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Chapter Il — General Licensure Standards

Part 1 ~REVIEW-OF BUILBING-PLANS-AND-SPECIFICATHONS SUBMISSION OF CONTRUCTION

1.101

1)

(2)

1.102

1)

(2)

3)

1.103

1)

()

PLANS/DOCUMENTS AND COMPLETION OF THE PLAN REVIEW PROCESS
STATUTORY AUTHORITY AND APPLICABILITY

AUTHORITY TO ESTABLISH MINIMUM STANDARDS THROUGH REGULATION AND TO ADMINISTER AND ENFORCE
SUCH REGULATIONS IS PROVIDED BY SECTION 25-1.5-103 AND 25-3-101, C.R.S., ET. SEQ.

THIS PART 1 APPLIES TO ALL LICENSED FACILITIES SUBJECT TO PLAN REVIEW. 1:2-COMPHUANCE
RESPONSIBILIY- 1t is the responsibility of the health facility to insure ENSURE that any construction
project complies with the applicable LOCAL, STATE, AND FEDERAL standards and codes.

11 SUBMISSION OF BUHLDINGPLANS CONSTRUCTION PLANS AND DOCUMENTS. 43
Materials submitted for review shall be in the format and/or on forms prescribed by the department.
Plans-and-drawings THE FOLLOWING CONSTRUCTION PLANS AND DOCUMENTS for all facilities to be built,
added to, or altered that are presently or may be licensed by the Department shall be submitted to the

Department for review in-the-following-sequence-priorto-the-startof- construction:

121 A written program-describing-the-objectiv ng-o ation-and DESCRIPTION OF
the type and size of service or services to be prowded +n—the—p¥epesed-faem¢y BY THE PHYSICAL PLANT
SUBJECT TO THE PLAN REVIEW.

112 Preliminary ScALE drawings showing the proposed general location, boundaries, approaches to
and physical features of the site, other buildings on the site, means of water supply, sewage disposal,
and other utilities to the site. The preliminary drawings shall also show the proposed layout of each floor
of the facility with each room labeled as to its use AND DIMENSIONS, and a general cross section of the
structure indicating type of construction.

423 Outline specifications indicating impertant SIGNIFICANT electrical, mechanical and other features
not shown on drawings.

COMPLETION OF THE PLAN REVIEW PROCESS. COMPLETION OF PLAN REVIEW IS EVIDENCED BY
DEPARTMENT APPROVAL INDICATING THAT THE FACILITY IS IN COMPLIANCE AND NO ADDITIONAL CONSTRUCTION
CHANGES NEED TO BE MADE.

AFTER THE RECEIPT OF THE CONSTRUCTION PLANS/DOCUMENTS AND FEES, THE DEPARTMENT SHALL CONDUCT
A PRELIMINARY REVIEW OF THE CONSTRUCTION PLANS/DOCUMENTS AND ISSUE WRITTEN NOTIFICATION TO THE
APPLICANT OF EITHER THE FINDINGS OF SUCH REVIEW OR NOTIFICATION THAT THE SUBMITTALS WERE
INSUFFICIENT TO ESTABLISH SUCH FINDINGS. THE PLAN REVIEW PROCESS SHALL BE COMPLETED WITHIN 24
MONTHS OF THE DATE THE DEPARTMENT ISSUES SUCH WRITTEN NOTIFICATION. {Explanatory note:
Department findings for the preliminary review will vary based on the type of construction or remodel
being reviewed. For new construction, for example, findings will establish whether the construction
type, occupancy separations, smoke barriers meet Life Safety Code requirements. For a kitchen hood
and duct work remodel, on the other hand, findings will establish whether the system is properly
designed, routed, and accessible.}

EXTENSIONS
€)) THE FACILITY MAY OBTAIN A ONE-MONTH EXTENSION FOR THE COMPLETION OF THE PLAN REVIEW
PROCESS.
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0] THE FACILITY MAY OBTAIN A ONE-MONTH EXTENSION BY SUBMITTING A WRITTEN REQUEST, IN
THE FORM REQUIRED BY THE DEPARTMENT, NO LATER THAN 10 WORKING DAYS PRIOR TO THE
24-MONTH COMPLETION DUE DATE.

(i) THE FACILITY IS ONLY ELIGIBLE FOR A SINGLE ONE-MONTH EXTENSION.

(b) IF THE PLAN REVIEW PROCESS IS NOT COMPLETED WITHIN THE 24-MONTH PERIOD, OR 25-MONTH
PERIOD IF THE ONE-MONTH EXTENSION WAS OBTAINED, THE APPLICANT MAY OBTAIN A 6-MONTH
EXTENSION.

0] THE FACILITY MAY OBTAIN A SIX-MONTH EXTENSION BY SUBMITTING AN EXTENSION FEE OF
$500 AND A WRITTEN REQUEST, IN THE FORM REQUIRED BY THE DEPARTMENT, NO LATER
THAN 10 WORKING DAYS PRIOR TO THE COMPLETION DUE DATE.

(i) THE FACILITY IS ELIGIBLE FOR MULTIPLE SIX-MONTH EXTENSIONS.
(iii) EXTENSION FEES ARE NON-REFUNDABLE.
(iv) IF THE APPLICANT OBTAINS A 6-MONTH EXTENSION, THE FACILITY SHALL MEET THE LICENSURE

REGULATIONS IN EFFECT AT THE TIME OF THE FINAL INSPECTION.

FAILURE TO COMPLETE THE PLAN REVIEW PROCESS WITHIN THE 24-MONTH PERIOD OR WITHIN THE TIMEFRAMES
AUTHORIZED BY THE EXTENSIONS SHALL RESULT IN THE PLAN REVIEW PROCESS BEING ADMINISTRATIVELY
CLOSED. AFTER AN ADMINISTRATIVE CLOSURE, THE APPLICANT MAY ACTIVATE A NEW PLAN REVIEW PROCESS BY
RESUBMITTING THE CONSTRUCTION PLANS/DOCUMENTS ALONG WITH THE CORRESPONDING PLAN REVIEW FEE.
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Change-of address $360

Change-of beds $360

THE CURRENT VERSION OF PART 2, SHOWN IN STRIKE-OUT ABOVE, IS BEING REPLACED IN ITS

ENTIRETY BY THE FOLLOWING:

PART 2 — LICENSURE PROCESS

21

211

2.1.2

2.2

STATUTORY AUTHORITY AND APPLICABILITY

THE STATUTORY AUTHORITY FOR THE PROMULGATION OF THESE RULES IS SET FORTH IN SECTIONS 25-1.5-103
AND 25-3-101, ET SEQ., C.R.S.

A HEALTH CARE ENTITY LICENSED BY THE DEPARTMENT SHALL COMPLY WITH ALL APPLICABLE FEDERAL AND
STATE STATUTES AND REGULATIONS INCLUDING THIS CHAPTER Il. IN THE EVENT OF A DISCREPANCY BETWEEN
REGULATIONS, THE MORE SPECIFIC STANDARDS SHALL APPLY.

DEFINITIONS

FOR PURPOSES OF THIS CHAPTER, THE FOLLOWING DEFINITIONS SHALL APPLY:

221

2,2.2

2.2.3

“BUSINESS ENTITY MEANS ANY ORGANIZATION OR ENTERPRISE AND INCLUDES, BUT IS NOT LIMITED TO, A SOLE
PROPRIETOR, AN ASSOCIATION, CORPORATION, BUSINESS TRUST, JOINT VENTURE, LIMITED LIABILITY COMPANY,
LIMITED LIABILITY PARTNERSHIP, PARTNERSHIP OR SYNDICATE.

“CAMPUS” MEANS THE PHYSICAL AREA IMMEDIATELY ADJACENT TO THE HEALTH CARE ENTITY’S MAIN BUILDINGS,
OTHER AREAS AND STRUCTURES THAT ARE NOT STRICTLY CONTIGUOUS TO THE MAIN BUILDINGS BUT ARE
LOCATED WITHIN A WALKING DISTANCE OF 250 YARDS OF THE MAIN BUILDINGS, WITHOUT CROSSING MORE THAN
TWO LANES OF TRAFFIC. THE DEFINITION OF CAMPUS SHALL ALSO INCLUDE ANY OTHER AREAS DETERMINED BY
THE DEPARTMENT, ON AN INDIVIDUAL CASE BASIS, TO BE PART OF THE HEALTH CARE ENTITY’S CAMPUS.

“CONTROLLING INTEREST” MEANS THE OPERATIONAL DIRECTION OR MANAGEMENT OF A HEALTH CARE ENTITY
INCLUDING, BUT NOT LIMITED TO, THE AUTHORITY, EXPRESS OR RESERVED, TO CHANGE THE CORPORATE
IDENTITY OF THE APPLICANT,; THE AUTHORITY TO APPOINT MEMBERS OF THE BOARD OR DIRECTORS, BOARD OF
TRUSTEES, OR OTHER APPLICABLE GOVERNING BODY OF THE HEALTH CARE ENTITY; THE ABILITY TO CONTROL
ANY OF THE ASSETS OR OTHER PROPERTY OF THE HEALTH CARE ENTITY OR TO DISSOLVE OR SELL THE HEALTH
CARE ENTITY.



(G208 N

©O© oo~NO

10

12

13
14
15

16
17
18

19
20

21

22
23
24
25

26
27

28
29
30
31
32

33
34
35

36
37
38
39

40
41
42

224

2.25

2.2.6

2.2.7

2.2.8

2.2.9

2.2.10

2211

2.3

23.1

2.3.2

“DEFICIENCY” MEANS A FAILURE TO FULLY COMPLY WITH ANY STATUTORY AND/OR REGULATORY REQUIREMENTS
APPLICABLE TO A LICENSED HEALTH FACILITY.

“DEPARTMENT” MEANS THE DEPARTMENT OF PuBLIC HEALTH AND ENVIRONMENT.

“DIRECT OWNERSHIP” MEANS THE POSSESSION OF STOCK, EQUITY IN CAPITAL OR ANY INTEREST GREATER THAN
5 PERCENT OF THE HEALTH CARE ENTITY.

“HEALTH CARE ENTITY” MEANS A HEALTH CARE FACILITY OR AGENCY THAT IS REQUIRED TO OBTAIN A LICENSE
FROM THE DEPARTMENT PURSUANT TO SECTION 25-3-101, C.R.S. UNLESS OTHERWISE INDICATED, THE TERM
“HEALTH CARE ENTITY” IS SYNONYMOUS WITH THE TERMS “HEALTH FACILITY” OR “FACILITY” AS USED
ELSEWHERE IN 6 CCR 1011-1, STANDARDS FOR HOSPITALS AND HEALTH FACILITIES.

“INDIRECT OWNERSHIP” MEANS ANY OWNERSHIP INTEREST IN AN ENTITY THAT HAS AN OWNERSHIP INTEREST IN
THE APPLICANT, INCLUDING AN OWNERSHIP INTEREST IN ANY ENTITY THAT HAS AN INDIRECT OWNERSHIP
INTEREST IN THE APPLICANT.

“LICENSEE” MEANS THE PERSON, BUSINESS ENTITY OR AGENCY THAT IS GRANTED A LICENSE OR CERTIFICATE OF
COMPLIANCE TO OPERATE A HEALTH CARE ENTITY AND THAT BEARS LEGAL RESPONSIBILITY FOR COMPLIANCE
WITH ALL APPLICABLE FEDERAL AND STATE STATUTES AND REGULATIONS.

“MANAGEMENT COMPANY” MEANS THE PERSON, BUSINESS ENTITY OR AGENCY THAT IS PAID BY THE LICENSEE
AND HAS A CONTRACTUAL AGREEMENT WITH THE LICENSEE TO MANAGE THE DAY-TO-DAY OPERATION OF THE
HEALTH CARE ENTITY ON BEHALF OF THE LICENSEE.

“REVIEW” MEANS ANY TYPE OF ADMINISTRATIVE OVERSIGHT BY THE DEPARTMENT INCLUDING, BUT NOT LIMITED
TO, EXAMINATION OF DOCUMENTS, DESK AUDIT, COMPLAINT INVESTIGATION OR ON-SITE INSPECTION.

LICENSE REQUIRED

NO PERSON OR BUSINESS ENTITY SHALL ESTABLISH, MAINTAIN OR OPERATE A HEALTH CARE ENTITY WITHOUT
FIRST HAVING OBTAINED A LICENSE THEREFOR OR, IN THE CASE OF GOVERNMENTAL FACILITIES, A CERTIFICATE
OF COMPLIANCE FROM THE DEPARTMENT. FOR PURPOSES OF THESE RULES, THE HOLDER OF A CERTIFICATE OF
COMPLIANCE SHALL BE CONSIDERED A LICENSEE.

(A) ANY PERSON OR BUSINESS ENTITY OPERATING A HEALTH CARE ENTITY SHALL NOT PROVIDE SERVICES
IN AREAS SUBJECT TO PLAN REVIEW EXCEPT AS APPROVED BY THE DEPARTMENT.

(B) ANY PERSON OR BUSINESS ENTITY OPERATING A HEALTH CARE ENTITY WHO DOES NOT HAVE A
PROVISIONAL, CONDITIONAL OR REGULAR LICENSE FROM THE DEPARTMENT IS GUILTY OF A
MISDEMEANOR AND, UPON CONVICTION THEREOF, SHALL BE PUNISHED BY A FINE OF NOT LESS THAN
FIFTY DOLLARS ($50), NOR MORE THAN FIVE HUNDRED DOLLARS ($500). EACH DAY OF OPERATION
SHALL BE CONSIDERED A SEPARATE OFFENSE.

EACH HEALTH CARE ENTITY OFFERING SERVICES THAT ARE REGULATED BY MORE THAN ONE CHAPTER OF 6
CCR 1011-1, STANDARDS FOR HOSPITALS AND HEALTH FACILITIES, CHAPTERS IV THROUGH XXII SHALL HAVE
A SEPARATE LICENSE FOR EACH REGULATED CATEGORY OF SERVICES.

(A) IF ANY LICENSED HEALTH CARE ENTITY OFFERS SERVICES WITHIN THE SAME BUILDING OR ON THE SAME
CAMPUS AS ANOTHER LICENSEE, THE TREATMENT FACILITIES AND ADMINISTRATIVE OFFICES OF ONE
LICENSEE SHALL BE PHYSICALLY SEPARATED WITH CLEAR SIGNAGE FROM THE TREATMENT FACILITIES
AND ADMINISTRATIVE OFFICE OF ANY OTHER LICENSEE.

(1) TREATMENT FACILITIES SHALL INCLUDE, BUT NOT BE LIMITED TO; PATIENT BEDS WINGS,
DIAGNOSTIC, PROCEDURE AND OPERATING ROOMS. ADMINISTRATIVE OFFICES SHALL INCLUDE,
BUT NOT BE LIMITED TO, RECORDS ROOMS AND PERSONNEL OFFICES.
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2.3.3

234

235

2.4

241

24.2

2.4.3

EACH HEALTH CARE ENTITY THAT IS FEDERALLY CERTIFIED SHALL HAVE A STATE LICENSE FOR EACH CATEGORY
OF SERVICES FOR WHICH IT IS CERTIFIED, IF SUCH A LICENSE CATEGORY EXISTS.

EFFECTIVE MARCH 1, 2010, ANY APPLICANT SEEKING AN INITIAL LICENSE TO PROVIDE SERVICES WITHIN THE
SAME BUILDING AS ANOTHER LICENSED OR UNLICENSED OCCUPANCY, SHALL ENSURE THERE IS AN INTACT, TWO-
HOUR FIRE RATED WALL, FLOOR OR CEILING ASSEMBLY BETWEEN IT AND EACH ADJOINING OCCUPANT.

EACH HEALTH CARE ENTITY APPLYING FOR A LICENSE SHALL USE A DISTINCTIVE NAME THAT ALSO CLEARLY
IDENTIFIES THE SERVICES FOR WHICH IT WILL BE LICENSED. DUPLICATION OF AN EXISTING NAME IS PROHIBITED.

(A) EACH HEALTH CARE ENTITY SHALL BE IDENTIFIED BY THIS DISTINCTIVE NAME, USING CLEARLY VISIBLE
SIGNAGE AT THE LOCATION, ON STATIONERY, BILLING MATERIALS AND ON ADVERTISEMENTS THAT
IDENTIFY THE LICENSED ENTITY.

INITIAL LICENSE APPLICATION PROCEDURE

ANY PERSON OR ENTITY SEEKING A LICENSE TO OPERATE A HEALTH CARE ENTITY SHALL INITIALLY NOTIFY THE
DEPARTMENT BY SUBMITTING A LETTER OF INTENT IN THE FORMAT SPECIFIED BY THE DEPARTMENT. SUCH
NOTIFICATION SHALL INCLUDE THE PROPOSED NAME, LOCATION, LICENSE CATEGORY, SERVICES AND DATE OF
OPENING OF SAID ENTITY. UPON RECEIPT OF THE LETTER OF INTENT, THE DEPARTMENT WILL PROVIDE THE
APPLICANT WITH THE APPROPRIATE APPLICATION.

THE APPLICANT SHALL PROVIDE THE DEPARTMENT WITH A COMPLETE APPLICATION INCLUDING ALL INFORMATION
AND ATTACHMENTS SPECIFIED IN THE APPLICATION FORM AND ANY ADDITIONAL INFORMATION REQUESTED BY
THE DEPARTMENT. THE APPROPRIATE NON-REFUNDABLE FEE(S) FOR THE LICENSE CATEGORY REQUESTED
SHALL BE SUBMITTED WITH THE APPLICATION, UNLESS PREVIOUSLY TENDERED IN CONNECTION WITH A PLAN
REVIEW. APPLICATIONS SHALL BE SUBMITTED AT LEAST NINETY (90) DAYS BEFORE THE ANTICIPATED START-UP
DATE.

EACH APPLICANT SHALL PROVIDE THE FOLLOWING INFORMATION:

(A) THE LEGAL NAME OF THE ENTITY AND ALL OTHER NAMES USED BY IT TO PROVIDE HEALTH CARE
SERVICES. THE LEGAL NAME SHALL NOT BE CHANGED WITHOUT APPROVAL FROM THE DEPARTMENT.

(B) CONTACT INFORMATION FOR THE ENTITY INCLUDING MAILING ADDRESS, TELEPHONE AND FACSIMILE
NUMBERS, E-MAIL ADDRESS AND, IF APPLICABLE, WEBSITE ADDRESS.

© THE IDENTITY OF ALL PERSONS AND BUSINESS ENTITIES WITH A CONTROLLING INTEREST IN THE HEALTH
CARE ENTITY, INCLUDING ADMINISTRATORS, DIRECTORS, MANAGERS, MANAGEMENT CONTRACTORS AND
HOLDING COMPANIES.

(1) A NON-PROFIT CORPORATION SHALL LIST THE GOVERNING BODY AND OFFICERS.

(2 A FOR-PROFIT CORPORATION SHALL LIST THE NAMES OF THE OFFICERS AND STOCKHOLDERS
WHO DIRECTLY OR INDIRECTLY OWN OR CONTROL FIVE PERCENT OR MORE OF THE SHARES OF
THE CORPORATION.

€)) A SOLE PROPRIETOR SHALL INCLUDE PROOF OF LAWFUL PRESENCE IN THE UNITED STATES IN
COMPLIANCE WITH SECTION 24-76.5-101, ET SEQ., C.R.S.

(D) THE NAME, HOME ADDRESS, AND BUSINESS TELEPHONE NUMBER OF EVERY PERSON IDENTIFIED IN
2.4.3(C) AND THE INDIVIDUAL DESIGNATED BY THE APPLICANT AS THE CHIEF EXECUTIVE OFFICER OF
THE ENTITY.

(E) PROOF OF PROFESSIONAL LIABILITY INSURANCE AS REQUIRED BY THE COLORADO HEALTH CARE

AVAILABILITY ACT, SECTION 13-64-301, ET SEQ., C.R.S., WITH THE DEPARTMENT IDENTIFIED AS A
CERTIFICATE HOLDER. SUCH COVERAGE SHALL BE MAINTAINED FOR THE DURATION OF THE LICENSE

10
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(F)

(G)

(H)

()

)

(K)

(L)

TERM AND THE DEPARTMENT SHALL BE NOTIFIED OF ANY CHANGE IN THE AMOUNT, TYPE OR PROVIDER
OF PROFESSIONAL LIABILITY INSURANCE COVERAGE DURING THE LICENSE TERM.

ARTICLES OF INCORPORATION, ARTICLES OF ORGANIZATION, PARTNERSHIP AGREEMENT, OR OTHER
ORGANIZING DOCUMENTS REQUIRED BY THE SECRETARY OF STATE TO CONDUCT BUSINESS IN
COLORADO; AND BY-LAWS OR EQUIVALENT DOCUMENTS THAT GOVERN THE RIGHTS, DUTIES AND
CAPITAL CONTRIBUTIONS OF THE BUSINESS ENTITY.

THE ADDRESS OF THE PHYSICAL LOCATION THAT IS TO CONSTITUTE THE ENTITY, TOGETHER WITH THE
NAME(S) OF THE OWNER(S) OF EACH STRUCTURE.

A MAP FOR EACH FLOOR OF THE HEALTH CARE ENTITY’S BUILDING INDICATING ROOM LAYOUT, LOCATION
OF SERVICES TO BE PROVIDED, AND THE PROPOSED PHYSICAL EXTENT OF THE LICENSE WITHIN THE
BUILDING. IF MULTIPLE BUILDINGS ARE INVOLVED, A MAP OF THE CAMPUS SHALL ALSO BE SUBMITTED.

A COPY OF ANY MANAGEMENT AGREEMENT PERTAINING TO OPERATION OF THE ENTITY THAT SETS
FORTH THE FINANCIAL AND ADMINISTRATIVE RESPONSIBILITIES OF EACH PARTY.

IF AN APPLICANT LEASES ONE OR MORE BUILDING(S) TO OPERATE AS A LICENSED HEALTH CARE ENTITY,
A COPY OF THE LEASE SHALL BE FILED WITH THE LICENSE APPLICATION AND SHOW CLEARLY INITS
CONTEXT WHICH PARTY TO THE AGREEMENT IS TO BE HELD RESPONSIBLE FOR THE MAINTENANCE AND
UPKEEP OF THE PROPERTY.

A STATEMENT SIGNED AND DATED CONTEMPORANEOUS WITH THE APPLICATION STATING WHETHER ONE
OR MORE INDIVIDUALS OR ENTITIES IDENTIFIED IN RESPONSE TO SECTION 2.4.3(C) AND (D) HAS A
CONTROLLING OR OWNERSHIP INTEREST IN ANY TYPE OF HEALTH FACILITY AND HAS BEEN THE SUBJECT
OF, OR A PARTY TO, ONE OF MORE OF THE FOLLOWING EVENTS, REGARDLESS OF WHETHER ACTION HAS
BEEN STAYED IN A JUDICIAL APPEAL OR OTHERWISE SETTLED BETWEEN THE PARTIES.

(1) BEEN CONVICTED OF A FELONY UNDER THE LAWS OF ANY STATE OR OF THE UNITED STATES.
A GUILTY VERDICT, A PLEA OF GUILTY OR A PLEA OF NOLO CONTENDERE (NO CONTEST)
ACCEPTED BY THE COURT IS CONSIDERED A CONVICTION,

(2) A DISCIPLINARY ACTION IMPOSED UPON THE APPLICANT BY AN AGENCY IN ANOTHER
JURISDICTION THAT REGISTERS OR LICENSES HEALTH FACILITIES INCLUDING, BUT NOT LIMITED
TO, A CITATION, SANCTION, PROBATION, CIVIL PENALTY, OR A DENIAL, SUSPENSION,
REVOCATION, OR MODIFICATION OF A LICENSE OR REGISTRATION WHETHER IT IS IMPOSED BY
CONSENT DECREE, ORDER, OR OTHER DECISION, FOR ANY CAUSE OTHER THAN FAILURE TO
PAY A LICENSE FEE BY THE DUE DATE;,

3) LIMITATION, REVOCATION OR SUSPENSION BY ANY STATE BOARD, MUNICIPALITY, FEDERAL OR
STATE AGENCY OF ANY HEALTH CARE RELATED LICENSE,

4) THE REFUSAL TO GRANT OR RENEW A LICENSE FOR OPERATION OF A HEALTH CARE ENTITY,
CONTRACT FOR PARTICIPATION OR CERTIFICATION FOR MEDICAID, MEDICARE, OR OTHER
PUBLIC HEALTH OR SOCIAL SERVICES PAYMENT PROGRAM; OR

(5) ANY JUDGMENT, AWARD OR SETTLEMENT OF A CIVIL ACTION OR ARBITRATION PROCEEDING IN
WHICH THE APPLICANT WAS A PARTY, IF THE ACTION OR PROCEEDING INCLUDED ANY
ALLEGATION OF GROSS NEGLIGENCE, VIOLATION OF SPECIFIC STANDARDS OF PRACTICE,
FRAUD, OR MISAPPROPRIATION OF FUNDS.

ANY STATEMENT REGARDING THE INFORMATION REQUESTED IN (K) SHALL INCLUDE THE FOLLOWING:

(1) IF THE EVENT IS AN ACTION BY A GOVERNMENTAL AGENCY (AS DESCRIBED ABOVE) THE NAME
OF THE AGENCY, ITS JURISDICTION, THE CASE NAME, AND THE DOCKET, PROCEEDING OR CASE
NUMBER BY WHICH THE EVENT IS DESIGNATED, AND A COPY OF THE CONSENT DECREE, ORDER
OR DECISION.

11
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24.4

245

2.4.6

247

2.5

251

252

253

254

255

25.6

2.6

26.1

(2) IF THE EVENT IS A FELONY CONVICTION, THE COURT, ITS JURISDICTION, THE CASE NAME, THE
CASE NUMBER, A DESCRIPTION OF THE MATTER OR A COPY OF THE INDICTMENT OR CHARGES,
AND ANY PLEA OR VERDICT ENTERED BY THE COURT.

3) IF THE EVENT CONCERNS A CIVIL ACTION OR ARBITRATION PROCEEDING, THE COURT OR
ARBITER, THE JURISDICTION, THE CASE NAME, THE CASE NUMBER, A DESCRIPTION OF THE
MATTER OR A COPY OF THE COMPLAINT, AND A COPY OF THE VERDICT, THE COURT OR
ARBITRATION DECISION, OR, IF SETTLED, THE SETTLEMENT AGREEMENT AND THE COURT’S
ORDER OF DISMISSAL.

EACH APPLICATION SHALL BE SIGNED UNDER PENALTY OF PERJURY BY AN AUTHORIZED CORPORATE OFFICER,
GENERAL PARTNER, OR SOLE PROPRIETOR OF THE APPLICANT AS APPROPRIATE.

FAILURE OF THE APPLICANT TO ACCURATELY ANSWER OR REPORT ANY OF THE INFORMATION REQUESTED BY
THE DEPARTMENT SHALL BE CONSIDERED GOOD CAUSE TO DENY THE LICENSE APPLICATION.

THE DEPARTMENT SHALL CONDUCT A PRELIMINARY ASSESSMENT OF THE APPLICATION AND NOTIFY THE
APPLICANT OF ANY APPLICATION DEFECTS.

(A) THE APPLICANT SHALL RESPOND WITHIN FOURTEEN (14) CALENDAR DAYS TO WRITTEN NOTICE OF ANY
APPLICATION DEFECT.

A LICENSE APPLICATION SHALL BE CONSIDERED ABANDONED IF THE APPLICANT FAILS TO ADDRESS ALL
APPLICATION DEFECTS WITHIN THE TIMEFRAMES ESTABLISHED BY THE DEPARTMENT AND MAY RESULT IN
ADMINISTRATIVE CLOSURE OF THE APPLICATION PROCESS.

(A) AFTER AN ADMINISTRATIVE CLOSURE, THE APPLICANT MAY FILE A NEW LICENSE APPLICATION ALONG
WITH THE CORRESPONDING INITIAL LICENSE FEE.

PROVISIONAL LICENSES

WHERE A HEALTH CARE ENTITY FAILS TO FULLY CONFORM TO THE APPLICABLE STATUTES AND REGULATIONS BUT
THE DEPARTMENT DETERMINES THE ENTITY IS MAKING A SUBSTANTIAL GOOD FAITH ATTEMPT TO COMPLY, THE
DEPARTMENT MAY REFUSE TO ISSUE AN INITIAL LICENSE AND INSTEAD GRANT THE APPLICANT A PROVISIONAL
LICENSE UPON PAYMENT OF THE NON-REFUNDABLE PROVISIONAL LICENSE FEE.

A PROVISIONAL LICENSE SHALL BE VALID FOR NINETY (90) DAYS.
EXCEPT FOR ASSISTED LIVING FACILITIES, A SECOND PROVISIONAL LICENSE MAY BE ISSUED IF THE DEPARTMENT
DETERMINES THAT SUBSTANTIAL PROGRESS CONTINUES TO BE MADE AND IT IS LIKELY COMPLIANCE CAN BE

ACHIEVED BY THE DATE OF EXPIRATION OF THE SECOND PROVISIONAL LICENSE.

THE SECOND PROVISIONAL LICENSE SHALL BE ISSUED FOR THE SAME DURATION AS THE FIRST UPON PAYMENT
OF A SECOND NON-REFUNDABLE PROVISIONAL LICENSE FEE.

DURING THE TERM OF THE PROVISIONAL LICENSE, THE DEPARTMENT SHALL CONDUCT ANY REVIEW IT DEEMS
NECESSARY TO DETERMINE IF THE APPLICANT MEETS THE REQUIREMENTS FOR A REGULAR LICENSE.

IF THE DEPARTMENT DETERMINES, PRIOR TO EXPIRATION OF THE PROVISIONAL LICENSE, THAT THE APPLICANT
HAS ACHIEVED REASONABLE COMPLIANCE, IT SHALL ISSUE A REGULAR LICENSE UPON PAYMENT OF THE
APPLICABLE INITIAL LICENSE FEE. THE REGULAR LICENSE SHALL BE VALID FOR ONE YEAR FROM THE DATE OF
ISSUANCE, UNLESS OTHERWISE ACTED UPON PURSUANT TO SECTION 2.9.3 OF THIS CHAPTER.

RENEWAL APPLICATION PROCEDURE

EXCEPT FOR THOSE RENEWAL APPLICANTS DESCRIBED IN PARAGRAPH (A) BELOW, A LICENSEE SEEKING TO
RENEWAL SHALL PROVIDE THE DEPARTMENT WITH A LICENSE APPLICATION, SIGNED UNDER PENALTY OF PERJURY

12
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2.6.2

2.6.3

2.6.4

2.7

2.7.1

2.7.2

BY AN AUTHORIZED CORPORATE OFFICER, GENERAL PARTNER, OR SOLE PROPRIETOR OF THE APPLICANT AS
APPROPRIATE, CONTAINING THE INFORMATION REQUIRED IN SECTION 2.4.3 OF THIS CHAPTER AND THE
APPROPRIATE FEE AT LEAST SIXTY (60) DAYS PRIOR TO THE EXPIRATION OF THE EXISTING LICENSE.

(A) IN ORDER TO COMPLY WITH COLORADO DIVISION OF INSURANCE RULE 2-1-1, A LICENSEE THAT HAS AN
INSURANCE POLICY WITH ANY PORTION OF SELF-INSURED RETENTION OR ALTERNATE FORM OF
SECURITY SHALL SUBMIT ITS LICENSE APPLICATION AND FEE TO THE DEPARTMENT AT LEAST NINETY (90)
DAYS PRIOR TO THE EXPIRATION OF THE EXISTING LICENSE.

FAILURE TO SUBMIT A COMPLETED RENEWAL APPLICATION TO THE DEPARTMENT THIRTY (30) DAYS PRIOR TO
EXPIRATION OF THE EXISTING LICENSE SHALL RESULT IN ASSESSMENT OF A LATE FEE IN AN AMOUNT EQUAL TO
THE APPLICABLE RENEWAL FEE INCLUDING ANY BED FEES OR OPERATING/PROCEDURE ROOM FEES.

FAILURE OF THE LICENSEE TO ACCURATELY ANSWER OR REPORT ANY OF THE INFORMATION REQUESTED BY THE
DEPARTMENT SHALL BE CONSIDERED GOOD CAUSE TO DENY THE LICENSE RENEWAL APPLICATION.

THE DEPARTMENT SHALL CONDUCT A PRELIMINARY ASSESSMENT OF THE RENEWAL APPLICATION AND NOTIFY
THE LICENSEE OF ANY APPLICATION DEFECTS.

(A) THE APPLICANT SHALL RESPOND WITHIN FOURTEEN (14) CALENDAR DAYS TO WRITTEN NOTICE OF ANY
APPLICATION DEFECT.

CHANGE OF OWNERSHIP

WHEN A CURRENTLY LICENSED HEALTH CARE ENTITY ANTICIPATES A CHANGE OF OWNERSHIP, THE CURRENT
LICENSEE SHALL NOTIFY THE DEPARTMENT AT LEAST NINETY (90) DAYS BEFORE THE ANTICIPATED CHANGE OF
OWNERSHIP AND THE PROSPECTIVE NEW LICENSEE SHALL SUBMIT AN INITIAL LICENSE APPLICATION ALONG WITH
THE REQUISITE FEES AND DOCUMENTATION WITHIN THE SAME TIME FRAME.

THE DEPARTMENT SHALL CONSIDER ANY OF THE FOLLOWING CIRCUMSTANCES TO CONSTITUTE A CHANGE OF
OWNERSHIP.

(A) PARTNERSHIPS: DISSOLUTION OF THE PARTNERSHIP AND CONVERSION THEREOF INTO ANY OTHER
ENTITY OR THE SUBSTITUTION OR ATTEMPTED SUBSTITUTION OF ONE OR MORE OF THE PARTNERS.

Q) CHANGE OF OWNERSHIP DOES NOT INCLUDE DISSOLUTION OF THE PARTNERSHIP TO FORM A
CORPORATION WITH THE SAME PERSONS RETAINING THE SAME SHARES OF OWNERSHIP IN THE
NEW CORPORATION. FOR PURPOSES OF THIS SUBSECTION, “SUBSTITUTION” MEANS ANY
ARRANGEMENT WHEREBY A PERSON OTHER THAN THE ORIGINAL PARTNER CAN PARTICIPATE IN
THE MANAGEMENT OR ADMINISTRATION OF THE PARTNERSHIP BUSINESS OR AFFAIRS.

(B) SOLE PROPRIETORS: TRANSFER OF TITLE TO THE BUSINESS, WHETHER OR NOT TITLE TO REAL
PROPERTY IS TRANSFERRED TO ANOTHER PERSON.

Q) CHANGE OF OWNERSHIP DOES NOT INCLUDE FORMING A CORPORATION FROM THE SOLE
PROPRIETORSHIP WITH THE PROPRIETOR AS THE SOLE SHAREHOLDER.

© CORPORATIONS: CONSOLIDATION OF TWO OR MORE CORPORATIONS RESULTING IN THE CREATION OF
A NEW CORPORATE ENTITY OR FORMATION OF A CORPORATION FROM A PARTNERSHIP OR A SOLE
PROPRIETORSHIP EXCEPT AS PROVIDED IN SUBSECTIONS (A)(1) AND (B)(1) ABOVE.

(D) MANAGEMENT CONTRACTS, LEASES OR OTHER ARRANGEMENTS: ANY ACTION THAT RESULTS IN THE
CURRENT LICENSEE RETAINING NO CONTROL OF THE OPERATION OR MANAGEMENT OF THE ENTITY.

(E) LIMITED LIABILITY COMPANIES: THE TRANSFER OF 50 PERCENT OR MORE OF THE OWNERSHIP INTEREST
IN THE COMPANY WITH A 12-MONTH PERIOD OR THE TERMINATION OR DISSOLUTION OF THE LIMITED
LIABILITY COMPANY IF THE ENTITY CONTINUES OPERATION AFTER SUCH TERMINATION OR DISSOLUTION
AND THERE ARE CHANGES IN THE PRINCIPALS WITH OWNERSHIP INTEREST.
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2.7.3

27.4

2.8

281

2.9

29.1

2.9.2

Q) CHANGE OF OWNERSHIP DOES NOT INCLUDE TRANSFERS OF OWNERSHIP INTEREST BETWEEN
EXISTING MEMBERS IF THE TRANSACTION DOES NOT INVOLVE THE ACQUISITION OF OWNERSHIP
INTEREST BY A NEW MEMBER. FOR THE PURPOSES OF THIS SUBSECTION, “MEMBER” MEANS A
PERSON OR ENTITY WITH AN OWNERSHIP INTEREST IN THE LIMITED LIABILITY COMPANY.

THE EXISTING LICENSEE SHALL BE RESPONSIBLE FOR CORRECTING ALL RULE VIOLATIONS AND DEFICIENCIES IN
ANY CURRENT PLAN OF CORRECTION BEFORE THE CHANGE OF OWNERSHIP BECOMES EFFECTIVE. IN THE EVENT
THAT SUCH CORRECTIONS CANNOT BE ACCOMPLISHED IN THE TIME FRAME SPECIFIED, THE PROSPECTIVE
LICENSEE SHALL BE RESPONSIBLE FOR ALL UNCORRECTED RULE VIOLATIONS AND DEFICIENCIES INCLUDING ANY
CURRENT PLAN OF CORRECTION SUBMITTED BY THE PREVIOUS LICENSEE UNLESS THE PROSPECTIVE LICENSEE
SUBMITS A REVISED PLAN OF CORRECTION, APPROVED BY THE DEPARTMENT, BEFORE THE CHANGE OF
OWNERSHIP BECOMES EFFECTIVE.

IF THE DEPARTMENT ISSUES A LICENSE TO THE NEW OWNER, THE PREVIOUS OWNER SHALL RETURN ITS LICENSE
TO THE DEPARTMENT WITHIN FIVE CALENDAR DAYS OF THE NEW OWNER'’S RECEIPT OF ITS LICENSE.

FITNESS REVIEW PROCESS

UPON RECEIPT OF ANY COMPLETED LICENSE APPLICATION, THE DEPARTMENT SHALL CONDUCT A REVIEW TO
DETERMINE THE APPLICANT’S FITNESS TO CONDUCT AND MAINTAIN A LICENSED OPERATION. THE DEPARTMENT
SHALL CONSIDER ALL INFORMATION SUBMITTED WITH THE APPLICATION. THE DEPARTMENT MAY ALSO CONSIDER
OTHER INFORMATION INCLUDING, BUT NOT LIMITED TO, THE FOLLOWING:

(A) WHETHER THE APPLICANT HAS LEGAL CAPACITY TO PROVIDE THE SERVICES FOR WHICH THE LICENSE IS
SOUGHT,
(B) WHETHER THE APPLICANT'S FINANCIAL RESOURCES AND SOURCES OF REVENUE APPEAR ADEQUATE TO

PROVIDE STAFF, SERVICES, AND THE PHYSICAL ENVIRONMENT SUFFICIENT TO COMPLY WITH THE
APPLICABLE STATE STATUTES AND REGULATIONS. SUCH AN INQUIRY MAY INCLUDE AN APPLICANT’S
CREDIT REPORT.

(©) THE APPLICANT’S PREVIOUS COMPLIANCE HISTORY;

(D) REVIEW OF THE APPLICANT’S POLICIES AND PROCEDURES;

(E) REVIEW OF THE APPLICANT’S QUALITY IMPROVEMENT PLANS, OTHER QUALITY IMPROVEMENT
DOCUMENTATION AS MAY BE APPROPRIATE, AND ACCREDITATION REPORTS,;

(F) PHYSICAL INSPECTION OF THE ENTITY;

(G) CREDENTIALS OF STAFF;

(H) INTERVIEWS WITH STAFF; AND

J) OTHER DOCUMENTS DEEMED APPROPRIATE BY THE DEPARTMENT.
ISSUANCE OF LICENSE

NO LICENSE SHALL BE ISSUED UNTIL THE APPLICANT CONFORMS TO ALL APPLICABLE STATUTES AND
REGULATIONS.

EACH LICENSE SHALL CONTAIN THE NAME OF THE HEALTH CARE ENTITY, LICENSE CATEGORY, TERM OF LICENSE,
HOLDER OF LICENSE AND THE LICENSED CAPACITY. EACH DIALYSIS TREATMENT CLINIC AND AMBULATORY
SURGICAL CENTER SHALL BE LICENSED FOR ITS MAXIMUM OPERATIONAL CAPACITY AS DETERMINED BY THE
DEPARTMENT. NO PERSON SHALL ADMIT A PATIENT OR RESIDENT TO A HEALTH CARE ENTITY IF SUCH ADMISSION
WOULD EXCEED THE ENTITY’S LICENSED CAPACITY.
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295

2.9.6

2.9.7

2.10

2.10.1

2.10.2

(A) IF THE ENTITY HAS THE PHYSICAL SPACE AND STAFF CAPACITY TO MEET THE NEEDS OF AN ADDITIONAL
PATIENT OR RESIDENT, THE DEPARTMENT MAY, UPON REQUEST, ALLOW ADMISSION ABOVE THE
LICENSED CAPACITY FOR NO LONGER THAN ONE MONTH IF THE PATIENT OR RESIDENT REQUIRES
IMMEDIATE ADMISSION AND THE DEPARTMENT DETERMINES THAT THERE IS NO CONVENIENT
ALTERNATIVE SOURCE OF ADMISSION.

A LICENSE ISSUED BY THE DEPARTMENT MAY BE REVOKED, SUSPENDED, ANNULLED, LIMITED, OR MODIFIED AT
ANY TIME DURING THE LICENSE TERM BECAUSE OF A LICENSEE’S FAILURE TO COMPLY WITH ANY OF THE
APPLICABLE STATUES OR REGULATIONS, OR TO MAKE THE REPORTS REQUIRED BY SECTION 25-3-104, C.R.S.
UNLESS CONSENTED TO BY THE APPLICANT, A LIMITATION IMPOSED PRIOR TO ISSUANCE OF AN INITIAL OR
RENEWAL LICENSE SHALL BE TREATED AS A DENIAL. A MODIFICATION OF AN EXISTING LICENSE DURING ITS TERM,
UNLESS CONSENTED TO BY THE LICENSEE, SHALL BE TREATED AS A REVOCATION.

THE DEPARTMENT MAY IMPOSE CONDITIONS UPON A LICENSE PRIOR TO ISSUING AN INITIAL OR RENEWAL LICENSE
OR DURING AN EXISTING LICENSE TERM. IF THE DEPARTMENT IMPOSES CONDITIONS ON A LICENSE, THE
LICENSEE SHALL IMMEDIATELY COMPLY WITH ALL CONDITIONS UNTIL AND UNLESS SAID CONDITIONS ARE
OVERTURNED OR STAYED ON APPEAL.

(A) IF CONDITIONS ARE IMPOSED AT THE SAME TIME AS AN INITIAL OR RENEWAL LICENSE, THE APPLICANT
SHALL PAY THE APPLICABLE INITIAL OR RENEWAL LICENSE FEE PLUS THE CONDITIONAL FEE. IF
CONDITIONS ARE IMPOSED DURING THE LICENSE TERM, THE LICENSEE SHALL PAY THE CONDITIONAL FEE
AND THE CONDITIONS SHALL RUN CONCURRENTLY WITH THE EXISTING LICENSE TERM. |F THE
CONDITIONS ARE RENEWED IN WHOLE OR IN PART FOR THE NEXT LICENSE TERM, THE LICENSEE SHALL
PAY THE APPLICABLE RENEWAL FEE ALONG WITH THE CONDITIONAL FEE IN EFFECT AT THE TIME OF
RENEWAL.

(B) IF THE DEPARTMENT IMPOSES A CONDITION OF CONTINUING DURATION THAT REQUIRES ONLY MINIMAL
ADMINISTRATIVE OVERSIGHT, IT MAY WAIVE THE CONDITIONAL FEE AFTER THE LICENSEE HAS COMPLIED
WITH THE CONDITION FOR A FULL LICENSE TERM.

IF A LICENSEE HOLDS A CONDITIONAL LICENSE, IT SHALL POST A CLEARLY LEGIBLE COPY OF THE LICENSE
CONDITIONS IN A CONSPICUOUS PUBLIC PLACE IN THE HEALTH CARE ENTITY AND SHALL INFORM ANY POTENTIAL
PATIENT, RESIDENT, CONSUMER OR AUTHORIZED REPRESENTATIVE ABOUT THE CONDITIONS BEFORE ENTERING
INTO A SERVICE OR ADMISSION AGREEMENT WITH THAT INDIVIDUAL.

THE HOLDER OF EACH LICENSE OR CERTIFICATE OF COMPLIANCE ISSUED BY THE DEPARTMENT SHALL
SURRENDER THE LICENSE OR CERTIFICATE WITHIN FIVE CALENDAR DAYS OF NON-RENEWAL, DISCONTINUANCE
OF THE OPERATION OR FINAL AGENCY ACTION SUSPENDING OR REVOKING THE LICENSE OF THE HEALTH CARE
ENTITY.

EACH HEALTH CARE ENTITY THAT SURRENDERS ITS LICENSE OR CERTIFICATE SHALL:

(A) INFORM ALL PATIENTS, RESIDENTS, CONSUMERS OR AUTHORIZED REPRESENTATIVES THEREOF, IN
WRITING HOW AND WHERE TO OBTAIN THEIR INDIVIDUAL RECORDS; AND

(B) PROVIDE SECURE STORAGE FOR ANY REMAINING PATIENT, RESIDENT OR CONSUMER RECORDS.
CONTINUING OBLIGATIONS OF LICENSEE

EACH LICENSEE SHALL HAVE AND MAINTAIN ELECTRONIC BUSINESS COMMUNICATION TOOLS, INCLUDING, BUT
NOT LIMITED TO, A FACSIMILE MACHINE, INTERNET ACCESS AND A VALID E-MAIL ADDRESS. THE LICENSEE SHALL
USE THESE TOOLS TO RECEIVE AND SUBMIT INFORMATION, AS REQUIRED BY THE DEPARTMENT.

THE LICENSE SHALL BE DISPLAYED IN A CONSPICUOUS PLACE READILY VISIBLE TO PATIENTS, RESIDENTS OR
CLIENTS WHO ENTER AT THE ADDRESS THAT APPEARS ON THE LICENSE. THE LICENSE IS ONLY VALID WHILE IN
THE POSSESSION OF THE LICENSEE TO WHOM IT IS ISSUED AND SHALL NOT BE SUBJECT TO SALE, ASSIGNMENT
OR OTHER TRANSFER, VOLUNTARY OR INVOLUNTARY, NOR SHALL A LICENSE BE VALID FOR ANY PREMISES OTHER
THAN THOSE FOR WHICH IT WAS ORIGINALLY ISSUED.
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2.11.2

THE LICENSEE SHALL PROVIDE, UPON REQUEST, ACCESS TO SUCH INDIVIDUAL PATIENT, RESIDENT, CLIENT OR
CONSUMER RECORDS AS THE DEPARTMENT REQUIRES FOR THE PERFORMANCE OF ITS REGULATORY OVERSIGHT
RESPONSIBILITIES.

(A) A LICENSEE SHALL PROVIDE, UPON REQUEST, ACCESS TO OR COPIES OF REPORTS AND INFORMATION
REQUIRED BY THE DEPARTMENT INCLUDING, BUT NOT LIMITED TO, STAFFING REPORTS, CENSUS DATA,
STATISTICAL INFORMATION, AND SUCH BUSINESS RECORDS AS THE DEPARTMENT REQUIRES FOR THE
PERFORMANCE OF ITS REGULATORY OVERSIGHT RESPONSIBILITIES.

(B) THE DEPARTMENT SHALL NOT RELEASE TO ANY UNAUTHORIZED PERSON ANY INFORMATION DEFINED AS
CONFIDENTIAL UNDER STATE LAW.

WHERE A LICENSED HEALTH CARE ENTITY IS SUBJECT TO INSPECTION, CERTIFICATION, OR REVIEW BY OTHER
AGENCIES, ACCREDITING ORGANIZATION, OR INSPECTING COMPANIES, THE LICENSEE SHALL PROVIDE AND/OR
RELEASE TO THE DEPARTMENT, UPON REQUEST, ANY CORRESPONDENCE, REPORTS OR RECOMMENDATIONS

CONCERNING THE LICENSEE THAT WERE PREPARED BY SUCH ORGANIZATIONS.

EACH LICENSEE SHALL NOTIFY THE DEPARTMENT IN WRITING OF ANY CHANGE IN THE INFORMATION REQUIRED
BY SECTION 2.4.3 OF THIS CHAPTER FROM WHAT WAS CONTAINED IN THE LAST SUBMITTED LICENSE
APPLICATION. EXCEPT FOR THE OPERATIONAL CHANGES THAT REQUIRE DEPARTMENT APPROVAL AS SET FORTH
IN PARAGRAPH (A) BELOW, THE LICENSEE SHALL NOTIFY THE DEPARTMENT OF ALL CHANGES IN INFORMATION AS
SOON AS PRACTICABLE, BUT NO LATER THAN TEN (10) DAYS AFTER THE CHANGE BECOMES EFFECTIVE.

(A) THE FOLLOWING CHANGES TO THE OPERATION OF THE LICENSED HEALTH CARE ENTITY SHALL NOT BE
IMPLEMENTED WITHOUT PRIOR APPROVAL FROM THE DEPARTMENT. A LICENSEE SHALL, AT LEAST
THIRTY (30) DAYS IN ADVANCE, SUBMIT A WRITTEN REQUEST TO THE DEPARTMENT REGARDING ANY OF
THESE PROPOSED CHANGES.

1) INCREASE OR DECREASE IN LICENSED CAPACITY.

(A) IF A LICENSEE REQUESTS AN INCREASE IN LICENSED CAPACITY THAT IS APPROVED BY
THE DEPARTMENT, A NEW LICENSE TERM SHALL COMMENCE AND A NEW LICENSE
SHALL BE ISSUED UPON PAYMENT OF THE APPLICABLE LICENSE RENEWAL FEE
INCLUDING ANY BED FEES OR OPERATING/PROCEDURE ROOM FEES.

(2) CHANGE IN MANAGEMENT COMPANY OR PROPOSED USE OF MANAGEMENT AGREEMENT NOT
PREVIOUSLY DISCLOSED IN SECTION 2.4.3.

(3) CHANGE IN LEGAL NAME OR ANY OTHER NAME USED BY THE HEALTH CARE ENTITY TO PROVIDE
SERVICES.
(4) CHANGE IN LICENSE CATEGORY OR CLASSIFICATION.

DEPARTMENT OVERSIGHT

THE DEPARTMENT AND ANY DULY AUTHORIZED REPRESENTATIVES THEREOF SHALL HAVE THE RIGHT TO ENTER
UPON AND INTO THE PREMISES OF ANY LICENSEE OR APPLICANT FOR A LICENSE IN ORDER TO DETERMINE THE

STATE OF COMPLIANCE WITH THE LAW AND REGULATIONS, AND SHALL INITIALLY IDENTIFY THEMSELVES TO THE
PERSON IN CHARGE OF THE HEALTH CARE ENTITY AT THE TIME.

(A) IN ACCORDANCE WITH SECTION 25-1.5-103, C.R.S., ROUTINE UNANNOUNCED ONSITE INSPECTIONS
SHALL BE MADE ONLY BETWEEN THE HOURS OF 7 A.M. AND 7 P.M.

IF THE DEPARTMENT HAS INFORMATION ABOUT AN APPLICANT OR LICENSEE OR ITS EMPLOYEES OR MANAGERS
THAT HAS BEEN ACQUIRED IN THE CONTEXT OF A DEPARTMENT REVIEW, AND PROVIDES SUCH INFORMATION TO
ANY STATE OR FEDERAL AGENCY THAT MAY HAVE A STATUTORY OR REGULATORY INTEREST IN THE ENTITY OR ITS
EMPLOYEES, THE DEPARTMENT SHALL ALSO FORWARD TO THE OTHER AGENCY ANY RESPONSES IT HAS
RECEIVED FROM THE LICENSEE OR APPLICANT TO THE MATTER UNDER REVIEW, IF APPLICABLE.

16



N -

o ~

10
11
12

13
14

15

16
17

18
19

20

21
22

23
24
25

26
27
28
29

30

31

32
33

34
35
36
37

2.11.3 THE DEPARTMENT MAY USE THE FOLLOWING MEASURES TO ENSURE A LICENSEE’S FULL COMPLIANCE WITH THE
APPLICABLE STATUTORY AND REGULATORY CRITERIA.

(A) UNSCHEDULED OR UNANNOUNCED REVIEWS.

THE DEPARTMENT MAY CONDUCT AN UNSCHEDULED OR UNANNOUNCED REVIEW OF A CURRENT LICENSEE BASED
UPON, BUT NOT LIMITED TO, THE FOLLOWING CRITERIA:

1) ROUTINE COMPLIANCE INSPECTION.

2 REASONABLE CAUSE TO QUESTION THE APPLICANT'S CONTINUED FITNESS TO CONDUCT OR
MAINTAIN LICENSED OPERATIONS.

(3) A COMPLAINT ALLEGING NON-COMPLIANCE WITH LICENSE REQUIREMENTS,

4 DISCOVERY OF PREVIOUSLY UNDISCLOSED INFORMATION REGARDING A LICENSEE OR ANY OF
ITS OWNERS, OFFICERS, MANAGERS OR OTHER EMPLOYEES IF SUCH INFORMATION AFFECTS OR
HAS THE POTENTIAL TO AFFECT THE LICENSEE'S PROVISION OF CARE, OR

(5) THE OMISSION OF RELEVANT INFORMATION FROM DOCUMENTS REQUESTED BY THE
DEPARTMENT OR INDICATION OF FALSE INFORMATION SUBMITTED TO THE DEPARTMENT.

(B) PLAN OF CORRECTION

AFTER ANY DEPARTMENTAL REVIEW, THE DEPARTMENT MAY REQUEST A PLAN OF CORRECTION FROM A
LICENSEE OR REQUIRE A LICENSEE’S COMPLIANCE WITH A DEPARTMENT DIRECTED PLAN OF CORRECTION.

1)

(2)

THE PLAN OF CORRECTION SHALL BE IN THE FORMAT SPECIFIED BY THE DEPARTMENT AND
INCLUDE, BUT NOT BE LIMITED TO, THE FOLLOWING:!

(A) A DESCRIPTION OF HOW THE LICENSEE WILL CORRECT EACH IDENTIFIED DEFICIENCY,

(B) A DESCRIPTION OF HOW THE LICENSEE WILL MONITOR THE CORRECTIVE ACTION TO
ENSURE EACH DEFICIENCY IS REMEDIED AND WILL NOT RECUR, AND

(©) A TIMELINE WITH THE EXPECTED IMPLEMENTATION AND COMPLETION DATE. THE
COMPLETION DATE IS THE DATE THAT THE ENTITY DEEMS IT CAN ACHIEVE
COMPLIANCE.

0] THE IMPLEMENTATION DATE SHALL BE NO LONGER THAN THIRTY (30)
CALENDAR DAYS FROM THE DATE OF THE MAILING OF THE DEFICIENCY TO THE
LICENSEE, UNLESS OTHERWISE REQUIRED OR APPROVED BY THE
DEPARTMENT.

A COMPLETED PLAN OF CORRECTION SHALL BE:
(A) SIGNED BY THE LICENSEE'S DIRECTOR, ADMINISTRATOR OR MANAGER, AND

(B) SUBMITTED TO THE DEPARTMENT WITHIN TEN (10) CALENDAR DAYS AFTER THE DATE
OF THE DEPARTMENT’S WRITTEN NOTICE OF DEFICIENCIES.

0] IF AN EXTENSION OF TIME IS NEEDED TO COMPLETE THE PLAN OF
CORRECTION, THE LICENSEE SHALL REQUEST AN EXTENSION IN WRITING
FROM THE DEPARTMENT PRIOR TO THE PLAN OF CORRECTION DUE DATE.
THE DEPARTMENT MAY GRANT AN EXTENSION OF TIME.
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€)) THE DEPARTMENT HAS DISCRETION TO APPROVE, IMPOSE, MODIFY OR REJECT A PLAN OF
CORRECTION.

(A) IF THE PLAN OF CORRECTION IS ACCEPTED, THE DEPARTMENT SHALL NOTIFY THE
ENTITY BY ISSUING A WRITTEN NOTICE OF ACCEPTANCE.

() IF THE PLAN OF CORRECTION IS UNACCEPTABLE, THE DEPARTMENT SHALL NOTIFY THE
LICENSEE IN WRITING, AND THE LICENSEE SHALL RE-SUBMIT THE CHANGES WITHIN THE
TIMEFRAME PRESCRIBED BY THE DEPARTMENT.

(c) IF THE LICENSEE FAILS TO COMPLY WITH THE REQUIREMENTS OR DEADLINES FOR
SUBMISSION OF A PLAN OR FAILS TO SUBMIT REQUESTED CHANGES TO THE PLAN, THE
DEPARTMENT MAY REJECT THE PLAN OF CORRECTION AND IMPOSE DISCIPLINARY
SANCTIONS AS SET FORTH BELOW.

(D) IF THE LICENSEE FAILS TO IMPLEMENT THE ACTIONS AGREED TO BY THE CORRECTION
DATE IN THE APPROVED PLAN OF CORRECTION, THE DEPARTMENT MAY IMPOSE
DISCIPLINARY SANCTIONS AS SET FORTH BELOW.

2.12 ENFORCEMENT AND DISCIPLINARY SANCTIONS

LICENSE DENIALS

2.12.1 THE DEPARTMENT MAY DENY AN APPLICATION FOR A NEW OR RENEWAL LICENSE FOR REASONS INCLUDING, BUT
NOT LIMITED TO, THE FOLLOWING:

(A)

(B)
(©)

(D)
(E)

(F)

(G)

THE APPLICANT HAS NOT FULLY COMPLIED WITH ALL LOCAL, STATE AND FEDERAL LAWS AND
REGULATIONS APPLICABLE TO THAT LICENSE CATEGORY OR CLASSIFICATION,

THE APPLICATION OR ACCOMPANYING DOCUMENTS CONTAIN A FALSE STATEMENT OF MATERIAL FACT,

THE APPLICANT FAILS TO RESPOND IN A TIMELY MANNER TO DEPARTMENTAL REQUESTS FOR
ADDITIONAL INFORMATION,

THE APPLICANT REFUSES ANY PART OF AN ON-SITE OR OFF-SITE INSPECTION,

THE APPLICANT FAILS TO COMPLY WITH OR SUCCESSFULLY COMPLETE AN ACCEPTABLE PLAN OF
CORRECTION,

THE APPLICANT HAS FAILED TO COOPERATE WITH THE INVESTIGATION OF ANY LOCAL, STATE OR
FEDERAL REGULATORY BODY, OR

THE APPLICANT IS NOT IN COMPLIANCE WITH REGULATORY REQUIREMENTS OR HAS A DOCUMENTED
PATTERN OF NON-COMPLIANCE THAT HAS HARMED OR HAS THE POTENTIAL TO HARM THE HEALTH OR
SAFETY OF THE INDIVIDUAL(S) SERVED.

2.12.2 |F THE DEPARTMENT DENIES AN APPLICATION FOR A NEW OR RENEWAL LICENSE, IT SHALL PROVIDE THE
APPLICANT WITH A WRITTEN NOTICE EXPLAINING THE BASIS FOR THE DENIAL AND AFFORDING THE APPLICANT OR
LICENSEE THE OPPORTUNITY TO RESPOND AND COMPLY WITH ALL LICENSING REQUIREMENTS WITHIN THE
SPECIFIED TIMEFRAME.

2.12.3 APPEALS OF LICENSURE DENIALS SHALL BE CONDUCTED IN ACCORDANCE WITH THE STATE ADMINISTRATIVE
PROCEDURE ACT, SECTION 24-4-101, ET SEQ. C.R.S.

REVOCATION OR SUSPENSION OF A LICENSE
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2.12.6

THE DEPARTMENT MAY REVOKE OR SUSPEND AN EXISTING LICENSE FOR GOOD CAUSE INCLUDING, BUT NOT
LIMITED TO, CIRCUMSTANCES IN WHICH AN OWNER, OFFICER, DIRECTOR, MANAGER, ADMINISTRATOR, OR OTHER
EMPLOYEE OF THE LICENSEE:

(A) FAILS OR REFUSES TO COMPLY WITH THE STATUTORY AND/OR REGULATORY REQUIREMENTS
APPLICABLE TO THAT LICENSE TYPE;

(B) MAKES A FALSE STATEMENT OF MATERIAL FACT ABOUT INDIVIDUALS SERVED BY THE LICENSEE, ITS
STAFF, CAPACITY, OR OTHER OPERATIONAL COMPONENTS VERBALLY OR IN ANY PUBLIC DOCUMENT OR
IN A MATTER UNDER INVESTIGATION BY THE DEPARTMENT OR ANOTHER GOVERNMENTAL ENTITY.

© PREVENTS, INTERFERES WITH, OR ATTEMPTS TO IMPEDE IN ANY WAY THE WORK OF A REPRESENTATIVE
OR AGENT OF THE DEPARTMENT IN INVESTIGATING OR ENFORCING THE APPLICABLE STATUTES OR
REGULATIONS.

(D) FALSELY ADVERTISES OR IN ANY WAY MISREPRESENTS THE LICENSEE’S ABILITY TO CARE FOR THE

INDIVIDUALS SERVED BASED ON ITS LICENSE TYPE OR STATUS.

(E) FAILS TO PROVIDE REPORTS AND DOCUMENTS REQUIRED BY REGULATION OR STATUTE IN A TIMELY AND
COMPLETE FASHION, OR

(F) FAILS TO COMPLY WITH OR COMPLETE A PLAN OF CORRECTION IN THE TIME OR MANNER SPECIFIED.
(G) FALSIFICATION OF RECORDS OR DOCUMENTS.

IF THE DEPARTMENT REVOKES OR SUSPENDS A LICENSE, IT SHALL PROVIDE THE LICENSEE WITH A NOTICE
EXPLAINING THE BASIS FOR THE ACTION. THE NOTICE SHALL ALSO INFORM THE LICENSEE OF ITS RIGHT TO

APPEAL AND THE PROCEDURE FOR APPEALING THE ACTION.

APPEALS OF DEPARTMENT REVOCATIONS OR SUSPENSIONS SHALL BE CONDUCTED IN ACCORDANCE WITH THE
STATE ADMINISTRATIVE PROCEDURE ACT, SECTION 24-4-101, ET SEQ., C.R.S.

SUMMARY SUSPENSION OF A LICENSE

2.12.7

2.12.8

2.12.9

NOTWITHSTANDING OTHER REMEDIES AVAILABLE UNDER STATE LAW, THE DEPARTMENT MAY SUMMARILY
SUSPEND A LICENSE PENDING PROCEEDINGS FOR REVOCATION OR REFUSAL TO RENEW A LICENSE IN CASES OF
DELIBERATE OR WILLFUL VIOLATION OF APPLICABLE STATUTES AND REGULATIONS OR WHERE THE PUBLIC
HEALTH, SAFETY OR WELFARE IMPERATIVELY REQUIRES EMERGENCY ACTION.

FOR PURPOSES OF THIS CHAPTER, DELIBERATE AND WILLFUL CONDUCT MAY BE SHOWN BY INTENTIONAL
CONDUCT OR BY A PATTERN OR PRACTICE OF REPEATED, IDENTICAL OR SIMILAR VIOLATIONS.

SUMMARY SUSPENSION OF ANY LICENSE SHALL BE BY ORDER OF THE EXECUTIVE DIRECTOR OF THE
DEPARTMENT OR AUTHORIZED DESIGNEE AND SHALL COMPLY WITH THE REQUIREMENTS OF SECTION 24-4-104,
C.R.S.

2.12.10 APPEALS OF SUMMARY SUSPENSIONS SHALL BE CONDUCTED IN ACCORDANCE WITH THE STATE ADMINISTRATIVE

2.13

PROCEDURE ACT, SECTION 24-4-101, ET SEQ., C.R.S.

LICENSE FEES

UNLESS EXPLICITLY SET FORTH ELSEWHERE IN 6 CCR 1011-1 OR STATUTE, THE FOLLOWING NON-REFUNDABLE FEES
SHALL APPLY AND BE SUBMITTED TO THE DEPARTMENT WITH THE CORRESPONDING APPLICATION OR NOTIFICATION.
MORE THAN ONE FEE MAY APPLY DEPENDING UPON THE CIRCUMSTANCES.

19



INITIAL LICENSE

$360

RENEWAL LICENSE $360
CONDITIONAL LICENSE $1,500
FIRST PROVISIONAL LICENSE $1,000
SECOND PROVISIONAL LICENSE $1,000
CHANGE OF OWNERSHIP $360
CHANGE OF HEALTH CARE ENTITY NAME $360

RENEWAL APPLICATION LATE FEE

EQUAL TO THE APPLICABLE RENEWAL LICENSE FEE
INCLUDING BED FEES OR OPERATING/PROCEDURE
ROOM FEES.
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PART 3. QUALITY MANAGMENT

3.2

OCCURENCE Reporting. Notwithstanding any other reporting required by state law or regulation, each
health faeiity CARE ENTITY LICENSED PURSUANT TO 25-1.5-103 shall report to the Department the
occurrences specified at 25-1-124 (2) C.R.S. {Explanation: clarifies that home care agencies are also
required to conduct occurrence reporting in accordance with statute.}

3.2.1 The following occurrences shall be reported to the department by-telephene IN THE FORMAT
REQUIRED BY THE DEPARTMENT by the next business day after the occurrence or the faciity
HEALTH CARE ENTITY becomes aware of the occurrence:

(1)

3)

(4)

(6)

(8)

Any occurrence that results in the death of a patient or resident of the faeitity HEALTH
CARE ENTITY and is required to be reported to the coroner pursuant to section 3-10-606;
30-10-606, C.R.S., as arising from an unexplained cause or under suspicious
circumstances; {Explanation: the existing statutory reference has a typographical
error.}

Any time that a resident or patient of the faeiity HEALTH CARE ENTITY cannot be located
following a search of the faciity HEALTH CARE ENTITY, the faciity-HEALTH CARE ENTITY
grounds, and the area surrounding the faciity HEALTH CARE ENTITY and there are
circumstances that place the resident's health, safety, or welfare at risk or, regardless of
whether such circumstances exist, the patient or resident has been missing for eight
hours;

Any occurrence involving physical, sexual, or verbal abuse of a patient or resident, as
described in section 18-3-202, 18-3-203, 18-3-204, 18-3-206, 18-3-402, 18-3-403, 18-3-
404, or 18-3-405, C.R.S., by another patient or resident, an employee of the faciity
HEALTH CARE ENTITY or a visitor to the facHity-HEALTH CARE ENTITY,

Any occurrence involving misappropriation of a patient's or resident's property. For
purposes of this paragraph £}, “misappropriation of a patient's or resident's property”
means a pattern of or deliberately misplacing, exploiting, or wrongfully using, either
temporarily or permanently, a patient's or resident's belongings or money without the
patient's or resident's consent. {Explanation: paragraph “f’was renumbered to
paragraph “6” but the internal reference was not changed.}

Any occurrence involving the malfunction or intentional or accidental misuse of patient
or resident care equipment that occurs during treatment or diagnosis of a patient or
resident and that significantly adversely affects or if not averted would have significantly
adversely affected a patient or resident of the faciity*HEALTH CARE ENTITY.

3.2.5 Every health faeility HEALTH CARE ENTITY shall have a policy that defines the deaths reportable
to the local county coroner under 30-10-606(1), C.R.S. (1977) and that is consistent with the
local coroner's reporting policy.
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3.2.6

3.2.7

3.2.9

Every health facHity HEALTH CARE ENTITY shall have a policy for requiring its employees to
report occurrences to it.

No health facHity HEALTH CARE ENTITY or officer or employee thereof shall discharge or in any
manner discriminate or retaliate against any patient or resident of a faciity HEALTH CARE ENTITY,
relative or sponsor thereof, employee of the faeitity HEALTH CARE ENTITY, Or any other person
because such person, relative, legal representative, sponsor, or employee has made in good
faith or is about to make in good faith, a report pursuant to this section 3.2 or has provided in
good faith or is about to provide in good faith evidence in any proceeding or investigation
relating to any occurrence required to be reported by a health faeilityy HEALTH CARE ENTITY.

The department shall investigate all reports made to it under this part, and make a summary

report.

(1)

(4)

Such report shall include: (a) a summary of finding(s) including the department's
conclusion(s); (b) whether any violation of licensing standards was noted or whether a
deficiency notice was issued; (c) whether the faeHity HEALTH CARE ENTITY acted
appropriately in response to the occurrence, and (d) if the investigation was not
conducted on site, how the investigation was conducted.

Prior to releasing a summary report that identifies a health faciity HEALTH CARE ENTITY,
the department shall notify the faeiity HEALTH CARE ENTITY and provide to it a copy of
the summary report. The faeiity HEALTH CARE ENTITY shall be allowed seven days to
review, comment, and verify such information. If immediate release of information is
necessary and the department cannot provide at least prior oral notice to the facility
HEALTH CARE ENTITY identified, it shall provide notice as soon as reasonably possible
and shall explain why it could not provide prior notice.
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Part 4. WAIVER OF REGULATIONS FOR HEALTH FACGHIHES CARE ENTITIES

4,101 Statutory Authority, Applicability and Scope

4.102

4.103

()

(5)

This Part 4 is promulgated by the State Board of Health pursuant to Section 25-1-108(l)(c),
C.R.S., in accordance with the general licensing authority of the Department as set forth in
Section 25--107(H)H; 25-1.5-103, C.R.S. {Explanation: Section 25-1-107 was repealed in
2003 and relocated to article 1.5.}

It is the policy of the State Board of Health and the Department that every licensed health
faeility CARE ENTITY complies in all respects with applicable regulations. Upon application to the
Department, a waiver may be granted in accordance with this Part 4, generally for a limited
term. Absent the existence of a current waiver issued pursuant to this part, facities-HEALTH
CARE ENTITIES are expected to comply at all times with all applicable regulations.

Definitions For This Part 4

1)

(4)

(5)

“Applicant” means a current health facHity CARE ENTITY licensee, or an applicant for federal
certification or for an initial license to operate a health facitityy CARE ENTITY in the state of
Colorado.

“Faciity” “HEALTH CARE ENTITY” means a health facility OrR AGENCY licensed pursuant to
Sections 25-1-107 L 25-1.5-103 and 25-3-102, C.R.S., and/or certified pursuant to federal
regulations to participate in a federally funded health care program. {Explanation: Section 25-
1-107 was repealed in 2003 and relocated to article 1.5.}

“Regulation(s)” means:

€) Any state regulation promulgated by the Board relating to standards for operation or
licensure of a Faciity CARE ENTITY, Or

(b) Any federal regulation pertaining to certification of a FacHity CARE ENTITY, but only when
final authority for waiver of such federal regulation is vested in the Department.
“Regulation(s)” includes the terms “standard(s)” and “rule(s).”

Application Procedure

(@)

At a minimum, each waiver application shall include the following:

(b) If the waiver application pertains to building requirements, schematic drawings of the
areas affected and a description of the effect of the requested waiver on the total
Facility HEALTH CARE ENTITY;

(c) A description of the programs or services offered by the Faeility HEALTH CARE ENTITY
that are anticipated to be affected by the waiver;
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3)

(4)

(d)

(9)

(h)

A description of the number of residents or patients in the Faciity HEALTH CARE ENTITY
and the level of care they require;

An explanation of why granting the waiver would not adversely affect the health, safety
or welfare of the Faeiity's HEALTH CARE ENTITY’S residents or patients;

If the waiver is being sought for state Regulation, a description of how any applicable
federal Regulation similar to the state Regulation for which the waiver is sought (if any)
is being met.

A waiver application shall address the following matters, to the extent applicable or relevant:

()

(f)

(9)

(h)

The extent and duration of the disruption of normal use of resident or patient areas to
bring the Faciity HEALTH CARE ENTITY into compliance with the Regulation;

Life safety code factors, including but not limited to:

(iv) The availability, extent and types of automatic fire detection and fire
extinguishment systems provided in the Faciity HEALTH CARE ENTITY;

Financial factors, including but not limited to:

(i) How application of the Regulation would create a demonstrated financial
hardship on the Faciity HEALTH CARE ENTITY that would jeopardize its ability to
deliver necessary health care services to residents or patients;

Why waiver of the Regulation is necessary for specific Faetity HEALTH CARE ENTITY
programs to meet specific patient or resident needs, and why other patient or resident
needs are not thereby jeopardized.

Notice and Opportunity to Comment on Application
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(@)

NO LATER THAN THE DATE OF SUBMITTING THE WAIVER APPLICATION TO THE DEPARTMENT,
THE APPLICANT SHALL POST WRITTEN NOTICE OF THE APPLICATION AT ALL PUBLIC ENTRANCES
TO THE HEALTH CARE ENTITY, AS WELL AS IN AT LEAST ONE AREA COMMONLY USED BY
PATIENTS OR RESIDENTS, SUCH AS A WAITING ROOM, LOUNGE, OR DINING ROOM. APPLICANTS
THAT DO NOT PROVIDE SERVICES ON THEIR OWN LICENSED PREMISES, SUCH AS HOME CARE
AGENCIES AND HOSPICES, SHALL INSTEAD PROVIDE SUCH WRITTEN NOTICE DIRECTLY TO
PATIENTS. THE NOTICE SHALL BE DATED AND INCLUDE THAT AN APPLICATION FOR A WAIVER
HAS BEEN MADE, A MEANINGFUL DESCRIPTION OF THE SUBSTANCE OF THE WAIVER, AND THAT A
COPY OF THE WAIVER SHALL BE PROVIDED BY THE HEALTH CARE ENTITY UPON REQUEST.
{Explanatory note: This reworded languge contains a new requirement
for hospices that do not provide services on their own licensed premises
and home care agencies. These entities would be required to provide
written notification directly to patients when a waiver application has been
made.}

4.104 Department Action Regarding Waiver Application

Q) General Upon an Applicant's submission of a completed waiver application to the Department, a
waiver of a particular Regulation with respect to a Faeility HEALTH CARE ENTITY may be granted
in accordance with this Part 4.

(2 Decision on Waiver Application

(@)

(b)

In acting on a waiver application, the Department shall consider:

(iii) Whether granting the waiver would adversely affect the health. safety or welfare
of the Faeility’s HEALTH CARE ENTITY'S residents or patients.

In making its determination, the Department may also consider any other information it
deems relevant, including but not limited to occurrence and complaint investigation
reports, and licensure or certification survey reports and findings related to the FacHity
HEALTH CARE ENTITY and/or the operator or owner thereof.

4.105 Termination, Expiration and Revocation of Waiver

(2 Termination

(@)

Change of Ownership. A waiver shall automatically terminate upon a change of
ownership of the Faeitity HEALTH CARE ENTITY, as defined in SECHOMEZION of Pan Part
2, Chapter Il of these Regulations. However, to prevent such automatic termination, the
prospective new owner may submit a waiver application to the Department prior to the
effective date of the change of ownership. Provided the Department receives the new
application by this date, the waiver will be deemed to remain effective until such time as
the Department acts on the application.

4.106 Waiver of Building and Fire Safety Regulations for Skilled and Intermediate Health Facilities
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(1)

3)

Notwithstanding anything in this Part 4 to the contrary, an application for waiver of building or
fire safety Regulations promulgated by the Board that is submitted with respect to a Facity
HEALTH CARE ENTITY that is a skilled or intermediate health care Ffacility shall be reviewed and
acted upon in accordance with this Section 4.106. To the extent they do not conflict with the
express provisions of this Section 4.106, the remaining provisions of this Part 4 shall also apply
to this type of waiver application.

The Department shall review the application in accordance with Section 4.104(2), and shall
make a recommendation to the Board within ninety (90) calendar days of receipt of the
complete application as to whether or not the requested waiver should be granted.

€) The Department may recommend granting a waiver only upon finding that:

0] Rigid application of the Regulation would result in demonstrated financial
hardship to the Faciity HEALTH CARE ENTITY, and

(i) Granting the requested waiver would not adversely affect the health and safety
of the FaeHlity’s HEALTH CARE ENTITY'S residents or patients.
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5.2

5.4

FACHHY HEALTH CARE ENTITY RECORDS.

5.2.1 Except as hereinafter provided, patient records in the custody of health facilities-CARE ENTITIES
required to be certified under section 25--10ZHH;(H) 25-1.5-103 (1)(I1) or licensed under Part 1
of Article 3 of Title 25 of the C.R.S. shall be available to a patient or his/her designated
representative through the attending health care provider or his/her designated representative
at reasonable times and upon reasonable notice. {Explanation: Section 25-1-107 was
repealed in 2003 and relocated to article 1.5.}

EFFECT OF THIS PART 5 ON SIMILAR RIGHTS OF A PATIENT

5.4.1 Nothing in this Part 5 shall be construed so as to limit the right of a patient or his THE PATIENT'S
designated representative to inspect PATIENT RECORDS, INCLUDING the patient's medical or
psychological data pursuant to section 24-72-204 (3) (1) (a)(l), C.R.S. 1973{Explanation:
Consolidation of 5.4.1 and 5.4.2 and correction of a typographical error.}

Renumber succeeding sections accordingly.
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PART 6. PATIENT RIGHTS

6.100 PATIENT RIGHTS
6.200 PATIENT GRIEVANCE MECHANISM

6.100 PATIENT RIGHTS
6.101 STATUTORY AUTHORITY AND APPLICABILITY

Q) AUTHORITY TO ESTABLISH MINIMUM STANDARDS THROUGH REGULATION AND TO ADMINISTER AND ENFORCE
SUCH REGULATIONS IS PROVIDED BY SECTIONS 25-1.5-103 AND 25-3-101, ET. SEQ.

(2) APPLICABILITY. SUBPART 6.100 APPLIES TO AMBULATORY SURGICAL CENTERS, BIRTH CENTERS, CHIROPRACTIC
CENTERS AND HOSPITALS, COMMUNITY CLINICS, COMMUNITY CLINICS WITH EMERGENCY CENTERS,
CONVALESCENT CENTERS, DIALYSIS TREATMENT CLINICS, HOSPITALS AND HOSPITAL UNITS.

6.102 DEFINITIONS.

Q) “ABUSE” MEANS THE WILLFUL INFLICTION OF INJURY, UNREASONABLE CONFINEMENT, INITIMIDATION, OR
PUNISHMENT, WITH RESULTING PHYSICAL HARM, PAIN, OR MENTAL ANGUISH.

(2) “ADMISSION": MEANS THE ACCEPTANCE OF A PERSON AS A PATIENT WHETHER ON AN INPATIENT OR OUTPATIENT
BASIS.

3)

(a) an explanation of the NATURE AND PURPOSE OF THE recommended treatment or procedure in
layman's terms and in a form of communication understood by the patient, or the patient's-legal
DESIGNATED representative;

(b) an explanation of the risks and benefits of a treatment or procedure; the probability of success,
mortality risks, and serious side effects;

(c) an explanation of the alternatives with the risks and benefits of these alternatives;

(d) an explanation of the conseguences RISKS AND BENEFITS if no treatment is pursued;

(e) an explanation of the recuperative period which includes a discussion of anticipated problems
| - | h of tf . iod: and

® an explanation that the patient, or the patient's legal DESIGNATED representative, is free to

withdraw his or her consent and to discontinue participation in the treatment regimen.
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(4)

(5)

(6)

(7)

(8)

(9)

(10)

6.103

6.104

1)

“DEPARTMENT” MEANS THE COLORADO DEPARTMENT OF PUBLIC HEALTH AND ENVIRONMENT, UNLESS THE
CONTEXT DICTATES OTHERWISE.

“LICENSED INDEPENDENT PRACTITIONER” MEANS AN INDIVIDUAL PERMITTED BY LAW AND THE FACILITY TO
INDEPENDENTLY DIAGNOSE, INITIATE, ALTER OR TERMINATE HEALTH CARE TREATMENT WITHIN THE SCOPE OF HIS
OR HER LICENSE.

“FINANCIAL INTEREST” MEANS DIRECT OR INDIRECT OWNERSHIP OF 5 PERCENT OR MORE OF THE CAPITAL, STOCK
OR PROPERTY.

“NEGLECT” MEANS THE FAILURE TO PROVIDE GOODS AND SERVICES NECESSARY TO ATTAIN AND MAINTAIN
PHYSICAL AND MENTAL WELL-BEING.

6.3.3—Patient—A “PATIENT “ MEANS person accepted on either an inpatient or outpatient basis. Where a
patient is incompetent or unable to act on his or her own behalf, such interest devolves on the PATIENT
DESIGNATED REPRESENTATIVE OR next of kin erlegal-guardian, if possible.

“PATIENT DESIGNATED REPRESENTATIVE” IS A PERSON AUTHORIZED tN-WRIFING-ORBY-COURTORDER TO ACT ON
BEHALF OF THE PATIENT - BY STATE LAW, BY COURT ORDER OR IN WRITING IN ACCORDANCE WITH THE POLICIES
AND PROCEDURES OF THE FACILITY.

“RESTRAINT” MEANS A PHYSICAL, MECHANICAL OR CHEMICAL RESTRAINT THAT IMMOBILIZES OR REDUCES THE
ABILITY OF THE PATIENT TO MOVE HIS OR HER ARMS, LEGS, HEAD OR BODY FREELY. METHODS TYPICALLY USED
FOR MEDICAL-SURGICAL CARE SHALL NOT BE CONSIDERED RESTRAINTS, SUCH AS. THE USE OF BANDAGES AND
ORTHOPEDICALLY PRESCRIBED DEVICES, THE USE OF A REQUIRED DEVICE TO LIMIT MOBILITY DURING A MEDICAL
PROCEDURE, OR THE USE OFA DRUG WHEN IT IS PART OF A STANDARD TREATMENT OR DOSAGE FOR THE
PATIENT’S CONDITION. FOR THE PURPOSES OF THIS DEFINITION, PHYSICAL RESTRAINTS USED FOR FALL
PREVENTION (INCLUDING BUT NOT LIMITED TO RAISED BED RAILS) SHALL NOT BE CONSIDERED METHODS
TYPICALLY USED FOR MEDICAL SURGICAL CARE.

DEPARTMENT OVERSIGHT. THIS SECTION 6.103 APPLIES ONLY TO HEALTH CARE ENTITIES HAVING IN
EXCESS OF FIFTY (50) BEDS. THE DEPARTMENT SHALL APPROVE THE PATIENT RIGHTS POLICY OF APPLICABLE
HEALTH CARE ENTITIES PRIOR TO ISSUANCE OF AN INITIAL OR RENEWAL LICENSE IN ACCORDANCE WITH SECTION
25-1-121, C.R.S. THE FACILITY SHALL SUBMIT THE POLICY IN THE MANNER PRESCRIBED BY THE DEPARTMENT.

PATIENT RIGHTS POLICY

THE HEALTH CARE ENTITY SHALL DEVELOP AND IMPLEMENT A POLICY REGARDING PATIENT RIGHTS. THE POLICY
SHALL ENSURE THAT EACH PATIENT OR, WHERE APPROPRIATE, PATIENT DESIGNATED REPRESENTATIVE HAS THE
RIGHT TO: he natientriah aman h n de-b not-be limited-to-the followina:

(a) the-rightte participate in all decisions involving the patient's care or treatment;
(b) theright-te-know if the faeility HEALTH CARE ENTITY is participating in teaching programs,

research, and/or experimental programs RELATING TO THE PATIENT’S OWN CASE AND TO CONSENT
REFUSE TO PARTICIPATE;
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()

(d)

()

()

(h)

(i)

0

therightto refuse any drug, test, procedure, or treatment AND TO BE INFORMED OF RISKS AND
BENEFITS OF THIS ACTION;

the-right to care er-AND treatment that is respectful, recognizes a person's dignity, CULTURAL
VALUES AND RELIGIOUS BELIEFS, and provides for personal privacy to the extent possible during
the course of treatment;

of-therightte know the names, professional status, and experience of the staff that are
providing care or treatment to the patient;

therightte be informed of the facility HEALTH CARE ENTITY'S rules POLICIES AND PROCEDURES
REGARDING THE PROVISION OF CARE and-regulations as they apply to the patient; and

RECEIVE, UPON REQUEST:

0] PRIOR TO INITIATION OF CARE OR TREATMENT, THE ESTIMATED CHARGE FOR NON-EMERGENT
CARE. THIS INCLUDES, BUT IS NOT LIMITED TO, ASSISTANCE WITH DETERMINING THE CHARGES
SUCH AS DEDUCTIBLES AND CO-PAYMENTS THAT WOULD NOT BE COVERED BY A THIRD-PARTY
PAYER BASED ON THE INSURANCE INFORMATION SUPPLIED BY THE PATIENT OR PATIENT
DESIGNATED REPRESENTATIVE. A HEALTH CARE ENTITY MAY PROVIDE THE ESTIMATED
CHARGE FOR AN AVERAGE PATIENT WITH A SIMILAR DIAGNOSIS ALONG WITH INFORMATION ON
THE VARIABLES THAT MAY ALTER THE ESTIMATED CHARGE.

(i) THE HEALTH CARE ENTITY’'S GENERAL BILLING PROCEDURES.

(iii) AN ITEMIZED BILL AND AN EXPLANATION OF CHARGES WITHIN 7 CALENDAR DAYS OF REQUEST.
TREATMENT AND SERVICES SHALL BE IDENTIFIED AS TO DATE, TYPE IN PLAIN LANGUAGE, AND
UNIT COST/UNIT MEASUREMENT, AS APPLICABLE. DRUGS SHALL BE LISTED BY BRAND OR
GENERIC NAME AND NOT SOLELY BY DRUG CODE NUMBERS.

theright to give informed consent for all treatment and procedures. ITIS THE RESPONSIBILITY OF
THE PHYSICIAN OR INDEPENDENT LICENSED PRACTITIONER TO OBTAIN INFORMED CONSENT.

Fherightto be-informed-of-the facility's-grievance-procedure REGISTER COMPLAINTS WITH THE

HEALTH CARE ENTITY AND THE DEPARTMENT AND TO BE INFORMED OF THE PROCEDURES FOR
REGISTERING COMPLAINTS INCLUDING CONTACT INFORMATION.

BE FREE OF ABUSE AND NEGLECT. TO EFFECTUATE THIS PATIENT RIGHT, THE HEALTH CARE ENTITY
SHALL DEVELOP AND IMPLEMENT POLICIES AND PROCEDURES TO PREVENT, DETECT, INVESTIGATE, AND
RESPOND TO INCIDENTS OF ABUSE OR NEGLECT. PREVENTION INCLUDES, BUT IS NOT LIMITED TO,
ADEQUATE STAFFING TO MEET THE NEEDS OF THE PATIENTS, SCREENING EMPLOYEES FOR RECORDS OF
ABUSE AND NEGLECT AND PROTECTING PATIENTS FROM ABUSE DURING INVESTIGATION OF
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(2)

3)

ALLEGATIONS. DETECTION INCLUDES, BUT IS NOT LIMITED TO, ESTABLISHING A REPORTING SYSTEM
AND TRAINING EMPLOYEES REGARDING IDENTIFYING, REPORTING, AND INTERVENING IN INCIDENCES OF
ABUSE AND NEGLECT. THE HEALTH CARE ENTITY SHALL INVESTIGATE, IN A TIMELY MANNER, ALL
ALLEGATIONS OF ABUSE OR NEGLECT AND IMPLEMENT CORRECTIVE ACTIONS IN ACCORDANCE WITH
SUCH INVESTIGATIONS.

(k) BE FREE OF THE INAPPROPRIATE USE OF RESTRAINTS. INAPPROPRIATE USE INCLUDES IMPROPER
APPLICATION OF A RESTRAINT OR THE USAGE OF A RESTRAINT AS A MEANS OF COERCION, DISCIPLINE,
CONVENIENCE, OR RETALIATION BY STAFF. TO EFFECTUATE THIS PATIENT RIGHT, THE HEALTH CARE
ENTITY SHALL DEVELOP AND IMPLEMENT POLICIES AND PROCEDURES REGARDING:

0] THE PROVISION OF TRAINING ON THE USE OF RESTRAINTS.

(i) ONGOING INDIVIDUAL PATIENT ASSESSMENT TO DETERMINE: WHEN A MEDICAL CONDITION OR
SYMPTOM INDICATES USE OF RESTRAINT TO PROTECT THE PATIENT OR OTHERS FROM HARM,;
THE LEAST RESTRICTIVE INTERVENTION; AND THE DISCONTINUATION OF THE INTERVENTION AT
THE EARLIEST POSSIBLE TIME.

(iii) DOCUMENTATION OF THE USE OF RESTRAINT IN THE PATIENT’'S MEDICAL RECORD.

() BE ACCEPTED FOR ONGOING TREATMENT ON THE BASIS OF A REASONABLE EXPECTATION THAT THE
PATIENT’S MEDICAL, NURSING AND OTHER HEALTH CARE NEEDS CAN BE MET ADEQUATELY AT THE
HEALTH CARE ENTITY.

0] CARE DELIVERED BY THE HEALTH CARE ENTITTY IN ACCORDANCE WITH THE NEEDS OF THE PATIENT.

(m) CONFIDENTIALITY OF MEDICAL RECORDS.

(n) RECEIVE CARE IN A SAFE SETTING.

(0) DISCLOSURE AS TO WHETHER REFERRALS TO OTHER PROVIDERS ARE ENTITIES IN WHICH THE HEALTH
CARE ENTITY HAS A FINANCIAL INTEREST.

P) BE EXAMINED AND TREATED IN SURROUNDINGS DESIGNED TO GIVE VISUAL AND AUDITORY PRIVACY.

(@ TO FORMULATE ADVANCE DIRECTIVES AND HAVE THE HEALTH CARE ENTITY COMPLY WITH SUCH
DIRECTIVES, AS APPLICABLE.

THE HEALTH CARE ENTITY SHALL DISCLOSE THE POLICY REGARDING PATIENT RIGHTS PRIOR TO TREATMENT OR

UPON ADMISSION, WHERE POSSIBLE. 94—Any—faermy4+eensed—by—medepartment—untes&exempted—under

ve. For any
patlent care or treatment course requrnng multrple patrent encounters, d|sclosure prowded at the
beglnnmg of such care or treatment course shaII meet the intent of the regulatlons A-facility-shall-treat

EACH HEALTH CARE ENTITY SHALL POST A CLEAR AND UNAMBIGUOUS NOTICE IN A PUBLIC LOCATION IN THE
HEALTH CARE ENTITYSPECIFYING THAT COMPLAINTS MAY BE REGISTERED WITH THE HEALTH CARE ENTITY, THE
DEPARTMENT, AND WITH THE APPROPRIATE OVERSIGHT BOARD AT THE DEPARTMENT OF REGULATORY
AGENCIES (DORA). UPON REQUEST, THE NOHEE-HEALTH CARE ENTITYSHALL PROVIDE THE PATIENT AND ANY
INTERESTED PERSON WITH CONTACT INFORMATION FOR REGISTERING COMPLAINTS. 95 Eaeh#aerhty—shau
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{Explanatory Note: This amended Part 6 represents the merging of the existing Chap Il Part 6 and Part 9.
There was significant duplication between the two parts. Much of the stricken language above eliminates
duplicative language.}

6.200 Patient Grievance Mechanism
6.201 STATUTORY AUTHORITY AND APPLICABILITY

Q) AUTHORITY TO ESTABLISH MINIMUM STANDARDS THROUGH REGULATION AND TO ADMINISTER AND ENFORCE
SUCH REGULATIONS IS PROVIDED BY SECTIONS 25-1-121, 25-1.5-103 AND 25-3-101, C.R.S., ET. SEQ.

(2) APPLICABILITY. SUBPART 6.200 APPLIES TO THE FOLLOWING HEALTH CARE ENTITIES HAVING IN EXCESS OF
FIFTY (50) BEDS: BIRTH CENTERS, CHIROPRACTIC CENTERS AND HOSPITALS, COMMUNITY CLINICS WITH
EMERGENCY CENTERS, CONVALESCENT CENTERS, HOSPITALS AND HOSPITAL UNITS.

6.202 DEFINITIONS

6:3—DEHRINITHONS

() 631 “Admission”: MEANS the acceptance of a person as a patient and-forwhom-a-record-of treatment
is-instituted, whether on an inpatient or outpatient basis.

(2) 6-3:5 “ChiefExecutive ADMINISTRATIVE Officer:” MEANS the person appointed by the governing body
who is responsible for the eentindeus DAY-TO-DAY management of the faeility HEALTH CARE ENTITY. Fhe
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(4)

(5)

(6)

6.203

6.204

1)

633 “Patient:” MEANS a person accepted on either an inpatient or outpatient basis. UNLESS THE
CONTEXT DICTATES OTHERWISE, Where a patient is incompetent or unable to act on his or her own behalf,
such interest devolves on the next of kin or legal-guardian PATIENT DESIGNATED REPRESENTATIVE, if
possible.

634 “Patient Representative CARE ADVOCATE:" MEANS the person or persons designated by each
facility HEALTH CARE ENTITY to function as the primary contact to receive complaints from patients
regarding facility HEALTH CARE ENTITY Services.

“PATIENT DESIGNATED REPRESENTATIVE” {S-A-PERSON-AUTHORIZED-IN-WRITING-OR BY-COURT-ORBER TO-ACTON
BEHALFOFTHEPRAHENT IS A PERSON AUTHORIZED TO ACT ON BEHALF OF THE PATIENT BY STATE LAW, BY COURT
ORDER OR IN WRITING IN ACCORDANCE WITH THE POLICIES AND PROCEDURES OF THE HEALTH CAE ENTITY.

632 “Grievance Mechanism:” MEANS the established-procedure PROCESS whereby complaints by
patients may be initiated and resolved BY THE HEALTH CARE ENTITY.

DEPARTMENT OVERSIGHT. THE DEPARTMENT SHALL APPROVE THE PATIENT GRIEVANCE MECHANISM PLAN
PRIOR TO ISSUANCE OF AN INITIAL OR RENEWAL LICENSE. THE HEALTH CARE ENTITY SHALL SUBMIT THE PLAN IN
THE MANNER PRESCRIBED BY THE DEPARTMENT.

PATIENT GRIEVANCE MECHANISM

PATIENT GRIEVANCE MECHANISM PLAN. THE HEALTH CARE ENTITY SHALL DEVELOP AND IMPLEMENT A PATIENT

GRIEVANCE MECHANISM PLAN THAT —6-4—TFhe-patient-grievance-mechanism-plan shall include but not be

limited to the following:

(a) 641 A-provisionfor a patient representative CARE ADVOCATE te-sefve THAT SERVES as a
liaison between the patient and the faeility HEALTH CARE ENTITY. THE PLAN SHALL DESCRIBE:

0] the qualifications, job description, and level of decision-making authority of the patient
CARE ADVOCATE representative.

(i) 6-4.5—A-method-by-which How each patient will be made aware of the patient

representative-program GRIEVANCE MECHANISM and how the PATIENT CARE ADVOCATE

representative-of-the-program may be contacted.
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(b)

()

(d)

()

A PATIENT GRIEVANCE PROCEDURE. THE HEALTH CARE ENTITY SHALL IMPLEMENT A GRIEVANCE
PROCEDURE WITH, AT MINIMUM, THE FOLLOWING COMPONENTS:

(i)

(ii)

(iii)

(iv)

v)

THE ABILITY FOR PATIENTS TO SUBMIT GRIEVANCES 24 HOURS PER DAY, EITHER ORALLY OR IN
WRITING, TO A HEALTH CARE ENTITY STAFF MEMBER. |F THE GRIEVANCE IS SUBMITTED TO A
STAFF MEMBER OTHER THAN THE PATIENT CARE ADVOCATE, THE STAFF MEMBER SHALL SUBMIT
THE GRIEVANCE TO THE PATIENT CARE ADVOCATE BY THE NEXT WORKING DAY. 65—1—-”:}6

THE PATIENT CARE ADVOCATE SHALL CONTACT THE PATIENT WITHIN THREE (3) WORKING DAYS
OF RECEIPT OF THE GRIEVANCE TO ACKNOWLEDGE RECEIPT OF SUCH GRIEVANCE.

THE PATIENT CARE ADVOCATE SHALL INVESTIGATE THE GRIEVANCE AND RESPOND TO THE
PATIENT IN WRITING WITHIN FIFTEEN (15) WORKING DAYS OF THE SUBMITTAL OF THE

IF THE PATIENT IS NOT SATISFIED, THE PATIENT CARE ADVOCATE SHALL FORWARD THE
GRIEVANCE TO THE ADMINISTRATIVE OFFICER OR SUCH OFFICER’S DESIGNEE, WHO SHALL
INVESTIGATE THE GRIEVANCE AND REPORT FINDINGS IN WRITING TO THE PATIENT WITHIN TEN
(10) WORKING DAYS OF RECEIVING THE FORWARDED GRIEVANCE.

IF THE PATIENT IS DISSATISFIED WITH THE REPORT OF THE ADMINISTRATIVE OFFICER OR SUCH
OFFICER’S DESIGNEE, THE PATIENT SHALL BE INFORMED THAT UPON REQUEST, THE PATIENT
CARE ADVOCATE WILL REFER THE GRIEVANCE AND THE HEALTH CARE ENTITY FINDINGS IN
WRITING TO THE DEPARTMENT, AND THAT THE PATIENT MAY REGISTER THE GRIEVANCE

DIRECTLY WITH THE DEPARTMENT 6—54—|if—theueemplaman{—|&d+ssansﬁedw&h4hewepeﬁ

6-4-7 A means to inform the patient REGARDING HOW TO LODGE A GRIEVANCE AND that the
facility HEALTH CARE ENTITY encourages patients to speak out and to present grievances without
fear of retribution.

THAT NEW EMPLOYEES WILL BE TRAINED REGARDING THE GRIEVANCE MECHANISM PLAN AND THAT ALL
STAFF WITH DIRECT PATIENT CONTACT WILL BE BRIEFED AT LEAST ANNUALLY REGARDING THE PLAN.




WN -

English- HOw PATIENTS WILL BE INFORMED THAT INTERPRETATION AND TRANSLATION NEEDS ARE
AVAILABLE REGARDING THE GRIEVANCE PROCEDURE FOR PATIENTS UNABLE TO UNDERSTAND OR READ
ENGLISH AND HOW LANGUAGE ASSISTANCE SERVICES WILL BE PROVIDED.

6-5—GRIEVANCEPROCEDBURE

(2 PATIENT GRIEVANCE PROCEDURE. THE FACILTY SHALL IMPLEMENT A GRIEVANCE PROCEDURE WITH, AT
MINIMUM, THE FOLLOWING COMPONENTS:
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Part 7. SINGLE USE DISPOSABLE MEDICAL DEVICES
7.1 Applicability. This section is applicable to all health facilities licensed by the Department.

7.2 Basis and Purpose. Statutory authority for adoption of these regulations is SECTIONS 25-1.5-103(1)(A)
CR-S1973,-25-1-1071)}1)H and 25-1-108(1)(c)(l), C.R.S. The regulations are proposed to control the

re-use of single-use or disposable medical devices. Without such regulations, the public health safety
may be jeopardized.

7.3 Definitions:

7.3.1 A medical device is “an instrument, apparatus, implement, machine, contrivance, implant, in-
vitro reagent or other similar or related article intended for use in the diagnosis of disease or in
the cure, mitigation, treatment or prevention of disease.” Examples are cardiac pacemakers,
glass clinical thermometers, catheters, cardiac guidewires, renal dialyzers, etc.

7.3.2 A single-use or disposable medical device is one labeled as such by the manufacturer, or one in

which a caution is included in the accompanying literature or catalogue recommending one time
only usage.

7.4 Policy Statement.

7.4.1 The re-use of medical devices labeled as single-use or disposable shall be prohibited with the
following exceptions:

1. Dialyzers for the same patient.
2. Ballon-assist catheters (opening but not inserted).
3. Devices not requiring maintenance of sterility (irrigation and other patient devices).

7.4.2 Prior to re-use of any items except diakyzers- those listed in 7.4.1-{reuse-of-which-is-subjectto

the-provisions-of 7-5,7.6—7-7}, the facility shall submit TO the the Department for approval
written, processing procedures which shall meet the following guidelines based on F.D.A.

standards:
1. The device can be adequately cleaned prior to disinfection and reuse.
2. The physical characteristics of the device material will not be adversely affected by

cleaning, disinfection, or re-use.

3. The packaging material will allow effective penetration of the disinfecting agent and will
prevent recontamination of the device under the storage conditions to which the devices
will be subjected.

4, If disinfecting process is effective.

5. If the treated device is used parenterally, the process will not evoke pyrogenic
response.

6. The device, after gas or chemical disinfection, will not contain toxic residues.
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SINCE PART 9 HAS BEEN MERGED INTO PART 6, THE CURRENT VERSION OF PART 9, SHOWN IN

STRIKE-OUT ABOVE, IS BEING REPLACED IN ITS ENTIRETY BY THE FOLLOWING:

PART 9 - HOSPITAL-ACQUIRED INFECTION REPORTING
SECTION 1 - STATUTORY AUTHORITY AND APPLICABILITY

9.1.1 THE STATUTORY AUTHORITY FOR THE PROMULGATION OF THESE RULES IS SET FORTH IN SECTIONS 25-1.5-103,
25-3-103 AND 25-3-607, C.R.S.

9.1.2 EACH HOSPITAL, HOSPITAL UNIT, AMBULATORY SURGICAL CENTER OR OUTPATIENT DIALYSIS TREATMENT CLINIC
THAT IS LICENSED OR CERTIFIED BY THE DEPARTMENT SHALL COMPLY WITH THIS PART 9.

SECTION 2 - DEFINITIONS
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FOR PURPOSES OF THIS PART 9, THE FOLLOWING DEFINITIONS SHALL APPLY:

9.2.1

9.2.2

9.2.3

“DEPARTMENT” MEANS THE DEPARTMENT OF PUBLIC HEALTH AND ENVIRONMENT.

“HEALTH FACILITY” MEANS A HOSPITAL, A HOSPITAL UNIT, AN AMBULATORY SURGICAL CENTER, OR OUTPATIENT
DIALYSIS TREATMENT CLINIC CURRENTLY LICENSED OR CERTIFIED BY THE DEPARTMENT.

“INFECTION” MEANS THE INVASION OF THE BODY BY PATHOGENIC MICROORGANISMS THAT REPRODUCE AND
MULTIPLY, CAUSING DISEASE BY LOCAL CELLULAR INJURY, SECRETION OF A TOXIN, OR ANTIGEN-ANTIBODY
REACTION IN THE HOST.

SECTION 3 - GENERAL PROVISIONS

9.3.1

9.3.2

9.3.3

EACH HEALTH FACILITY SHALL COLLECT DATA ON HOSPITAL-ACQUIRED INFECTION RATES FOR SPECIFIC CLINICAL
PROCEDURES INCLUDING, BUT NOT LIMITED TO:

(A) CARDIAC SURGICAL SITE INFECTIONS;

(B) ORTHOPEDIC SURGICAL SITE INFECTIONS;

(©) ABDOMINAL SURGICAL SITE INFECTIONS; AND

(D) CENTRAL LINE-RELATED BLOODSTREAM INFECTIONS.

AN INDIVIDUAL WHO COLLECTS DATA ON HOSPITAL-ACQUIRED INFECTION RATES SHALL TAKE THE TEST FOR THE

APPROPRIATE NATIONAL CERTIFICATION FOR INFECTION CONTROL AND BECOME CERTIFIED WITHIN SIX MONTHS

AFTER THE INDIVIDUAL BECOMES ELIGIBLE TO TAKE THE CERTIFICATION TEST.

(A) MANDATORY NATIONAL CERTIFICATION REQUIREMENTS SHALL NOT APPLY TO INDIVIDUALS COLLECTING
DATA ON HOSPITAL-ACQUIRED INFECTIONS IN HOSPITALS LICENSED FOR 50 BEDS OR LESS.
QUALIFICATIONS FOR THESE INDIVIDUALS MAY BE MET THROUGH ONGOING EDUCATION, TRAINING,
EXPERIENCE OR CERTIFICATION AS DIRECTED BY THE DEPARTMENT.

EACH HEALTH FACILITY SHALL DEVELOP A POLICY TO ENSURE THAT EACH PHYSICIAN WHO PERFORMS ONE OF

THE PROCEDURES LISTED IN SECTION 9.3.1 AT THAT FACILITY PROMPTLY REPORTS TO IT ANY HOSPITAL-
ACQUIRED INFECTION THAT THE PHYSICIAN DIAGNOSES AT A FOLLOW-UP APPOINTMENT WITH THE PATIENT.

SECTION 4 - REPORTING

94.1

9.4.2

A HEALTH FACILITY SHALL ENROLL IN THE NATIONAL HEALTH SAFETY NETWORK (NHSN) AND ROUTINELY
SUBMIT ITS HOSPITAL-ACQUIRED INFECTION DATA TO NHSN IN ACCORDANCE WITH ITS REQUIREMENTS AND
PROCEDURES.

(A) IF A HEALTH FACILITY IS A DIVISION OR SUBSIDIARY OF ANOTHER ENTITY THAT OWNS OR OPERATES
OTHER HEALTH FACILITIES OR RELATED ORGANIZATIONS, THE DATA SUBMISSIONS REQUIRED UNDER
THIS PART SHALL BE FOR THE SPECIFIC DIVISION OR SUBSIDIARY AND NOT FOR THE OTHER ENTITY.

EACH HEALTH FACILITY SHALL AUTHORIZE THE DEPARTMENT TO HAVE ACCESS TO THE HEALTH FACILITY SPECIFIC
DATA CONTAINED IN THE NHSN DATABASE CONSISTENT WITH SECTION 25-3-601, ET SEQ., C.R.S.

SECTION 5 - PLAN OF CORRECTION

951

9.5.2

IF A HEALTH FACILITY FAILS TO FULLY COMPLY WITH THE REQUIREMENTS OF THIS PART 9, THE DEPARTMENT MAY
REQUEST A PLAN OF CORRECTION FROM THE FACILITY OR REQUIRE THE FACILITY'S COMPLIANCE WITH A
DEPARTMENT DIRECTED PLAN OF CORRECTION.

PLANS OF CORRECTION SHALL CONFORM TO THE REQUIREMENTS SET FORTH IN PART 2 OF THIS CHAPTER.
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SECTION 6 — ENFORCEMENT AND DISCIPLINARY SANCTIONS

9.6.1

9.6.2

9.6.3

IF THE DEPARTMENT DETERMINES THAT A HEALTH FACILITY IS OUT OF COMPLIANCE WITH ANY OF THE
PROVISIONS OF SECTION 25-3-601, ET. SEQ., C.R.S. OR THIS PART 9, IT MAY IMPOSE ANY OF THE FOLLOWING
SANCTIONS.

(A) REVOCATION OF THE HEALTH FACILITY’S LICENSE;
(B) DENIAL OF THE HEALTH FACILITY’S APPLICATION FOR LICENSE RENEWAL; OR

© A CIVIL PENALTY OF UP TO $1,000 PER VIOLATION FOR EACH DAY THE HEALTH FACILITY IS DEEMED TO
BE OUT OF COMPLIANCE.

IF THE DEPARTMENT REVOKES A LICENSE OR DENIES AN APPLICATION FOR A RENEWAL LICENSE, IT SHALL
PROVIDE THE APPLICANT WITH A WRITTEN NOTICE EXPLAINING THE BASIS FOR THE REVOCATION OR DENIAL AND
AFFORDING THE APPLICANT OR LICENSEE THE OPPORTUNITY TO RESPOND AND COMPLY WITH ALL LICENSING
REQUIREMENTS WITHIN THE SPECIFIED TIMEFRAME.

Appeals of licensure revocations or denials shall be conducted in accordance with the State
Administrative Procedure Act, Section 24-4-101, et seq. C.R.S.
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