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The September edition of Perspectives has an article describing changes to the 2012 accreditation decision rules. This is an important part of the accreditation process, but a seldom understood portion of the process. These rules provide the consistent structure that the Joint Commission uses to render an accreditation decision limiting variability or subjectivity. While the article states that most of the changes are editorial in nature there are several changes that appear to accelerate the potential failure path if you do poorly on a survey. For example, decision rule PDA06 has changed in that if you are accredited with a decision of Contingent, instead of having two opportunities to clear your non- compliant standards, you now have only one opportunity. If you fail in that process to clear all the standards that lead to your Contingent decision the next step is preliminary denial of accreditation. Similarly CONT02 has also changed. Under this rule in 2011 if you were in the Accreditation with Follow Up status, you had two opportunities to clear that status. For 2012 this will also change to one AFS survey, which if you are not successful in clearing all requirements will now lead to Contingent accreditation. 

There is also some good news in the decision rule article. AFS11 has been deleted, with no replacement. This was the rule that would place an organization in Accreditation with Follow up status if it failed in its MOS submission. This rule has been deleted, making the MOS process less punitive. Another positive change is the deletion of AFS02. This was the rule that could place you in Accreditation with Follow Up status if you had too many indirect impact findings. AFS01 remains for 2012, but now only an excessive number of direct impact findings will potentially lead to AFS status. 

They also deleted the decision rules mandating a PPR submission and substituted the Focused Standards Assessment (FSA) submission, but now that we are reading the FSA process will be delayed, this may need to be changed back to the 2011 rule format for PPR. The sentinel event decision rules have been deleted, which means we should soon see the rumored new process for managing and responding to sentinel events. 
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PFI FOR FIRE AND SMOKE BARRIER PENETRATIONS

Last year the public media had several articles about hospitals and radiation overdoses from diagnostic or therapeutic radiation services. This sentinel event alert focuses on diagnostic radiation and has 21 specific recommendations to create a safer environment. We encourage the quality professionals that read our newsletter to share this Sentinel Event Alert newsletter with their radiology staff and to follow up with a meeting and documentation on your hospitals response to each of these recommendations. While there is no mandate to implement each of the recommendations in a sentinel event alert, there certainly is an expectation to evaluate and consider these recommendations. These recommendations were developed in cooperation with the American College of Radiology, ECRI and IHI, so there is a widespread consensus that they have value. In addition, using the Joint Commission’s second generation technique (or more simply, a drill down methodology) there is likely to be an increasing focus on enhancing safety in radiology settings. We encourage our readers to document actions taken or planned for each of these 21 recommendations and to consider a status report in the future to document progress made. 
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On September 7th CMS issued a 5 page survey and certification letter, along with a 34 page update to Appendix A of the State Operations Manual regarding changes to the Patients Rights COP.  The update to the State Operations Manual may be found at: https://www.cms.gov/Surveycertificationgeninfo/downloads/SCLetter11_36%20part%20II.pdf
These documents support a patient’s right to visitation by family members and domestic partners including same sex domestic partners. These rules also describe a patient’s right to designate a representative orally, or to have the representative recognized if not previously identified if the patient becomes incapacitated. Revised section &482.13(a)(1) further complicates the advanced directive requirements when it states that hospitals: “should also provide advance directive notice to outpatients, or their representatives, who are in the emergency department, who are in observation status, or who are undergoing same day surgery.” 

There are existing Joint Commission and CMS requirements to allow a patient’s personal physician to be notified of a hospital admission. The revisions to the State Operations Manual now state a requirement to provide the patient with notice of this right promptly, which they define as soon as possible after the order to admit the patient is given. This also calls for medical record documentation that the patient or their personal representative was provided this prompt notice. We encourage our readers to think through existing documentation in the paper or EMR and how this documentation can be easily achieved at the time of admission. Similarly &482.13(h)(1) and (2) establishes a requirement to provide each patient with a notice of rights about visitation. This notice to the patient or the patient’s representative must be in writing, and again the medical record should document that this was accomplished. 

CMS also tacked on additional requirements for physician owned hospitals to provide written notice to patients at the time of admission that the hospital is physician owned. The notice must in a “manner reasonably designed to be understood by all patients, that the hospital is physician owned, and that a list of owners or investors who are physicians is available upon request.” 

These revisions to the Patient’s right COP are complicated. We encourage our readers to share them with your attorneys if available and to begin the process of revising policies, updating information for patients, and identifying locations in the medical record for this documentation promptly. This is likely to become an area of focus for both Joint Commission and CMS surveyors to see that these rights changes are carried out in hospitals. 




























Per IC.01.05.01 EP 1, organizations must follow “evidence-based national guidelines” and this 2003 CDC guideline on preventing health-care acquired pneumonia certainly qualifies: http://www.cdc.gov/mmwr/preview/mmwrhtml/rr5303a1.htm
As we have previously written in this newsletter, you’ll see that the very last page lists laryngoscope blades as semi-critical devices. Then, if you search for the word “semi-critical” you’ll find the following requirement (please note it’s a category 1A, the strongest of all recommendations):

"Whenever possible, use steam sterilization (by autoclaving) or high-level disinfection by wet heat pasteurization at >158 F (>70 C) for 30 minutes for reprocessing semi-critical equipment or devices.  After disinfection, proceed with appropriate rinsing, drying, and packaging, taking care not to contaminate the disinfected items in the process (308;310). CATEGORY IA.”

The bold underlined section of the CDC/HICPAC Guidelines above highlights a key issue that TJC and CMS surveyors are looking for – specifically wrapping of laryngoscope blades in individual packaging.  The trigger for recommendations during a survey often involves inspection of equipment drawers in anesthesia machines and observation of unwrapped blades in this location.  Application of CDC’s recommendation above would be to clean the blade, subject to high level disinfection (HLD) or sterilization, and then assuring the blade is packaged separate from other blades.  The rationale is the blade is a semi-critical device and needs to undergo appropriate reprocessing and protection before the next use.  These blades are also in use in a variety of other locations, e.g. emergency department, labor & delivery, NICU, crash carts, etc. ,so we encourage clients to look at these other locations in addition to those in the Surgery Suite.  

Please note that within any organization some areas may choose to upgrade from the minimal of high-level disinfection to steam sterilization – but the minimum standard is HLD.    Some may decide to do this because the sterilized blades are then intrinsically wrapped and protected.  This is optimal but not required.  Those areas that process the blades using high-level disinfection (Steris or Cidex/equivalent) need to follow the minimum packaging requirement in the guideline. If testing of the blade and light source/handle is desired, the blade (if sterilized) can be removed from the peal pouch, (alcohol hand gel prior to doing so is recommended) tested, and then slipped back into the peal pouch for ongoing protection.   To avoid misinterpretation that the blade be sterile, some CSRs are sterilizing a number of these in steam sterilizer and then placing each blade into a plastic ziplock bag.  This bag protects the blade but also permits resealing if the testing the blade with a light source.  It also avoids uncertainty if a standard peel pouch is opened as to its status –ready to use or needs reprocessing. If the blade is HLD and then contained in a plastic bag it may be possible to manipulate the blade onto the handle and test without actually removing the blade from the bag/without actually touching the blade itself.  

One other tip – review the instructions for use (IFU) from the manufacturer of the blade handle.  This component is not semi-critical, rather it is a non-critical device.  As such it does not need to undergo HLD or sterilization based on CDC recommendations.  However some manufacturer’s IFUs do specific sterilization in between patient use so review this information for the blades in use at your facility. 
Russell N. Olmsted, MPH, CIC, President of Applied Epidemiology Solutions, Inc. – a subcontractor to Patton Healthcare for issues related to infection prevention and control who resides in Ann Arbor, MI. suggests adopting a laryngoscope disinfection and storage policy that might include the following:

Infection Control Policy, High-Level Disinfection of Laryngoscope Blades
Laryngoscopes Blades, non-CSR reprocessing:

· After use, all laryngoscope blades must be thoroughly cleaned prior to high-level disinfection or sterilization. Note: at a minimum all laryngoscope blades will undergo at least high level disinfection in between patient use consistent with CDC Guidelines for preventing health-care associated pneumonia, 2003.

· The handle of the light source for the laryngoscope, a non-critical device, will be disinfected in between use with a surface disinfectant and returned to a clean storage location.

· When using a high level disinfectant (e.g. ortho-thalaldehyde, glutaraldehyde, hydrogen peroxide, etc, ), the basin of disinfectant should be kept covered at all times. The effective concentration of the high-level disinfectant should be monitored daily. Check concentration with test strip prior to each use based on manufacturer recommendations.

· Immerse the blade in the high-level disinfectant for the amount of time specified by the manufacturer of the disinfectant. Review the directions on the label of the high-level disinfectant prior to use as well

· Remove blade from disinfectant and rinse thoroughly under running water.

· Dry the blade thoroughly.

· Place the individual blade in a clear, plastic bag and return it to its clean storage location.

Laryngoscopes reprocessed in CSR:

· After use, the blade is placed in the soiled equipment basin and returned to CSR.

· The handle of the light source for the laryngoscope will be disinfected using a surface disinfectant and returned to a clean storage location.
· CSR will reprocess the blade using a washer-sterilizer, or other method described by the blade manufacturer.
· After the laryngoscope blade has been cleaned, CSR personnel will place it in an open basin for steam sterilization. (alternative: place in peal pouch and seal)

· After sterilization, CSR personnel will assure the blade has been reprocessed properly and then place the individual blade in a clear, closable, plastic bag and return it to its clean storage location. 

· For blades received from other areas CSR will notify the area that the laryngoscope blade is ready to be picked up.

· All areas are to be responsible for adequate back up supply in order to avoid a shortage from occurring. 

Testing Laryngoscope Light Source/Handle and Blade

· If testing of light source and blade is desired, observe proper hand hygiene practice and remove the blade from the package, attach to light source and test.  Following test, insert blade back into the package and place in clean storage location.

Be certain to apply this policy to all areas where laryngoscopes are used, for example, code carts, ED, anesthesia carts, difficult airway boxes or carts, etc.



























Because alcohol does not kill Clostridium difficile spores many providers have questioned which method of hand hygiene is appropriate when caring for a patient with Clostridium difficile infection (CDI).  While alcohol is not sporocidal, available evidence in the literature from studies in healthcare facilities has NOT found use of alcohol hand rub is a risk factor for cross transmission.  In fact a study published in Am J Infect Control last year found no evidence of increased incidence of CDI despite an emphasis on use of hand rub through the facility.  Laboratory studies do demonstrate that mechanical friction and use of soap and water is more efficacious at removing spores but even with soap and water studies demonstrated that to really remove spores required an industrial hand cleaner.  Our advice to our clients is to have the infection prevention and control department examine the evidence and then implement policies as needed.  CDC nor the Society for Healthcare Epidemiology of America have recommendations against use of hand rub for CDI – though they do recommend considering emphasis on hand washing if the CDI rate at a facility is very high or there is a cluster of infections. 


The CDC reminds us that preventing contamination of the hands via glove use remains the cornerstone for preventing Clostridium difficile transmission via the hands of healthcare workers.  Surveyors are watching carefully to see that staff perform hand hygiene based on facility policy and evidence based guidelines such as those from CDC or WHO. 














An old friend and former colleague from the Joint Commission, Dr. Russell Massaro has opened a consulting business working with domestic and international hospitals and health systems on organizational culture change and systems improvement. Dr. Massaro had been the Executive Vice President of Accreditation and Certification Operations at the Joint Commission, retiring in 2007. He had been the chief architect behind the Shared Visions, New Pathways initiative at Joint Commission and the developer of the tracer methodology in the survey process. Dr. Massaro and his partners have a website we encourage our readers to visit. It can be found at: http://www.rpmhealthgroup.com/  Their consulting business is not the traditional accreditation related consulting, but rather focused on systems redesign, medical staff and leadership development and strategic planning, including the new healthcare reform initiative on the medical home. Russ and his partners already have an extensive list of international and domestic clients. We at Patton Healthcare Consulting have known and worked with Dr. Massaro for many years and wish him well in the new business. We have agreed to help market each other’s services when opportunities arise that could be beneficial to either company. If you have a project where they might be able to help, please contact Dr. Massaro directly at: Russell@RPMhealthgroup.com


























There is only one new FAQ to discuss this month and it deals with the Joint Commission requirement to collect race and ethnicity data. The question asks what race and ethnicity categories are appropriate. The Joint Commission provides the same advice we have previously in this newsletter, that these categories are not specified in the standards, however readers should review the advice from the Federal Office of Management and Budget which has recommended how to collect this data. http://www.opm.gov/forms/pdf_fill/sf181.pdf
More importantly as we have done mock surveys in 2011, we see very few organizations that have thought this through and developed a data collection process to obtain and document this information. While Joint Commission has stated that this requirement doesn’t really count in the 2011 decision process we have seen this as an official RFI, it appears in the RFI summary of direct and indirect impact findings and organizations do have to respond to this finding through their ESC. What little flexibility exists in 2011 disappears in just a few months, so we strongly recommend that organizations get their process established to meet this requirement. 

To our readers:  Please don’t hesitate to contact us if you need assistance in survey readiness, require a mock survey, desire outside assistance in your PPR preparation or need expert help after a survey drafting your clarification or ESC.

Regards,

Kurt A. Patton MS, RPh

Kurt@PattonHC.com
Jennifer Cowel, RN, MHSA

JenCowel@PattonHC.com
John R. Rosing, MHA, FACHE

JohnRosing@PattonHC.com
Patton Healthcare Consulting
www.PattonHC.com
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