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Preface


The Agency for Healthcare Research and Quality (AHRQ), through its Evidence-based Practice Centers (EPCs), sponsors the development of evidence reports and technology assessments to assist public- and private-sector organizations in their efforts to improve the quality of health care in the United States.  The reports and assessments provide organizations with comprehensive, science-based information on common, costly medical conditions and new health care technologies.  The EPCs systematically review the relevant scientific literature on topics assigned to them by AHRQ and conduct additional analyses when appropriate prior to developing their reports and assessments.


To bring the broadest range of experts into the development of evidence reports and health technology assessments, AHRQ encourages the EPCs to form partnerships and enter into collaborations with other medical and research organizations.  The EPCs work with these partner organizations to ensure that the evidence reports and technology assessments they produce will become building blocks for health care quality improvement projects throughout the Nation.  The reports undergo peer review prior to their release.


AHRQ expects that the EPC evidence reports and technology assessments will inform individual health plans, providers, and purchasers as well as the health care system as a whole by providing important information to help improve health care quality.


We welcome written comments on this evidence report.  They may be sent to:  Director, Center for Practice and Technology Assessment, Agency for Healthcare Research and Quality, 6010 Executive Blvd., Suite 300, Rockville, MD 20852.

John M. Eisenberg, M.D.



Douglas B. Kamerow, M.D.

Director





Director, Center for Practice and 

Agency for Healthcare Research and Quality 
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The authors of this report are responsible for its content.  Statements in the report should not be construed as endorsement by the Agency for Healthcare Research and Quality or the U.S. Department of Health and Human Services of a particular drug, device, test, treatment, or other clinical service.



Structured Abstract
Objectives.  In 1996, an estimated 74,116 patients developed endstage renal disease (ESRD); most had anemia as a result of their chronic renal failure (CRF).  Epoetin offers patients with anemia of CRF the potential to increase hematocrit (Hct) to a level considered normal for a healthy individual; yet the benefits and risks of such a management strategy have not been well established.  


This systematic review seeks primarily to compare outcomes of maintaining a target Hct above 36 percent with outcomes of maintaining a target Hct in the 33 to (36 percent range in patients with CRF.  The published clinical trial evidence that addresses the comparison of primary interest for this systematic review was quite limited.  To maximize the comprehensiveness of this report, we decided, in consultation with advisory experts, also to synthesize and analyze results of studies reported only in abstract form; studies using any form of controlled design; and studies reporting intermediate outcomes known or thought, to predict health outcomes.  Therefore, this report includes associational studies as well as interventional studies—studies in which the Hct in the control group was maintained in the 30 to <33 percent range as well as those studies in which the Hct in the control group was maintained in the 33 to (36 percent range.


The report addresses:  (1) adult CRF patients and (2) subpopulations of interest (with or without CRF) who have any one of seven predefined clinical characteristics thought to warrant Hct above 36 percent.  We also attempted to review the outcomes of maintaining Hct above 30 percent as compared with maintaining Hct in the 27 to (30 range in pediatric CRF patients; however, no studies met the study eligibility criteria.

Search Strategy.  MEDLINE and EMBASE databases were searched from 1985 to December 1998 and Current Contents to October 30, 1999.  Two search strategies both included the terms:  (“erythropoietin,” “epoetin alfa,” “epoetin,” “Epogen,” “Procrit,” or “epo”) and (“anemia/drug therapy,” “anemia/therapy,” or “anemia/diet therapy”).  The first strategy also required the term “kidney failure,” whereas the second strategy required at least one of the following terms:  “heart failure,” “congestive disease,” “coronary disease,” “arterial occlusive disease,” “cerebrovascular disease,” “lung diseases, obstructive,” “altitude,” or “adolescent.”  The search results were limited to human subjects and English-language literature.

Selection Criteria.  The study team included all controlled intervention studies and cross-sectional analyses with at least 10 patients per group and reported outcomes related to the Hct range comparisons of interest.

Data Collection and Analysis.  The systematic review prospectively defined a protocol conducted by two independent reviewers, with disagreements resolved by consensus.  A set of predefined data elements was abstracted from included studies.  The quality of studies was assessed qualitatively.  Descriptive results were reported as the body of evidence was not suited for quantitative analysis.  

Main Results. The evidence is not sufficient to compare the outcomes of target Hct above 36 compared with 33 to (36 percent in adults with CRF.  More evidence is available to compare the outcomes of target Hct above 36 compared with 30 to 36 percent.  However, the evidence does not provide strong or consistent support that maintaining target Hct above 36 percent is beneficial.  


In hemodialysis patients with documented ischemic cardiac disease or congestive heart failure, a randomized controlled trial (n=1,233) was halted because of increased mortality and because it was determined that a treatment benefit in the primary endpoint could not be demonstrated even if the trial was completed.  No other studies reported on subpopulations of CRF patients with clinical characteristics thought to warrant target Hct above 36 percent.
Conclusions.  The published literature does not provide strong or consistent support that maintaining Hct above 36 percent is more beneficial to patients with CRF than maintaining Hct in the target range of 33 to 36 percent recommended by the National Kidney Foundation’s Dialysis Outcomes Quality Initiatives.  Limited data on physiologic measures suggest a possible benefit for selected patients when Hct is maintained above 36 percent.  However, the potential for benefit should be tested in well-designed intervention studies.







This document is in the public domain and may be used and reprinted without permission except those copyrighted materials noted for which further reproduction is prohibited without the specific permission of copyright holders.
Suggested citation:

Flamm CR, Aronson N, Bohn R, et al. Use of Epoetin for Anemia in Chronic Renal Failure.  Evidence Report/Technology Assessment No. 29 (Prepared by the Blue Cross and Blue Shield Association Technology Evaluation Center under Contract No. 290-97-0015).  AHRQ Publication No. 01-E016. Rockville (MD) Agency for Healthcare Research and Quality.

June 2001. 

�








PAGE  
ii


