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How does the Medical Staff Professional find out about new technology, new 
procedures, new programs that the hospital is starting, new equipment that 
is being purchased or that a physician has taken a course and will be per-
forming a procedure that is new to the hospital? 
 

Are you sitting at a committee meeting, or perhaps like me, you read the em-
ployee newsletter that a physician has successfully taken a course and will 
be scheduling cases. 
 

When this recently occurred, quick as lighting, I contacted the operating 
room scheduler and yes, indeed, cases were being scheduled.  My next call 
was to the Chief of Staff and to the Surgery Chair.  I then looked for the Poli-
cy and Procedure on New Technology and New Procedures to see how to 
proceed only to find that the medical staff and the hospital did not have such 
a policy.  The physician was contacted by the Department Chair and in-
formed that he would have to cancel his cases until formal approval of the 
new procedure by the Department of Surgery, the Medical Executive Com-
mittee and the Board of Trustees was granted.  The physician was also invit-
ed to attend the next department meeting to discuss the new procedure, the 
benefit to the patients, what equipment was needed to perform the proce-
dure, where the procedure will be performed, whether additional staff be 
needed to assist with the procedure, and what the cost to the hospital would 
be.  The Department would also determine credentialing requirements, and 
what course given by which certifying body, will be the accepted standard for 
any other physicians requesting this same procedure.  They will also need to 
determine whether proctoring will be required, how many cases will need to 
be proctored and who will arrange for a proctor if one is needed, and how 
many cases must be performed to maintain the privilege.  What process 
measures will be utilized to ensure quality and patient safety, and whether 
any additional competencies would be required for hospital staff? 
 

There is so much that must be addressed before a new procedure or new 
technology can be implemented.   It is not just the physician submitting a 
certificate of completion of training or the hospital purchasing new equip-
ment; there must be collaboration between all the hospital departments that 
will be involved with the implementation and the ongoing evaluation of the 
program and the physicians. 
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I was fortunate to be able to intervene before any surgeries were performed and I developed a policy 
for New Technology and New Procedures. 
 

This may be a rare occurrence in your facility, as it was in this instance, but it is better to be pre-
pared with an approved policy than to be caught off guard and have to develop a policy after the 
fact. 
 

Written by Margo Smith, RHIT, CPMSM, CPHQ of Associates 

New Technology - New Procedures Continued... 

Food Safety 

We are all working towards the same goal: To provide safe, nutritious food for all patients. 
 

Food and Nutrition Services (Dietary Services) is an important factor within the hospital facility con-
tributing to patient health.  Unsanitary food can play a significant role in disease transmission.  Pre-
vention of infection in dietary services requires healthy personnel, properly maintained equipment, 
uncontaminated supplies, and on-going awareness of proper sanitation and hygiene. 
 

Hand Hygiene must be performed: 
 When entering a food preparation area. 
 Before putting on clean gloves and between glove change. 
 Before engaging in food preparation. 
 Before handling clean equipment and serving utensils. 
 When changing tasks, especially between handling raw and ready-to-eat food. 
 After handling soiled dishes, equipment and utensils. 
 After using the restroom. 
 After coughing, sneezing, blowing nose, eating or drinking. 

 

According to the CDC, each year, 1 in 6 Americans (or 48 million people) get sick from and 3,000 
die of foodborne diseases.  Reducing foodborne illness by just 10% would keep 5 million Americans 
from getting sick each year. 
 

Germs (and some foods) responsible for most foodborne illness: 
 Campylobacter (poultry) 
 E. coli O157 (ground beef, leafy greens, raw milk) 
 Listeria (deli meats, unpasteurized soft cheeses, produce) 
 Salmonella (eggs, poultry, meat, produce) 
 Vibrio (raw oysters) 
 Norovirus in many foods (e.g., sandwiches, salads) 
 Toxoplasma (meats) 

 

There are many guidelines for food safety in hospitals.  They provide instructions for how food 
should be prepared and handled.  Each state may have different guidelines for hospital food safety.  
Check with your local public health department. 
 

It’s very important that all dietary workers report the following to their supervisor: 
 All skin infections, no matter how minor, 
 Vomiting, 
 Diarrhea, 
 Sore throat, or 
 Jaundice (yellow skin or eyes). 

 

Keep all cuts and burns covered.  REMEMBER: CLEAN HANDS SAVE LIVES!!! 
 

Written by Virginia “Ginny” Ginunas, MT, CIC of Associates 

http://www.cdc.gov/nczved/divisions/dfbmd/diseases/campylobacter/
http://www.cdc.gov/ecoli/
http://www.cdc.gov/nczved/divisions/dfbmd/diseases/listeriosis/
http://www.cdc.gov/salmonella/index.html
http://www.cdc.gov/nczved/divisions/dfbmd/diseases/vibriop/
http://www.cdc.gov/ncidod/dvrd/revb/gastro/norovirus.htm
http://www.cdc.gov/parasites/toxoplasmosis/
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Waived Blood Glucose Monitoring Systems 

On November 21, 2014, the Centers for Medicare and Medicaid Services (CMS) released a Stand-
ards and Quality Memorandum on Waived Blood Glucose Monitoring Systems (BGMS).  This mem-
orandum has been temporarily withdrawn, effective March 13, 2015, and reissued in draft-only form 
in order to obtain feedback and to promote additional education regarding the Clinical Laboratory Im-
provement Amendments (CLIA) requirements. 
 

From feedback received thus far, CMS has stated that currently there is diverse use of waived blood 
glucose monitoring systems (BGMS) in a variety of settings.  Some of these uses may constitute off-
label applications.  Any use of off-label applications carries the risk of patient harm, especially in the 
absence of the necessary performance specifications for the device.  Off-label applications are those 
outside the intended uses and limitations specified in the product manufacturer’s recommendations. 
 

The March 13, 2015 memorandum provides content designed to address current concerns and to 
clarify existing requirements.  Clarifications include the following: 
 

 The intended uses and appropriate patient populations that a test is or is not to be used for 
are found in the manufacturer’s recommendations. 

 Off-label use of a waived test outside manufacturer’s recommendations is not prohibited, but 
if it is utilized, higher standards for high complexity testing must be followed. 

 If the hospital wishes to use the blood glucose monitoring system in an off-label application, 
the hospital must establish its own performance specifications.  For example, some manufac-
turers’ instructions indicate that the BGMS has not been evaluated/cleared for use in critically 
ill patients.  However, neither the FDA nor CMS define the term “critically ill.”  So, if a hospital 
laboratory wishes to use a waived BGMS in an off-label application, such as use with the criti-
cally ill as defined by the hospital, the lab must first determine who is eligible for the testing 
based on what the laboratory knows about the test system, the patients and environments in 
which the testing will be conducted, and the personnel using the test.  The performance ex-
pectations must be established as well as meeting any additional regulatory requirements and 
applicable state regulations. 

 There are devices available that are alternatives to off-label use of a waived BGMS test.  In 
this guidance issued by CMS, examples were cited to include iStat, Piccolo and Hemocue.  
Tests approved for moderate complexity may be referenced through the FDA website.  Per an 
FDA publication, only one blood glucose meter is currently FDA cleared for use in critically ill 
patients when venous, arterial, neonatal arterial or neonatal heelstick whole blood samples 
are collected, and that meter is Nova’s StatStrip Glucose Hospital Meter System. 

 

Additional facts: 
 

Per the definition in The Joint Commission Comprehensive Accreditation Manual for Hospitals 
(CAMH), the definition of waived testing is as follows:  Waived tests are “Tests that meet the Clinical 
Laboratory Improvement Amendments of 1988 (CLIA ’88) requirements for waived tests and are 
cleared by the Food and Drug Administration (FDA) for home use.  These tests employ methodolo-
gies that are so simple and accurate that the likelihood of erroneous results is negligible, or they 
pose no risk of harm to the patient, resident or individual served if the test is performed incorrectly.” 
 

“Off label use” applies whether the test is waived or non-waived and it means that the test is consid-
ered modified and therefore defaults to a high-complexity test under CLIA regulations.  This will re-
quire all laboratories using the device for an “off label use” to meet all applicable CLIA high-
complexity requirements. 
 

BGMS are currently only indicated for monitoring known diabetic patients.  There are other point-of-
care glucose testing devices indicated for broader use such as screening or diagnosing diabetes 

Continued on the Next Page... 
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Waived Blood Glucose Monitoring Systems Continued... 

mellitus.  If a hospital chooses to use the BGMS in a patient population not specifically indicated in 
the product label, CLIA requirements for high complexity testing must be followed.  Per CMS, if a 
hospital is using a device off-label and the requirements for high complexity testing have not been 
met, the hospital will be issued a written “Statement of Deficiencies” (CMS form 2567) for non-
compliance with the applicable CLIA requirements, and follow-up using standard operating proce-
dures and timeframes will be enacted. 
 

The CLIA requirements for high complexity testing include the establishment of performance specifi-
cations for use in the hospital’s patient population, the performance of quality control, the enrollment 
and participation in proficiency testing, and compliance with the personnel qualifications for staff in-
volved.  
 

Laboratories performing high complexity testing are required to have a qualified laboratory director, 
technical supervisor, clinical consultant, general supervisor and testing personnel with current licen-
sure. Refer to the CLIA regulations for additional information. 
 

So what should be done in your organization? 
 

Collaborate with your clinical laboratory leadership and identify the appropriate use for your waived 
Blood Glucose Monitoring System. Refer to manufacturer’s recommendations when determining the 
indications for use of the device and be sure to comply with all the manufacturer’s instructions for 
waived test systems, including intended use, limitations and precautions. 
 

If your hospital continues to use BGMS to test blood glucose in patient populations not indicated by 
the manufacturer, the hospital may: 
 

(1) Obtain a Certificate of Compliance or Certificate of Accreditation, establish performance specifi-
cations and meet any additional regulatory requirements for high complexity testing; 
(2) Identify a point of care testing device that the manufacturer’s instructions support using with the 
desired patient population limitation; or  
(3) Refer the glucose testing to another CLIA certified or accredited laboratory that meets the re-
quirements to perform such testing. 
 

In accordance with their memorandum, CMS is currently inviting comments that can be emailed to 
LabExcellence@cms.hhs.gov as well as will be creating forums for more discussion on the is-
sues….so more to follow! 

 

Written by Linda Paternie, RN, BS, MHA of Associates 

About Steven Hirsch & Associates   
 

Steven Hirsch & Associates has been providing healthcare management consulting services includ-
ing accreditation preparation services to hospitals and other healthcare related organizations 
throughout the United States since 1987.  Beyond accreditation and licensure survey preparedness, 
our healthcare consulting team can provide assistance in a number of areas including Medicare cer-
tification, performance improvement, nursing management, infection prevention and control, Life 
Safety Code compliance medical staff services (including credentialing and independent peer re-
view), clinical lab management and compliance with HIPAA.  For more information on how Steven 
Hirsch & Associates can assist you with accreditation and licensure preparedness, Medicare certifi-
cation and other management challenges, please contact us at (800) 624-3750 or visit 
www.shassociates.com. 

mailto:LabExcellence@cms.hhs.gov
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Clostridium Difficile Prevention - the Ongoing Challenge 

Background 
 

Clostridium difficile is an anaerobic, spore-forming bacillus that causes pseudomembranous colitis, 
manifesting as diarrhea that recurs in 20-30% of cases and can progress to toxic megacolon, sepsis, 
and death. Clostridium difficile infection (CDI) most often occurs in patients in health-care settings, 
where antibiotics are prescribed and symptomatic patients, an important source for transmission, are 
concentrated.  C. difficile frequently is transmitted between patients via hands of health-care person-
nel transiently contaminated after contact with symptomatic patients or their surrounding environ-
ment. 
 

From 2000 to 2009, the number of hospitalized patients with any CDI discharge diagnoses more 
than doubled, and the number with a primary CDI diagnosis more than tripled.  Although the inci-
dence of other health-care–associated infections has declined, CDIs continue to increase.  In its 
September 2013 report on antibiotic resistance threats in the United States, the CDC classified CDI 
as one of the top three most urgent antibiotic-resistance threats to human health. 
 

Beginning in 2013, all hospitals participating in the Centers for Medicare and Medicaid Services' In-
patient Prospective Payment System Quality Reporting Program were required to report facility-wide 
CDI events using NHSN to qualify for their 2015 annual payment update. The CDI events are subse-
quently differentiated into hospital-acquired, hospital-associated, and community-acquired catego-
ries. Public reporting of hospital – acquired C. difficile rates began in 2014 at the Hospital Compare 
website. 
 

Prevention Strategies for Healthcare Providers 
 

1. Good antibiotic stewardship is an important aspect of quality health care that prevents CDI. 
Antibiotic use increases the risk for developing CDI by seven- to 10-fold while the patient is tak-
ing the antibiotic and for 1 month after discontinuation, and by approximately three-fold for the 
subsequent 2 months. 

 

2. Implement contact precautions for patients/residents with known or suspected CDI: 
  

 Place patients/residents with CDI in private rooms.  If private rooms are not available, 
patients/residents can be placed in rooms (cohorted) with other persons with CDI. 

 Wear gloves and gowns when entering the room of a patient/resident with CDI and dur-
ing patient/resident care. 

 Perform hand hygiene after removing gloves. 
 Because alcohol does not kill C. difficile spores, use of soap and water is more effica-

cious than alcohol-based hand rubs.  
 Use dedicated medical equipment or perform cleaning and disinfection with a sporicidal 

agent such as bleach on any shared medical equipment.  
 Continue these precautions until diarrhea ceases. 
 Because patients/residents with CDI continue to shed the bacteria for a number of days 

after diarrhea stops, some facilities routinely continue isolation for either several days 
beyond symptom resolution or until discharge.  Keep in mind that although the patient 
may eventually test negative, the room remains contaminated.  The author’s facility poli-
cy instructs that only the physician or the Infection Preventionist can discontinue isola-
tion. 

 

3. Proactive testing and isolation 
 

 Promptly send stool for CDI testing when patients develop diarrhea (greater than 3 liquid 
stools in a 24 hour period). 

 Place patients with diarrhea on contact isolation while awaiting CDI testing results. 

Continued on the Next Page... 
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Clostridium Difficile Prevention - the Ongoing Challenge 
Continued... 

4. Implement an environmental cleaning and disinfection strategy 
 

A. Health-care environmental services have a key role in reducing contamination that can di-
rectly transmit to patients or contaminate the hands of health-care personnel. 

B. Ensure adequate cleaning and disinfection of environmental surfaces and reusable devices, 
especially items likely to be contaminated with feces and surfaces that are touched frequent-
ly. 

C. Use an Environmental Protection Agency (EPA)-registered disinfectant with a sporicidal 
claim for environmental surface disinfection after cleaning in accordance with label instruc-
tions.  Diluted solutions of hypochlorite are the most commonly used disinfectant in hospi-
tals. 
 

Engaging Hospital Staff 
 

For hospital staff to play an integral role in CDI transmission prevention, they must be continuously 
engaged in infection prevention efforts. Accomplishing this presents a challenge to the Infection 
Preventionist (IP).  Below is a list of suggestions that may assist in maintaining staff vigilance in 
CDI prevention efforts. 
 

Attend staff meetings. The IP can increase staff engagement by ensuring that they have a 
standing invitation to all staff meetings.  Seeing the IP at their meetings, particularly during non-
day shift hours, offers a boost to staff morale.  The IP can use the time slot to provide feedback 
on infection rates, educate, and provide hand hygiene compliance feedback.  Always allow time 
for questions. 
 

Provide feedback. Surveillance reports should not remain in the vacuum of hospital committee 
meeting rooms.  IPs can be creative and customize infection rate reports to each nursing unit, 
accompanied by explanations.  Posting these reports in a customary place on each unit will 
peak staff interest and involvement.  Informing staff of program goals for CDI reduction will help 
motivation. 

 

New Employee Orientation. IPs can take advantage of the captive orientation audience to ex-
plain the hospital’s CDI prevention program, emphasizing the important role of new employees 
in CDI prevention. 
 

Competition. Nothing engages staff more than some friendly competition. An ongoing contest 
seeing which nursing unit can maintain the longest time period without a hospital-acquired CDI 
is a useful method to encourage staff to take ownership of infection prevention.  
 

Encourage Outside Education. Healthcare workers interested in furthering their education 
may need guidance on education available to them outside the hospital.  Patient care staff are 
welcome at many Infection Prevention seminars.  IPs can assist by posting announcements of 
local Infection Prevention educational events. 

 

Summary 
 

Prevention of hospital-acquired CDI presents a multifaceted challenge for Infection Preventionists.  
A team effort is essential to success.  Because staff represent the front line in prevention efforts, 
they need sustained education, feedback, and validation of their efforts. 
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Don’t Sweat the Small Stuff? 

We have all heard the saying “Don’t sweat the small stuff.” But in today’s healthcare arena, is that 
appropriate? Do we in healthcare even identify what “small stuff’ may be present in our organiza-
tions? In the mock regulatory surveys we perform at the client hospitals and in the work we accom-
plish with our client organizations, Steven Hirsch and Associates (SHA) has had the opportunity of 
identifying what may be considered “small stuff,” but which in fact are important imperatives for im-
provement.  
 

“Small stuff” may include the following: 
 

 Tops of disinfectant wipes that are not closed tightly, leading to the contents becoming dry.  
The disinfectant wipes must be wet enough to provide the disinfection and the contact time as 
per manufacturer recommendation in order to kill the organisms targeted by use of the wipes. 

 Dusty and dirty shelves and bins that are used to store patient supplies and medications. Pay 
special attention to the shelves in the automated drug dispensing machines. 

 Signage such as Fall Risk, Isolation, NPO, etc. that is located on patient rooms… rooms that 
are vacant. 

 Staff wearing face masks under the nose or around the neck, but not covering the nose and 
mouth. 

 Open untied isolation gowns. 

 Lack of visible identification badges on all staff. 

 Use of the words “usually” or “sometimes” when responding to a surveyor question. 

 Towels (sometimes referred to as “doilies” by one of the SHA team of surveyors...  “Doilies” 
gets your attention and correction doesn’t it?) or Chux that are laid upon work surfaces and 
are not removed after their use. 

 Storage of supplies or patient equipment directly on the floor. 

 Corrugated shipping boxes stored in clinical areas. 

 Scopes stored in the correct hanging position but whose tips are touching the bottom of the 
storage cabinet. 

 Overflowing trash cans. 

 Overflowing soiled linen hampers. 

 Overflowing document destruction bins. 

 Tape (it is a four letter word!) and the sticky residue left behind from the tape. 

 Unlocked, unattended environmental services cleaning carts. 

 Pill crushers and pill splitters coated with medication residue from prior use. 

 Plastic bags labeled as “Biohazard” being used for other storage purposes. 
 

Great organizations ensure reliable processes are in place, such as “sweating the small stuff.” Focus 
is on eliminating the “small stuff” and on achieving and maintaining great outcomes. Remember, the 
ultimate purpose of accreditation is to enhance quality of care and patient safety. Each requirement, 
standard, survey, policy, initiative and each “small stuff” is geared to reduce variation, risk and im-
prove quality and patient safety. 
 

So what this article is really pointing out is that nothing is really “small stuff” in today’s world of health 
care safety and quality. So “Sweat the Small Stuff”! 
 

Written by Linda Paternie, RN, BS, MHA of Associates 
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If your medical staff structure is defined by medical and surgical departments, then the organization 
should have departmental rules and regulations.  Departmental Rules and Regulations are not the 
same as the Medical Staff General Rules and Regulations. 
 

Regulatory agencies require that the medical staff develop and abide by Medical Staff Bylaws which 
reflect compliance with the standards of the regulatory or accrediting agency, State regulations, 
CMS regulations and any other facility specific rules which pertain to patient care and treatment.  
These need to be reflected in the hospital’s own policies and procedures, and compliance will be 
evaluated during the survey process. 
 

General Rules and Regulations usually contain items that are pertinent to the medical staff as a 
whole, but are not limited to the following: admission policies, autopsy, consents, completion of med-
ical records, emergency call, disasters, consultations, hospital formulary, orders, dental and podiatric 
patients, surgery requirements and withholding/withdrawing life support.  Again specific hospital poli-
cies can be part of the General Rules and Regulations. 
 

Departmental Rules and Regulations can reference articles in the Medical Staff Bylaws, i.e., general 
credentialing requirements, unless a department requires a more stringent credentialing process, 
such as board certification.  Other items that can be referenced are medical staff and hospital com-
mittees, selection and duties of the department chair.  The department chair’s duties are listed in the 
Bylaws and as such, all chairmen are required to perform these responsibilities, but again, they can 
be referenced in the Departmental Rules and Regulations. 
 

Each department maintains their own proctoring programs.  The Bylaws may define a minimum 
number of cases that are required for proctoring, but each department may have additional proctor-
ing requirements for the level of privileges granted.  The department is allowed to increase the num-
ber of cases, but cannot change the number to less than that stated in the Medical Staff Bylaws.  
There may be a minimum number of proctored cases required for core privileges (usual and custom-
ary, Level 1) and additional numbers for high risk procedures.  Each procedure may have its own 
number for proctoring, which may add up to more than the minimum required in the Medical Staff 
Bylaws.  Proctoring requirements may also be listed on the delineation of privilege forms.  If so, be 
sure that there is no conflict with the number of cases required for proctoring within the clinical privi-
lege sheets and the Bylaws, Rules and Regulations. 
 

The purpose of the Departmental Rules and Regulations is to address specific expectations for the 
departments.  They often contain additional requirements specific to hospital units, i.e., surgical 
suites, ICU, emergency room, medical/surgical, obstetrics, pediatrics, neonatal intensive care, etc. 
 

When a new member joins the Medical Staff, they should be given a copy of the Medical Staff By-
laws, Rules and Regulations and their Departmental Rules and Regulations.  When a new depart-
ment chair is selected, they should be provided a copy of the Departmental Rules and Regulations 
to review.  They may have revisions to the Departmental Rules and Regulations to present to the 
members of the department.  If there are no changes, the Department Rules and Regulations should 
be formally reviewed and approved by the department at least on a triannual basis. 
 

Written by Margo Smith, RHIT, CPMSM, CPHQ of Associates 

Streamlining Department Rules and Regulations 


