DOQI recommendations, during the reporting/study period. (The reporting period for PD patients in HCFA's CPM Project is October, November, and December of each year and January, February, March of the following year.)

b.
For cycler patients in the denominator without a daytime dwell, the delivered PD doses was a weekly Kt/Vurea of at least 2.2 and a weekly CCr of at least 66 L/week/1.73 m2 or evidence that the prescription was changed according to NKF-DOQI recommendations, during the reporting/study period.  (The reporting period for PD patients in HCFA's CPM Project is October, November, and December of each year and January, February, March of the following year.)

c.
For cycler patients in the denominator with a daytime dwell, the delivered PD doses was a weekly Kt/Vurea of at least 2.1 and a weekly CCr of at least 63 L/week/1.73 m2.or evidence that the prescription was changed according to NKF-DOQI recommendations, during the reporting/study period.  (The reporting period for PD patients in HCFA's CPM Project is October, November, and December of each year and January, February, March of the following year.)

Denominator:
All adult (> 18 years old) PD patients in sample.

9.
Vascular Access CPM I: 
Maximizing Placement of Arterial Venous Fistulae (AVF).

NKF-DOQI Clinical Practice Guideline(s) Name(s) and Number(s): 
Vascular Access Guideline 29A: Goals of Access Placement-Maximizing Primary Arterial Venous Fistulae (Opinion).  Primary arterial venous fistulae (AVF) should be constructed in at least 50% of all new patients electing to receive hemodialysis as their initial form of renal replacement therapy.  Ultimately, 40% of prevalent patients should have a native AV fistula.  (See Guideline 3, Selection of Permanent Vascular Access and Order of Preference of AV Fistulae.)

Numerator:
a.
The number of incident patients in the denominator who were dialyzed using an AVF during their last HD treatment during reporting/study.  (The reporting period for HD patients in HCFA's CPM Project is October, November, and December of each year.) 

b.
The number of prevalent patients in denominator who were dialyzed using an AVF during their last HD treatment during reporting/study period.  (The reporting period for HD patients in HCFA's CPM Project is October, November, and December of each year.) 

Denominator:
a.
Incident adult (> 18 years old) HD patients in sample who were on HD continuously during the reporting/study period.  (The reporting period for HD patients in HCFA's CPM Project is October, November, and December of each year.) 

Rev. 11
5-29


EXHIBIT 5-1 (Cont.)
b.
Prevalent adult (> 18 years old) HD patients in sample who were on HD continuously during the reporting/study period.  (The reporting period for HD patients in HCFA's CPM Project is October, November, and December of each year.) 

10.
Vascular Access CPM II:
Minimizing Use of Catheters as Chronic Dialysis Access.

NKF-DOQI Clinical Practice Guideline(s) Name(s) and Number(s): 
Vascular Access Guideline 30A: Goals of Access Placement-Use of Catheters for Chronic Dialysis (Opinion).  Less than 10% of chronic maintenance hemodialysis patients should be maintained on catheters as their permanent chronic dialysis access.  In this context, chronic catheter access is defined as the use of a dialysis catheter for more than three months in the absence of a maturing permanent access.

Numerator:
The number of patients in the denominator who were dialyzed with a chronic catheter continuously for 90 days or longer prior to the last HD session during reporting/study period.  (The reporting period for HD patients in HCFA's CPM Project is October, November, and December of each year.) 

Denominator:
All adult (> 18 years old) patients in the sample who were on HD continuously during reporting/study period.  (The reporting period for HD patients in HCFA's CPM Project is October, November, and December of each year.)

11.
Vascular Access CPM III: 
Preferred/Non-Preferred Location of Hemodialysis Catheters Located above the Waist.

NKF-DOQI Clinical Practice Guideline(s) Name(s) and Number(s): 
Vascular Access Guideline 5B: Type and Location of Tunneled Cuffed Catheter Placement (Evidence).  The preferred insertion site for tunneled cuffed venous dialysis catheters is the right internal jugular vein.  Other options include: the right external jugular vein, the left internal and external jugular veins, subclavian veins, femoral veins, or translumbar access to the inferior vena cava.  Subclavian access should be used only when jugular options are not available.  Tunneled cuffed catheters should not be placed on the same side as a maturing arterial venous access, if possible.

Vascular Access Guideline 6D: Acute Hemodialysis Vascular Access-Noncuffed Catheters (Evidence).  The subclavian insertion site should not be used in a patient who may need permanent vascular access.

Numerator:
a.
The number of patients in denominator who used a jugular vein catheter as dialysis access at their last HD session during reporting/study period. (The reporting period for HD patients in HCFA's CPM Project is October, November, and December of each year.) 

b.
The number of patients in the denominator who used a subclavian vein catheter as dialysis access at their last HD session during reporting/study period.  (The reporting period for HD patients in HCFA's CPM Project is October, November, and December of each year.) 
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Denominator:
All adult (> 18 years old) patients who were on HD continuously during reporting/study period and who were dialyzed through a catheter during their last HD session during reporting/study period. (The reporting period for HD patients in HCFA's CPM Project is October, November, and December of each year.)

12.
Vascular Access CPM IV: 
Monitoring Arterial Venous Grafts for Stenosis:

NKF-DOQI Clinical Practice Guideline(s) Name(s) and Number(s): 
Vascular Access Guideline 10: Monitoring Dialysis AV Grafts for Stenosis (Evidence/Opinion).

Physical examination of an access graft should be performed weekly and should include, but not be limited to, inspection and palpation for pulse and thrill at the arterial, mid, and venous sections of the graft (Opinion).  Dialysis arterial venous graft accesses should be monitored for hemodynamically significant stenosis.  The DOQI Work Group recommends an organized monitoring approach with regular assessment of clinical parameters of the arterial venous access and dialysis adequacy.  Data from the monitoring tests, clinical assessment, and dialysis adequacy measurements should be collected and maintained for each patient's access and made available to all staff.  The data should be tabulated and tracked within each dialysis center as part of a Quality Assurance/ Continuous Quality Improvement (QA/CQI) program (Opinion).  Prospective monitoring of arterial venous grafts for hemodynamically significant stenosis, when combined with correction, improves patency and decreases the incidence of thrombosis (Evidence).  Techniques, not mutually exclusive, that can be used to monitor for stenosis in arterial venous grafts include:

A. 
Intra-access flow (Evidence) 

B. 
Static venous pressures (Evidence) 

C. 
Dynamic venous pressures (Evidence)

Other studies or information that can be useful in detecting arterial venous graft stenosis include: 

D. 
Measurement of access recirculation using urea concentrations (See Guideline 12.) (Evidence) 

E. 
Measurement of recirculation using dilution techniques (nonurea-based) (Evidence) 

F. 
Unexplained decreases in the measured amount of hemodialysis delivered (URR, Kt/V) (Evidence) 

G. 
Physical findings of persistent swelling of the arm, clotting of the graft, prolonged bleeding after needle withdrawal, or altered characteristics of pulse or thrill in a graft (Evidence/Opinion) 

H. 
Elevated negative arterial pre-pump pressures that prevent increasing to acceptable blood flow (Evidence/Opinion) 

I. 
Doppler ultrasound (Evidence/Opinion) 

Persistent abnormalities in any of these parameters should prompt referral for venography (Evidence).

Numerator:
The number of patients in the denominator whose AV graft was routinely monitored (screened) for the presence of stenosis during reporting/study period by one of the following methods and with the stated frequency:  

a.
Color-flow Doppler at least once every 3 months; 

b.
Static venous pressure at lease once every 2 weeks; 

c.
Dynamic venous pressure every HD session; 

d.
Dilution technique at least once every 3 months.
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Denominator:
All adult (> 18 years old) patients who were on HD continuously during reporting/study period and who were dialyzed through an arterial venous graft during their last HD session during reporting/study period. (The reporting period for HD patients in HCFA's CPM Project is October, November, and December of each year.) 

13.
Anemia Management CPM I:
Target Hemoglobin for Epoetin Therapy

NKF-DOQI Clinical Practice Guideline(s) Name(s) and Number(s): 

Anemia Management Guideline 4: Target Hemoglobin (hgb) for Epoetin Therapy (Evidence/Opinion).  The target range for hemoglobin should be 11 g/dL - 12 g/dL (Evidence).  This target is for Epoetin therapy and is not an indication for blood transfusion therapy (Opinion).

Numerator:
Number of patients in denominator with documented mean hgb of 11-12gm/dL during reporting/study period.  (The reporting period for HD patients in HCFA's CPM Project is October, November, and December of each year; and for PD patients, October, November, and December of each year and January, February, March of the following year.) 

Denominator:
All adult (> 18 years old) HD or PD patients in sample, exclude patients with mean hgb > 12 who are not prescribed Epoetin at any time during reporting/study period.  (The reporting period for HD patients in HCFA's CPM Project is October, November, and December of each year; and for PD patients, October, November, and December of each year and January, February, March of the following year.) 

14.
Anemia Management CPM IIa:
Assessment of Iron Stores among Anemic Patients or Patients Prescribed Epoetin.

NKF-DOQI Clinical Practice Guideline(s) Name(s) and Number(s): 
Anemia Management Guideline 5: Assessment of Iron Status (Evidence).  Iron status should be monitored by the percent transferrin saturation (TSAT) and the serum ferritin.  

Anemia Management Guideline 6A: Target Iron Level (Evidence).  Chronic renal failure patients should have sufficient iron to achieve and maintain a hgb of 11 to 12 g/dL.

Anemia Management Guideline 7A: Monitoring Iron Status (Opinion).  During the initiation of Epoetin therapy and while increasing the Epoetin dose in order to achieve an increase in hematocrit/hemoglobin, the TSAT and the serum ferritin should be checked every month in patients not receiving intravenous iron, and at least once every 3 months in patients receiving intravenous iron, until target hematocrit/hemoglobin is reached.

Anemia Management Guideline 7B: Monitoring Iron Status (Opinion).  Following attainment of the target hematocrit/hemoglobin, TSAT and serum ferritin should be determined at least once every 3 months.
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Numerator:
a.
The number of HD patients in the denominator with at least one documented TSAT and ferritin result every 3 months.

b.
The number of PD patients in the denominator with at least two documented TSAT and ferritin result every 6 months.

Denominator:
a.
All adult (> 18 years) HD patients included in sample, excluding patients with hgb > 12 for all 3 months during reporting period and not prescribed Epoetin at any time during reporting period.  (The reporting period for HD patients in HCFA's CPM Project is October, November, and December of each year.)

b.
All adult (> 18 years) PD patients included in sample, excluding patients with hgb > 12 for all 6 months during reporting period and not prescribed Epoetin at any time during reporting period.  (The reporting period for PD patients in HCFA's CPM Project is October, November, and December of each year and January, February, March of the following year.)  [Note: Not directly comparable to Numerator "a", but most feasible given probable frequency of visits for PD patients.]

15.
Anemia Management CPM IIb:
Maintenance of Iron Stores-Target.

NKF-DOQI Clinical Practice Guideline(s) Name(s) and Number(s): 

Anemia Management Guideline 6B: Target Iron Level (Evidence).  To achieve and maintain target hgb of 11-12 g/dL, sufficient iron should be administered to maintain a transferrin saturation (TSAT) of $ 20%, and a serum ferritin level of $ 100 ng/mL.

Numerator:
a.
The number of HD patients in the denominator with at least one documented TSAT result $ 20% and at least one documented ferritin result $ 100 ng/mL during a 3 month period.

b.
The number of PD patients in the denominator with at least one documented TSAT result $ 20% and at least one documented ferritin result $ 100 ng/mL during a 6 month period.

Denominator:
a.
All adult (> 18 years old) HD patients included in sample, excluding patients with hgb > 12 for all 3 months during reporting period and not prescribed Epoetin at any time during reporting period. (The reporting period for HD patients in HCFA's CPM Project is October, November, and December of each year.) 

b.
All adult (> 18 years old) PD patients included in sample, excluding patients with hgb > 12 for all 6 months during reporting period and not prescribed Epoetin at any time during reporting period.  (The reporting period for PD patients in HCFA's CPM Project is October, November, and December of each year and January, February, March of the following year.) [Note: Not directly comparable to Numerator "a", but most feasible given probable frequency of visits for PD patients.]

16.
Anemia Management CPM III:
 
Administration of Supplemental Iron

NKF-DOQI Clinical Practice Guideline(s) Name(s) and Number(s): 
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Anemia Management Guideline 8A:  Administration of Supplemental Iron (Evidence).  Supplemental iron should be administered to prevent iron deficiency and to maintain adequate iron stores so that chronic renal failure patients can achieve and maintain a hgb of 11 to 12 g/dL in conjunction with Epoetin therapy.

Anemia Management Guideline 8C:  Administration of Supplemental Iron (Evidence/Opinion).

The adult pre-dialysis, home hemodialysis, and peritoneal dialysis patient may not be able to maintain adequate iron status with oral iron. Therefore, 500 to 1000 mg of iron dextran may be administered intravenously in a single infusion, and repeated as needed, after an initial one-time test dose of 25 mg.

Anemia Management Guideline 8D:  Administration of Supplemental Iron (Opinion/Evidence). A trial of oral iron is acceptable in the hemodialysis patient, but is unlikely to maintain the transferrin saturation (TSAT) > 20%, serum ferritin > 100 ng/mL, and hgb at 11-12 g/dL.

Anemia Management Guideline 8G: Administration of Supplemental Iron (Opinion/Evidence). Most patients will achieve a hgb 11 to 12 g/dL with TSAT and serum ferritin levels < 50% and < 800 ng/mL, respectively.  In patients in whom TSAT is $ 50% and/or serum ferritin is $ 800 ng/mL, intravenous iron should be withheld for up to three months, at which time the iron parameters should be re-measured before intravenous iron is resumed.  When the TSAT and serum ferritin have fallen to # 50% and # 800 ng/mL, intravenous iron can be resumed at a dose reduced by one-third to one-half.

Anemia Management Guideline 8H: Administration of Supplemental Iron (Opinion).  It is anticipated that once optimal hematocrit/hemoglobin and iron stores are achieved, the required maintenance dose of intravenous iron may vary from 25 to 100 mg/week for hemodialysis patients. The goal is to provide a weekly dose of intravenous iron in hemodialysis patients that will allow the patient to maintain the target hematocrit/hemoglobin at a safe and stable iron level.  The maintenance iron status should be monitored by measuring the TSAT and serum ferritin every three months.

Numerator:
a.
The number of HD patients in denominator prescribed intravenous iron in at least one study/reporting month.  (The reporting period for HD patients in HCFA's CPM Project is October, November, and December of each year.)

b.
The number of PD patients in denominator prescribed intravenous iron in at least two study/reporting months.  (The reporting period for PD patients in HCFA's CPM Project is October, November, and December of each year and January, February, March of the following year.)

Denominator:
a.
All adult (> 18 years old) HD patients included in sample if first monthly hgb < 11 g/dL for at least 1 month out of 3 month period or prescribed Epoetin at any time during reporting/study period regardless of hgb level, with at least one TSAT < 20% or at least one ferritin < 100 ng/mL. EXCLUDE patients with TSAT > 50% or ferritin > 800 ng/mL and EXCLUDE patients in first 3 months of dialysis and prescribed oral iron.

b.
All adult (> 18 years old) PD patients included in sample if first monthly hgb < 11 g/dL for at least 1 month out of 3 month period or prescribed Epoetin at any time during reporting/study period regardless of hgb level, with at least one TSAT < 20% or at least one ferritin < 100 ng/mL. EXCLUDE patients with TSAT > 50% or ferritin > 800 ng/mL and EXCLUDE patients in first three months of dialysis and prescribed oral iron.
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ANNUAL ESTIMATE OF PATIENT SAMPLE PER NETWORK FOR USRDS SPECIAL STUDIES
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ESRD NETWORK - PROJECT IDEA DOCUMENT (PID) FORMAT

ESRD Network Number:

ESRD Network Name:

Contract Number:

I.
Project Identifiers

A.
Project Title

B.
Topic (must be a HCFA priority area or pre-approved as instructed in the Network SOW §C.2.C and §515.1 in this manual).

C.
Network Project Contact Person

D.
Network Epidemiologic Consultant (must be involved in project idea document and narrative project plan according to Network SOW §C.4.C) and §515.2 in this manual).

E.
Regional Project Officer

F.
Regional Scientific Advisor 

G.
Current Date

H.
Initial Project Idea Document (PID) Submission date

I.
PID Revision Number _______ 

II.
Objectives (see §515.3 for additional information and instructions for completing the Project Idea Document - please limit the PID to 3 pages maximum).

A.
Clearly state the national ESRD HCFA priority topic that will be addressed in the project.  

B.
Outline:

 

1.
The immediate process and/or outcome objectives and goals; 

2.
The clinical processes and the related clinical outcomes to be measured and improved in this project; and 

3.
The long term goals and impact of the project. 

C.
List: 

1.
The quality indicators;

2.
The CPM (s) to be used in measuring the listed processes and outcomes; and  

3.
All other (non-CPM) project-specific process or outcome quality indicators required or utilized in the project. 
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III.
Background

Opportunity for improvement - outline the size, severity and consequences of the problem in the Network. Identify sub-regions affected. Outline the potential for change.  Which groups are targeted for improvement?  Who would need to accept change in behavior to improve performance for both processes and outcomes?  In general, what magnitude of improvement is expected?  Indicate if prior projects or studies exist. Indicate the magnitude of improvement realized.

IV.
Methods (refer to §515.1 for topics to highlight)

Summarize: the methods to be utilized, the data to be used, the interventions to be used, the comparison or control group to be used, and the feasibility and risks.

V.
Results

Summarize the expected results.

VI.
Appendices 

A.
Bibliography

B.
Description of potential data collection, abstraction, analysis and evaluation instruments 

C.
Other, miscellaneous information 
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ESRD NETWORK - NARRATIVE PROJECT PLAN (NPP) FORMAT
ESRD Network Number:

ESRD Network Name:

Contract Number:

I.
Project Identifiers

A.
Project Title

B.
Topic (must be a HCFA priority area or pre-approved as instructed in the Network Statement of Work (SOW) §C.2.C and §515.1 in this manual).

C.
Network Project Contact Person

D.
Network Epidemiologic Consultant (must be involved in project idea document and narrative project plan according to Network SOW §C.4.C. and §515.2).

E.
Regional Project Officer

F.
Regional Scientific Advisor 

G.
Current Date

H.
Initial Narrative Project Plan (NPP) Submission Date

I.
NPP Revision Number ____

II.
Objectives (see §515.4 for additional information and instructions for completing the Narrative Project Plan (NPP)).

A.
Clearly state the national ESRD HCFA priority topic that will be addressed in the project.  If your regional office has pre-approved a non-priority project area please indicate here.

B.
Immediate Process and/or Outcome Objectives and Goals - describe the specific clinical processes and the specific related clinical outcomes to be measured and improved in this project. Describe the long term goals and impact of the project. 

C.
Quality indicators - list the CPM (s) to be used in measuring the listed processes and outcomes.  List all other (non-CPM) project-specific process or outcome quality indicators required or utilized in the project.  These quality indicators must relate directly to the processes and outcomes of this project as found in §II.B.

D.
Define "improvement" in quantitative terms as they relate to each project-specific process and outcome indicator.

III.
Background
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A.
Opportunity for improvement - describe the size, severity and consequences of the problem in the Network area.

B.
Potential for change - what factors come together to allow and enable the Network to work effectively with the dialysis population and the providers for this project.  Which specific groups are targeted for improvement?  Who would need to accept change in behavior to improve performance for both processes and outcomes?  In general, what magnitude of improvement is expected?

C.
Prior projects or studies - are there any previous projects (Networks, Peer Review Organizations, providers, etc.) that attempted to improve performance in these areas?  What was the magnitude of improvement?

IV.
Methods

A.
Quality Indicators (please refer to the CPM definitions in Exhibit 5-1)

1.
Process measure indicators (formulas) 

a.
Numerator

b.
Denominator

2.
Outcome measure indicators (formulas)

a.
Numerator

b.
Denominator

B.
Project Setting

1.
Describe and enumerate the clinical settings to be included (dialysis centers, physician offices, hospitals, etc.).

2.
Describe the size of population of beneficiaries involved in the project (i.e., experiences the intervention).

C.
Study design

1.
Describe the type of study design and the analyses to be used to determine changes or improvements from baseline.

2.
Describe control or comparison groups considered or included to help gauge actual impact of interventions versus secular trends.

D.
Data

1.
Sources - describe the specific source of the data, the specific data elements to be utilized in the analyses as described above, details behind the collection of the data, and the accuracy/validity of the data.

2.
Collection methods - describe in detail the method, tools (existing or developed), and timelines required to collect the data for this project.  Indicate proposed pre- and field-testing of data collection instruments.  All questionnaires or surveys must be pre-reviewed and approved by HCFA.

5-40
Rev. 11


EXHIBIT 5-4 (Cont.)

3.
Case selection

a.
Definition of cases eligible/ideal for project

b.
Sample size, sampling frame, sampling strategy,

biostatistical power calculations (if sampled).


E.
Intervention

1.
Description - provide a summary of the projects proposed intervention plan, including; 

a.
General description of intervention(s)/intervention arms;

b.
Indicators used for tracking the progress of the intervention (if different from the project's quality indicators);

c.
Settings; 

d.
Target population; 

e.
Intervention type; 

f.
Timetable; and 

g.
Evaluation (i.e., was the intervention implemented properly).

2.
Discuss the objectives for behavior changes in various target audiences for this project.

F.
Feasibility and Risk

1.
Estimate overall length of time that intervention activities are estimated to require.  

a.
Discuss labor-intensity, political sensitivity, resource requirements, and complexity. 

b.
Discuss the potential impact of these issues on the success of the project.

2.
Estimate the total cost of the project

3.
Discuss the potential generalizability of this project to similar target populations. Assess the likelihood that the intervention effect is likely to be sustained beyond the implementation period.

V.
Results (to be entered as project is implemented)

A.
Present baseline measurement results for all indicators using appropriate and clear methods (tables, graphs, etc.).

B.
Present interim results for all process or outcome indicators that were proposed in the methods section.

C.
Present follow-up measurement results in a manner consistent with the baseline results.

D.
Present an outcome or impact evaluation of project success based on the analyses proposed and the quantitative targets for improvement as found in the proposal. Typically these include two dimensions. 

Rev. 11
5-41


EXHIBIT 5-4 (Cont.)

1.
Absolute or relative improvements (RFRs) from baseline in performance as intended by the planned remeasurement of quality indicators; and 

2.
Comparison of these results to the change in quality indicator results from the comparison group(s).  These biostatistical analyses shall be proposed and explained in the NPP prior to approval. 

VI.
Conclusions and Discussion

A.
Conclusions based on results (see §V of the NPP).  Was the project successful - if not, why not. 

B.
Limitations of project findings.  What were these limitations? 

C.
Overall evaluation of project.

VII.
Appendices

A.
Bibliography

B.
Data collection forms (provide separately, if necessary)

C.
Publications or reports

D.
Data collection, abstraction, analysis, and evaluation instruments

E.
Other, Miscellaneous
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EXHIBIT 5-5

ESRD NETWORK - FINAL PROJECT REPORT FORMAT
This report should be prepared much like an article for publication. Please limit to 6 pages, single spaced lines (unless otherwise directed).

Sections:

Organization and authors of report/project staff

Abstract or Executive Summary of entire project (maximum one page)

Introduction and objectives (specify quality indicators and targeted improvements)

Methods (describe analyses and other evaluations)

Results  (see §V of the NPP, describe changes in QIs and contrast results from comparison or control group)

Conclusions (see §VI of the NPP, describe the extent of success, and likely causes of deviations from target goals and objectives)
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