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	1. (a) NFPA Document Title
	Health Care Facilities
	NFPA No. & Year
	99 – 2005

	    (b) Section/Paragraph
	     Chapter 10

	2.     Comment on Proposal No. (from ROP): 
	A2009


3.
Comment Recommends (check one):
 FORMCHECKBOX 
 new text
X revised text
 FORMCHECKBOX 
 deleted text
4.
Comment (include proposed new or revised wording, or identification of wording to be deleted): [Note: Proposed text should be in legislative format; i.e., use underscore to denote wording to be inserted (inserted wording) and strike-through to denote wording to be deleted (deleted wording).]
	This comment proposes that the text requiring vendors to provide technical documentation and the subsequent definition of what constitutes appropriate technical documentation (Chapter 10 recommended for deletion by the Technical Committee) should remain either as a separate chapter or incorporated into Chapter 8


5.
Statement of Problem and Substantiation for Comment: (Note: State the problem that would be resolved by your recommendation; give the specific reason for your Comment, including copies of tests, research papers, fire experience, etc. If more than 200 words, it may be abstracted for publication.) 
	The American College of Clinical Engineering (ACCE) is the professional society of the clinical engineering community.  ACCE represents the engineering professional, most working in a hospital environment, whose principle role is to provide support of medical technology in a manner that insures effective patient care in a safe environment.  

The Technical Committee on Medical Equipment proposed and voted to delete Chapter 10 in it’s entirety with the justification that “Much of Chapter 10 is redundant with Chapter 8”. But careful examination of Chapter 8 indicates that deleting Chapter 10 will make compliance with some of the requirements in Chapter 8 difficult, if not impossible, for healthcare organizations to fulfill. Some specific examples below:
a) Section 8.5.2.6 states that purchase specifications shall require the vendor to supply, among other documentation, “maintenance details (see 10.2.8.1.1).”  With the removal of Chapter 10 the specific language stating the manufacturer’s responsibility to provide the required documentation with all units disappears. In other words, health care organizations are required to request the technical documentation from the vendors but the vendors would no longer be required to provide it. In a perfect market with many buyers and suppliers, this situation could be addressed by the purchasing decisions made by the buyers. Unfortunately, healthcare is not a perfect market and frequently the number of suppliers is limited to a very few companies. This situation empowers the sellers and limits the buyers’ choices. Without standards defining the vendor’s responsibility and being adopted by States as legislation by reference, it becomes very difficult for healthcare organizations to enforce requirements that are resisted by the vendors. 

b) The deletion of Chapter 10 eliminates the description of what constitutes detailed maintenance documentation (10.2.8.1.2). Without incorporating that definition into Chapter 8, or leaving it as a separate Chapter, the interpretation of what constitutes appropriate technical documentation will be open to subjectivity and abuse.  
c) Section 8.5.3 (formerly 8.5.2.2.1 in the 2005 edition) states that “Service manuals, instructions, and procedures provided by the manufacturer shall be used in the maintenance of equipment.”  Again, if healthcare organizations are required to ask for the technical documentation but vendors are NOT required to provide it, or it is incomplete and/or inadequate, how will healthcare organizations be able to comply with this section?  The lack of appropriate service literature provided by the manufacturer will in many circumstances delay necessary repairs and impact negatively the organization’s ability to provide timely patient care due to equipment unavailability.
d) Section 8.5.6.1 (sub-sections 1 and 3) states that “A permanent file of instruction and maintenance manuals as described in 10.2.8.1.1 shall be maintained and be accessible” and “Duplicate instruction and maintenance manuals shall be available to the user.”  Without clear guidelines of what information should be included in the maintenance manuals, the value and utility of the documentation included in the file will be seriously diminished.
ACCE recommends that NFPA consider the following two alternative approaches to address the concerns of its membership:

(1) Reconsider the proposal to remove Chapter 10 in its entirety.  At least section 10.2.8.1 needs to be maintained.  
(2) Incorporate section 10.2.8.1 into Chapter 8.

Lack of appropriate service literature can have a negative impact on the maintenance of medical equipment and patient care. ACCE’s focus on safety was a major driver in establishing the profession in the late 1960s and early 1970s.  In the years since, clinical engineers have sought to make real improvements in patient and staff safety through technology and related process changes.  While well intended, we believe the proposed (99-68) revisions will not contribute to a safer environment and will likely divert financial and staffing resources from those technology and related process changes that could have a much greater impact on safety.
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