
 
20.6 – Medwatch Reporting 
(Rev. 3, Issued: 09-05-08, Effective: 09-01-08, Implementation: 09-01-08) 
 
The Food and Drug Administration (FDA) is responsible for protecting the public health by 
assuring the safety, efficacy, and security of marketed medical products, such as drugs and 
medical devices (including OTCs and dietary supplements).  In order to perform ongoing safety 
surveillance of medical products, the FDA relies on the voluntary reporting of serious adverse 
events, product quality problems and product use errors.  FDA MedWatch enables healthcare 
professionals and consumers to report serious problems that they suspect are associated with the 
drugs and medical devices they prescribe, dispense, or use.  Healthcare professionals and 
consumers may report adverse events and product problems to MedWatch by calling 1800-FDA-
1088, by submitting the MedWatch 3500 form by mail or fax, or by going online to the FDA 
Web page.  CMS encourages Part D sponsors to educate prescribers and pharmacy providers 
about the importance of reporting adverse events, product problems and product use errors, as 
well as how to utilize the FDA Medwatch reporting mechanisms.  A broader discussion on 
Medwatch reporting, including downloadable Medwatch forms, is available at the FDA 
MedWatch Web page (see Appendix A). 
 
20.7 – CMS Performance Measures 
(Rev. 11, Issued: 02-19-10, Effective/Implementation Date: 03-01-10) 
 
CMS believes that utilization of specific performance measures help ensure Medicare 
beneficiaries receive the highest quality prescription drug coverage and services.  Publicly 
available measures encourage Part D sponsors to improve the quality of services and to 
maximize their ratings in an effort to attract new enrollees through the competitive nature of the 
Part D program. To facilitate this process, CMS continuously reviews various data sources to 
refine and identify new performance measures.  CMS generally relies upon data received from 
internal CMS systems, the complaints tracking module (CTM), the Medicare Prescription Drug 
Plan Finder Tool, Appeals Data, and Call Center statistics.  As well, CMS also integrates 
information into the measures from the Medicare Part D Reporting Requirements (see Appendix 
A). 
 
After a comprehensive analysis of these various data streams, CMS has identified several key 
Part D performance areas CMS believes are the basis for evaluating prescription drug coverage 
across the Part D program.  Some of these areas include customer service, complaints, appeals, 
data systems, member satisfaction, and drug pricing.  While these measures are broad, elements 
of each can be integrated together to ensure beneficiaries receive superior services.  For instance, 
independent review entity (IRE) data are used in conjunction with information from CTM and 
the sponsors’ self reported appeals information to assess whether plan enrollees are obtaining 
access to the Part D drugs they need to sustain or improve their health.  Star ratings are assigned 
and displayed on plan finder.  While CMS investigates and audits those plans with lower than 
average ratings, beneficiaries will likely migrate to those plans with the highest ratings and 
highest quality prescription drug coverage. Plans with sustained low performance may be subject 
to compliance actions. 
 

http://www.fda.gov/medwatch/report/DESK/advevnt.htm
http://www.fda.gov/medwatch/report/DESK/advevnt.htm
http://www.fda.gov/medwatch/report/DESK/prodprob.htm
http://www.fda.gov/medwatch/report/hcp.htm
http://www.fda.gov/medwatch/report/hcp.htm
http://www.fda.gov/medwatch/report/consumer/consumer.htm


The development of performance measures is a particularly dynamic process based upon the 
availability of new information.  As continuing analyses are completed and show promise in 
improving the quality of drug coverage, additional measures will be incorporated to the existing 
inventory of measures. 
 
In addition to the plan ratings displayed on plan finder, CMS will post information on 
operational and clinical measures on the CMS Web site http://www.cms.hhs.gov. These data 
include selected measures that are not ready for Medicare Options Compare (MOC) or the 
Medicare Prescription Drug Plan Finder (MPDPF), that are in development, are duplicative, or 
are limited by a small sample size. In contrast to the Plan Ratings available on the MOC or 
MPDPF on http://www.medicare.gov, information about sponsors’ performance on these 
measures are displayed without any assignment of star ratings. 
 
CMS provides preview periods for Part D sponsors’ review of individual contract data and 
ratings as part of the performance measures.  Sponsors are required to review and notify CMS of 
any data inaccuracies during these periods, as well as submit any questions or issues identified 
by the sponsors’ preview. 
 
Finally, CMS is committed to working with external stakeholders, such as the Pharmacy Quality 
Alliance, to establish industry wide strategies for measuring and reporting data that will help 
consumers make informed choices and appropriate healthcare decisions. 
 
20.8 – Information for Quality Improvement Organizations (QIOs) 
(Rev. 3, Issued: 09-05-08, Effective: 09-01-08, Implementation: 09-01-08) 
 
CMS expects that the QIOs will work with providers, practitioners, and Part D sponsors to 
improve the quality of beneficiaries’ medication therapies.  The QIOs’ goal is to improve quality 
of care, not to assign blame.  They can assist each of these players to design systems to facilitate 
the delivery of quality care.  Similarly, CMS expects that Part D sponsors, as well as providers 
and practitioners, will be able to request technical assistance from QIOs to improve their 
MTMPs. 
 
The QIOs are required to offer providers, practitioners, and Part D sponsors quality improvement 
assistance pertaining to health care services, including those related to prescription drug therapy, 
in accordance with contracts established with the Secretary. 
 
Pursuant to section 1154(a)(14) of the Social Security Act, QIOs are required to review 
enrollees’ written complaints about the quality of services they have received under the Medicare 
program, as specified within the Social Security Act.  For any Part D quality of care complaint 
submitted to a QIO, the Part D sponsor should cooperate with the QIO in resolving the 
complaint.  Upon completion of the investigation and resolution of the complaint with the Part D 
sponsor, the QIO will notify the beneficiary of the final disposition. 
 
Information collected, acquired, or generated by a QIO in the performance of its responsibilities 
under 42 CFR 423.162 is subject to the confidentiality provisions of 42 CFR 480. 
 

http://www.cms.hhs.gov/
http://www.medicare.gov/

