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I. WELCOME AND INTRODUCTION  
 

Thomas Holt, Chair, Commitee on Codes, Regulations and Legislation 
 

II. REGULATIONS  
 

For Information  
 

22-06 Amendment of Section 23.5 of Title 10 NYCRR (Expedited Partner Therapy for Sexually 
Transmitted Infections) 

 
For Adoption 
 

24-21 Amendment of Section 405.6 of Title 10 NYCRR (General Hospital Medical Staff 
Recertification) 

 
24-12 Repeal and Replace of 710.1 of Title 10 NYCRR (Approval of Medical Facility 

Construction) 
 

 
 
III. ADJOURNMENT  
 
  

 



Pursuant to the authority vested in the Public Health and Health Planning Council and the 

Commissioner of Health by sections 225(4) and 2312 of the Public Health Law, section 23.5 of 

Title 10 (Health) of the Official Compilation of Codes, Rules and Regulations of the State of 

New York is amended, to be effective upon publication of a Notice of Adoption in the New York 

State Register, to read as follows: 

 

23.5 Expedited [p]Partner [t]Therapy for [chlamydia trachomatis infection] sexually transmitted 

infections. 

(a) Definitions. As used in this section: 

(1) “Expedited Partner Therapy” or “EPT” means a practice whereby a health care practitioner 

chooses to provide a patient with either antibiotics intended for the patient’s sexual partner or 

partners or a written prescription for antibiotics for the sexual partner or partners to be delivered 

by the patient to the sexual partner or partners for treatment of exposure to [Chlamydia 

trachomatis] sexually transmitted infections (STIs). 

(2) “Health care practitioner” means a physician, midwife, nurse practitioner, physician assistant, 

or other person who is authorized under Title 8 of the Education Law to diagnose and prescribe 

drugs for [Chlamydia trachomatis] STIs, acting within [his or her] their lawful scope of practice. 

(b) Liability. A health care practitioner who reasonably and in good faith renders expedited 

partner therapy in accordance with section 2312 of the Public Health Law and this section, and a 

pharmacist who reasonably and in good faith dispenses drugs pursuant to a prescription written 

in accordance with section 2312 of the Public Health Law and this section, shall not be subject to 

civil or criminal liability or be deemed to have engaged in unprofessional conduct. 
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(c) Eligibility criteria for EPT. EPT shall: 

(1) [be provided only for the partner or partners of a patient diagnosed with Chlamydia 

trachomatis infection] be provided for sexual partner(s) of patients diagnosed (either through 

laboratory confirmation or clinical diagnosis) with an STI for which EPT is recommended by the 

Federal Centers for Disease Control and Prevention (CDC). The department shall list which STIs 

are eligible for EPT on the department’s website and shall promulgate guidelines that include 

partner eligibility criteria.  If a patient’s sexual partner(s) are pregnant or suspect possible 

pregnancy, some EPT medications are not recommended, and the partner(s) should seek medical 

care as soon as possible.  If the patient’s sexual partner(s) are pregnant or suspect possible 

pregnancy, some EPT medications are not recommended, and the partner(s) should seek medical 

care as soon as possible; and 

(2) not be provided [for any partner or partners, when the patient with Chlamydia trachomatis 

infection seen by the health care practitioner is found to be concurrently infected with gonorrhea, 

syphilis or HIV] in cases involving suspected or confirmed child abuse, sexual abuse/assault, or 

where the diagnosed patient’s safety may be impacted.  

(d) Educational material requirements for patients provided with EPT. Each patient provided 

with antibiotics or a prescription in accordance with this section must be given informational 

materials for the patient to give to [his or her] their sexual partner or partners. Each patient shall 

be counseled by [his or her] the patient’s health care practitioner to inform [his or her] the 

patient’s partner or partners that it is important to read the information contained in the materials 

prior to the partner or partners taking the medication. 
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The materials shall: 

(1) encourage the partner to consult a health care practitioner for a complete [sexually 

transmitted infection] sexual health evaluation, including HIV testing, as a preferred alternative 

to EPT and regardless of whether they take the medication; 

(2) disclose the risk of potential adverse drug reactions, including allergic reactions, and the 

possibility of dangerous interactions between the patient-delivered therapy and other medications 

that the partner may be taking; 

(3) inform the partner that [he or she] they may be affected by other [sexually transmitted 

infections] STIs that may be left untreated by the delivered medicine; 

(4) inform the partner that if symptoms of a more serious infection are present (such as 

abdominal, pelvic, or testicular pain, fever, nausea or vomiting) [he or she] they should seek 

medical care as soon as possible; 

(5) recommend that a partner who is or could be pregnant should consult a health care 

practitioner as soon as possible; 

(6) instruct the patient and the partner to abstain from sexual activity for at least seven days after 

treatment of both the patient and the partner in order to [decrease the risk of recurrent infection] 

reduce the likelihood of reinfection; 

[(7) inform a partner who is at high risk of co-morbidity with HIV infection that he or she should 

consult a health care practitioner for a complete medical evaluation including testing for HIV and 

other sexually transmitted infections] and 

[(8)] (7) inform the patient and the partner how to prevent [repeated chlamydia infection] and 

reduce the likelihood of reinfection.  
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(e) Prescription format. Whenever a health care practitioner provides EPT through the use of a 

prescription: 

(1) the designation “EPT” must be written in the body of the prescription form above the name 

of the medication and dosage for all prescriptions issued; 

(2) if the name, address, and date of birth of the sexual partner are available, this should be 

written in the designated area of the prescription form; and 

(3) if the sexual partner’s name, address, and date of birth are not available, the written 

designation “EPT” shall be sufficient for the pharmacist to fill the prescription. 

(f) Reporting of cases of [Chlamydia trachomatis] STIs by health care providers. 

(1) This section shall not affect the obligation to report individual cases and suspected cases of 

[Chlamydia trachomatis] STIs imposed by Part 2 of this [Chapter] Title. 

(2) Reports of cases of [Chlamydia trachomatis] STIs who are provided with EPT shall include 

the added designation of “EPT” plus the number of sexual partners for whom a prescription or 

medication was provided. 
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REGULATORY IMPACT STATEMENT 

 

Statutory Authority:  

Pursuant to sections 225(4) and 2312 of the Public Health Law (PHL), the Commissioner 

of Health and the Public Health and Health Planning Council have the authority to adopt 

regulations concerning Expedited Partner Therapy for Chlamydia Trachomatis Infection and 

Other Sexually Transmitted Infections. 

Legislative Objectives:  

Laws of 2008, Chapter 577, allowed health care providers with prescriptive privileges to 

provide Expedited Partner Therapy (EPT) for Chlamydia when the prescriber’s judgment is that 

the partner(s) will not seek a personal medical visit. This law has helped improve treatment rates 

for partners and decrease re-infection rates for partners. Laws of 2019, Chapter 298, amended 

PHL section 2312 to expand the use of EPT for other sexually transmitted infections (STIs) that 

the Centers for Disease Control and Prevention (CDC) recommends for EPT, in addition to 

Chlamydia. 

EPT helps physicians and other health care providers decrease rates of STIs. While EPT 

in no way replaces a face-to-face interaction with a health care provider, it can help patients who 

otherwise would not reach out for treatment. 

The CDC has found through randomized controlled tests that EPT has the potential for 

the same success that it has shown with Chlamydia with other STIs. EPT can be highly effective 

in decreasing infection rates with other STIs, such as gonorrhea, that can be cured by taking 

antibiotics by mouth. 
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Needs and Benefits: 

EPT is the clinical practice of providing individuals with medication or a prescription to 

deliver to their sexual partner(s) as treatment for a presumptive STI, without completing a 

clinical assessment of those partners.  

On January 1, 2020, Chapter 298 of the Laws of 2019 went into effect, expanding 

PHL section 2312 to permit expedited treatment for STIs for which the CDC recommends the 

use of expedited therapy. Prior to this change, EPT was allowable in New York State for 

chlamydia only. In addition to supporting EPT for chlamydia, at this time the CDC also supports 

or lists EPT as a strategy for partner management for persons diagnosed with either gonorrhea or 

trichomoniasis.  

 Chlamydia, gonorrhea, and trichomoniasis are STIs that are transmitted by sexual contact 

with a penis, vagina, mouth, or anus of an infected sex partner; these STIs can result in adverse 

health effects if left untreated. According to the 2019 national STI surveillance report released by 

CDC, both chlamydia and gonorrhea diagnoses have continued to rise, with 19% and 56% 

increases, respectively since 2015. New York State has mirrored the national increases in both 

chlamydia and gonorrhea with 20% and 60% increases, respectively, since 2015. Additionally, 

though trichomoniasis is not a reportable STI both nationally and in New York State, the CDC 

estimates that nationally there are around 6.9 million (diagnosed or undiagnosed) new infections. 

With respect to EPT, three US clinical trials involving heterosexually active males and 

females with chlamydia or gonorrhea all show that more sexual partners were treated when the 

patients were offered EPT. Two out of those three trials showed a significant reduction in re-

infection of the patients, and the third noted a decreased risk of recurrent infection that was not 

significant. One trial show that there was a reduction in prevalence as high as 10% in females 



7 
 

when EPT was provided free of charge. Though trials and meta-analyses conducted on EPT 

differ in findings with respect to the magnitude of the reduction in re-infection, all show a 

reduction in prevalence in chlamydia and gonorrhea at follow up. Though data on EPT for 

trichomoniasis is limited, EPT may have a role in partner management, and it should remain an 

option when treatment of partners cannot otherwise be assured.  

The CDC, along with several national professional organizations, recommend EPT as an 

effective and practical strategy for treating the sex partners of people diagnosed with chlamydia 

and/or gonorrhea. The New York State Department of Health (NYSDOH) previously released a 

position statement strongly encouraging providers to utilize EPT as a strategy to treat the sex 

partner(s) of persons diagnosed with chlamydia. In consideration of the expansion of the law, 

and of what is a larger shift toward a comprehensive sexual health framework, the position 

statement was revised to: expand the use of EPT to include gonorrhea and trichomoniasis, 

remove exclusionary language, and include updated treatment guidelines. 

Current New York Codes, Rules, and Regulations (NYCRR) section 23.5, of Title 10 

provides definitions, and eligibility specific to EPT for chlamydia only. Given the expansion of 

PHL section 2312 to include additional STIs beyond chlamydia alone, the regulation needs to be 

modified as follows: 1) rather than defining EPT as a strategy for treating chlamydia, EPT needs 

to be defined as a strategy more generically for STIs and be integrated with other sexual health 

services, 2) rather than stating eligibility is limited to persons diagnosed with chlamydia who are 

not co-infected with gonorrhea or HIV, the regulation should state persons eligible for EPT are 

those diagnosed with an STI for which the CDC recommends the use of EPT for partner 

management, and 3) an addendum to the eligibility section should include language permitting 

the Commissioner of Health to designate which STIs are eligible in the department’s website.  
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Additional proposed modifications to the current regulation specific to the educational 

material requirements include: shifting from the use of binary language (“his/her”) to gender 

neutral language (“their”) to ensure inclusivity and removing specific language stating persons at 

high risk of co-morbidity with HIV should seek medical evaluation, as HIV testing for all 

persons receiving EPT educational materials is already included as a recommendation in a 

previous section and this additional callout can be deemed stigmatizing.  

 

Costs:  

Costs for the Implementation of, and Continuing Compliance with the Regulation to the 

Regulated Entity: 

An estimated $850 million is spent annually treating chlamydia and gonorrhea in the US. 

EPT can decrease these costs by reducing the spread of infections and re-infections by reducing 

the reliance on public services to treat STIs. If left untreated, chlamydia and gonorrhea can 

progress to pelvic inflammatory disease (PID) in females, resulting in additional treatment costs 

of $1,167 per case of PID. Both infections are also a common cause of infertility; and because 

EPT increases STI treatment rates and reduces prevalence of chlamydia and gonorrhea, infertility 

and PID resulting from such infections will likely decline. Both chlamydia and gonorrhea change 

the immune system and may increase a person’s chances of contracting HIV if exposed to the 

virus. Data related to costs for screening and treatment of trichomanias are limited. Integrating 

EPT into a broader sexual health approach can have significant public health benefits, including 

lowering overall STI rates and reducing healthcare costs associated with untreated infections. 
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Costs to State and Local Governments: 

This regulation imposes no costs on State and local governments. It expands the use of 

EPT. 

 

Costs to the Department of Health: 

The additional costs to the NYSDOH will be related to additional data collection burden 

and follow up; such costs are expected to be minimal and easily accommodated within existing 

infrastructure.  

 

Local Government Mandates:  

 

This proposal has no local mandates. 

 

Paperwork:  

The existing electronic data collection mechanism was revised when the law was changed 

such that local health departments could start reporting provision of EPT for the other STIs. 

 

Duplication:  

These regulations will not conflict with any State or federal rules. 

 

Alternatives:  

The alternative to this regulatory amendment would be to not conform the regulation to 

PHL section 2312, as amended by Laws of 2019, Chapter 298. This is not a viable alternative as 
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the Department of Health is obligated to execute the PHL. This regulation is further necessary to 

expand the availability EPT to reduce the rates of sexually transmitted infections. 

 

Federal Standards:  

The Centers for Disease Control and Prevention has recommendations related to 

expedited partner therapy. This regulation is consistent with federal standards. 

 

Compliance Schedule: 

This regulation is effective upon the publication of the Notice of Adoption in the State 

Register. This regulation permits, but does not require, EPT for STI. 

 

Contact Person:  Katherine Ceroalo  
   New York State Department of Health 
   Bureau of Program Counsel, Regulatory Affairs Unit 
   Corning Tower Building, Room 2438 
   Empire State Plaza 
   Albany, New York 12237 
   (518) 473-7488 
   (518) 473-2019 (FAX) 
   REGSQNA@health.ny.gov 
  
  

mailto:REGSQNA@health.ny.gov
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STATEMENT IN LIEU OF 
REGULATORY FLEXIBILITY ANALYSIS 

 

 No regulatory flexibility analysis is required pursuant to section 202-b(3)(a) of the State 

Administrative Procedure Act. The proposed amendment does not impose an adverse economic 

impact on small businesses or local governments, and it does not impose reporting, record 

keeping or other compliance requirements on small businesses or local governments.  
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STATEMENT IN LIEU OF  
RURAL AREA FLEXIBILITY ANALYSIS 

 

A Rural Area Flexibility Analysis for these amendments is not being submitted because 

amendments will not impose any adverse impact or significant reporting, record keeping or other 

compliance requirements on public or private entities in rural areas. There are no professional 

services, capital, or other compliance costs imposed on public or private entities in rural areas as 

a result of the proposed amendments.  
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STATEMENT IN LIEU OF  
JOB IMPACT STATEMENT 

 A Job Impact Statement for these amendments is not being submitted because the New 

York State Department of Health has determined that these regulatory changes will not have a 

substantial adverse impact on jobs and employment, based upon its nature and purpose.  

 



Pursuant to the authority vested in the Public Health and Health Planning Council and the 

Commissioner of Health by Public Health Law section 2803, section 405.6 of Title 10 (Health) 

of the Official Compilation of Codes, Rules and Regulations of the State of New York, is 

amended, to be effective upon publication of a Notice of Adoption in the New York State 

Register, to read as follows:  

 

Subparagraph (vi) of paragraph (7) of subdivision (b) of Section 405.6 is amended to read as 

follows: 

 

(b) The activities of the quality assurance committee shall involve all patient care services and 

shall include, as a minimum: 

* * * 

(7) the committee shall oversee and coordinate the following: 

* * * 

(vi) a [biennial] triennial review of credentials, physical and mental capacity and competence in 

delivering health care services of all clinical staff who are employed or associated with the 

hospital which for physicians, dentists and podiatrists shall include a comprehensive review of 

the information maintained in accordance with subparagraph (v); 
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NOTICE OF CONSENSUS RULEMAKING 

Statutory Authority: 

Section 2803 of the Public Health Law (PHL) authorizes the promulgation of such 

regulations as may be necessary to implement the purposes and provisions of PHL Article 28, 

including the establishment of minimum standards governing the operation of health care 

facilities, including hospitals.    

Basis:  

On May 1, 2024, the physician credentialing review requirements in section 405.4(b)(4) 

and section 405.6(b)(7)(i) were changed from biennial to triennial. The amendments to section 

405.4(b)(4) and section 405.6(b)(7)(i) lengthened the requirement for general hospitals to review 

the credentials of medical staff from every two years to every three years in order to reduce 

administrative burdens and provide consistency with revisions by The Joint Commission to its 

credentialing and privileging standards applied to its Advanced Diagnostic Imaging, Ambulatory 

Surgical Center, Critical Access Hospital, and Hospital accreditation programs. 

This regulation makes a conforming amendment to section 405.6(b)(7)(vi), again 

changing a biennial credentialing review requirement to triennial. Under section 405.6(b)(7)(vi), 

as amended, general hospital quality assurance committees must oversee and coordinate a 

triennial review, not a biennial review. This consensus regulation corrects a drafting error in the 

regulation that was published and effective on May 1, 2024, to ensure the requirements are 

consistent throughout the regulation. No person is likely to object to this consensus rulemaking, 

because it simply corrects the regulation to make it consistent throughout, and the Department 

did not receive any public comments in opposition to the original rulemaking amending the 

requirements for physician credentialing review from biennial to triennial.   
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JOB IMPACT STATEMENT 

 No Job Impact Statement is required pursuant to section 201-a(2)(a) of the State 

Administrative Procedure Act.  It is apparent, from the nature of the proposed amendment, that it 

will not have a substantial adverse impact on jobs and employment opportunities. 



SUMMARY OF EXPRESS TERMS 

Governor Hochul recognized in her 2024 State of the State that health care providers face 

administrative barriers when seeking to modernize and invest in their facilities, including 

specifically the Certificate of Need process. Governor Hochul thus directed the 

Department to review and amend the Certificate of Need process, including raising the 

cost thresholds for projects subject to a more detailed review and streamlining the 

application and approval processes, including for routine services.  

The regulatory proposal would repeal and replace section 710.1 of Part 710 of Title 10 of 

the New York Codes, Rules, and Regulations (NYCRR).  Generally, the proposal 

modernizes the Certificate of Need review process for construction of health care 

facilities.  It reorders subdivisions and paragraphs logically, combining redundant 

language pertaining to all review levels in general paragraphs up front.  Language 

pertaining to requirements, processes and practices that are obsolete have been removed.   

This proposal will increase the cost thresholds that generally determine the level of 

review for projects as directed in the 2024 State of the State and revises review levels for 

specific types of projects to reflect the advances and evolving trends in healthcare. A 

detailed description follows below: 

710.1(a) remains unchanged, specifying that medical facilities shall be planned to achieve 

efficiency and economy of operation and care of high quality. 

710.1(b) includes definitions of “general hospital,” “total project cost(s),” “total basic 

cost(s) of construction”  
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Pertinent elements of 710.1(d), (e), (f) and (g) have been moved into a new 710.1(c), with 

subsequent paragraphs re-ordered accordingly. New subdivision 710.1(c) is organized to 

begin with general requirements and then detail the different levels of certificate of need 

review beginning with the most rigorous and ending with the most streamlined.  

710.1(c)(1) covers the types of proposals requiring a Certificate of Need application, 

which remains largely unchanged from the current regulation except for the overall total 

project costs thresholds will shift from over $15 million for a general hospital and $6 

million for all other facilities to over $30 million for a general hospital and $8 million for 

all other facilities. Project cost thresholds were last raised in 2017; construction costs 

have more recently increased substantially. The amounts included in the proposal reflect 

an appropriate balance between the increased construction costs for large-scale projects 

and the desire to maintain sufficient oversight while reducing administrative barriers. 

710.1(c)(2) delineates general tenants of Certificate of Need review that pertain to all 

projects.  These have been consolidated and clarified where necessary from the current 

regulation.  The one major change from the current regulation is that the total project cost 

threshold under which architectural self-certification is allowed has been raised from $15 

million to $30 million. The amounts included in the proposal reflect an appropriate 

balance between the recognition of increased construction costs for large-scale projects 

and the desire to maintain sufficient oversight while reducing administrative barriers. 

710.1(c)(3) describes proposals requiring a Full Review including a recommendation 

from the Public Health and Health Planning Council.  Specifically, it raises the total 

project cost thresholds subject to Full Review for general hospitals to the greater of $60 

million (currently $30 million) or 10% of a facility’s operating costs, not to exceed $150 
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million, and for all other facility types subject to certificate of need review, projects that 

exceed the greater of $20 million (currently $15 million) or 10% of a facility’s operating 

costs, not to exceed $30 million.  For projects adding beds, converting beds to a higher 

level of care, or otherwise changing the number of beds, only those that add or otherwise 

change more than 10% of existing beds will be subject to Full Review regardless of cost. 

Conversion of beds to a lower level of care if less than 10% of existing beds which be 

subject to Administrative or Limited review.  Lung transplant services are added to those 

that require a full review certificate of need while several other services have been 

removed including Therapeutic Radiology, Cardiac Catheterization, Bone Marrow 

Transplantation, Burn Care, Acquired Immune Deficiency Syndrome (AIDS) centers, and 

Epilepsy Services.   

710.1(c)(4) describes proposals eligible for Administrative Review.  Specifically, it raises 

the total project cost thresholds for general hospitals subject to Administrative Review to 

greater than $30 million (currently $15 million) but not exceeding the greater of $60 

million or 10% of a facility’s operating costs not to exceed $150 million and for other 

facility types, greater than $8 million (currently $6 million) but not exceeding the greater 

of $20 million or 10% of a facility’s operating costs not to exceed $30 million. The 

amounts included in the proposed regulation reflect an appropriate balance between the 

recognition of increased construction costs for large-scale projects and the desire to 

maintain sufficient oversight. 

In addition, references to specific services have been removed from the regulation. These 

include services that either no longer need to be separated out or that better fit within the 

general review requirements, including but not limited to: Diagnostic Cardiac 
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Catheterization service; changes in bed capacity at an acquired immune deficiency 

syndrome (AIDS) center; addition of skilled nursing facility beds for individuals with 

acquired immune deficiency syndrome (AIDS); acquisition of magnetic resonance 

imaging (MRI) machines; addition of adult day health care services; and acquisition of 

computed tomography (CT) scanners.  

710.1(c)(4) also makes any project funded primarily by state grants eligible for 

Administrative Review to avoid subjecting projects for modernization of the States health 

care infrastructure to duplicative levels of review. 

 Finally, 710.1(c)(4) removes projects involving Emergency Room space from requiring 

Administrative Review in order to reduce approval times and support providers in 

meeting heightened demand for such services. 

710.1(c)(5) describes proposals eligible for Limited Review.  Specifically, it raises the 

total project cost threshold eligible for Limited Review to $30 million (currently $15 

million) for general hospitals and $8 million (currently $6 million) for all other facility 

types.  

Other changes include exempting from review the addition or renovation of exam rooms 

in facilities where such space already exists within or adjacent to previously certified 

space regardless of project cost as exam rooms pose minimal risk as they are used for 

limited scope of services with minimal physical environmental standards. Such projects 

would require only notice to the Department.  The proposed regulations would also make 

mobile van extension clinics eligible for Limited Review as they have fewer generally 

accepted design and construction standards than traditional brick and mortar buildings.  
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These proposed regulations reflect an appropriate balance between the recognition of 

reducing administrative barriers and approval times and the desire to maintain sufficient 

oversight. 

The previous 710.1(c)(6) delineating cardiac catheterization proposals requiring limited 

review was removed.  Projects covered therein will be assigned a review level under 

general provisions of the new section, e.g., project cost thresholds and impact on the 

facility’s operating certificate. 

The new 710.1(c)(6) describes proposals that do not require a Certificate of Need 

Application and require only written notice to the State Department of Health.  Notices 

will be required for non-clinical projects greater than $12 million instead of the previous 

$6 million.  Also, any project that is otherwise eligible for Limited Review, but is 

architecturally self-certified by the applicant, will now also be eligible for notice only as 

long as it does not involve a change in the beds or services which would require an 

update to the applicant’s operating certificate.   
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Pursuant to the authority vested in the Public Health and Health Planning Council, 

subject to the approval of the Commissioner of Health, by section 2803(2)(a) of the 

Public Health Law, section 710.1 of Title 10 of the Official Compilation of Codes, Rules 

and Regulations of the State of New York is hereby repealed and replaced, to be effective 

after publication of Notice of Adoption in the New York State Register, to read as 

follows: 

Section 710.1 General provisions.  

(a) Medical facilities shall be planned to achieve efficiency and economy of operation 

and care of high quality. 

(b) For purposes of this Part, the following terms shall have the following meanings: 

(1) “General hospital” means a general hospital as defined in subdivision 10 of section 

2801 of the Public Health Law. 

(2) “Total project cost(s)” means total costs for construction, including but not limited to 

costs for demolition work, site preparation, design and construction contingencies, total 

costs for real property, for fixed and movable equipment, architectural and/or engineering 

fees, construction manager and/or consultant fees, construction loan interest costs, and 

other financing, professional and ancillary fees, charges, and allowances. Such costs shall 

include the cost of all capital items associated with an acquisition, lease arrangement 

and/or construction. If any acquisition is to be financed through a leasing arrangement, 

the relevant cost shall be the cost of the asset, not the lease amount. 

(3) “Total basic cost(s) of construction” means total project cost(s) less capitalized 

amounts of construction loan interest cost(s) and other financing fees and charges. 
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(c) The erection, building, acquisition, alteration, reconstruction, improvement, extension, 

or modification of a medical facility, including its equipment and services shall be 

governed by the following: 

(1) Proposals requiring a certificate of need application. Any proposal which involves any 

of the following shall be the subject of an application submitted for review pursuant to 

the requirements of this Part and Article 28 of the Public Health Law: 

(i) the initial construction or acquisition of a building for use as a hospital as defined in 

subdivision 1 of section 2801 of Public Health Law; 

(ii) any other construction, addition or replacement proposal involving a total project cost 

in excess of $30,000,000 for a general hospital or $8,000,000 for all other facilities, 

except non-clinical and health information technology projects subject to paragraph (6) of 

this subdivision; 

(iii) a conversion of beds or a change in the certified bed capacity of a facility, regardless 

of cost;  

(iv) the addition, modification, change in the method of delivery of, decertification of a 

licensed service, or the addition or deletion of approval to operate part-time clinics, 

regardless of costs. The addition or deletion of part-time clinic services operated by the 

State Department of Health (other than as an extension of an article 28 hospital operated 

by the State Department of Health) or by the health department of a city or county as 

such terms are defined in section 614 of the Public Health Law shall not be subject to 

approval pursuant to this Part; or 
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(v) the initial acquisition or addition of any equipment, regardless of cost, utilized in the 

provision of a service listed in paragraph (3) of this subdivision. A proposal for the 

replacement of existing equipment, regardless of cost, which meets the criteria contained 

therein, shall not require an application but shall be processed pursuant to paragraph (6) 

of this subdivision. 

(2) Certificate of Need applications shall be processed as follows: 

(i) Applicants shall submit all such requests for approval of proposals described in this 

section through the electronic application submission process at the address posted on the 

department's website, including such information and documentation as the department 

requires to determine whether the proposal is acceptable to include the services to be 

provided and the facility areas to be utilized. If construction is required, the request 

should include the cost of such construction and information required by the State 

Department of Health Bureau of Architectural and Engineering Facility Planning under 

this Part. 

(ii) A review shall be conducted of the proposal’s compliance with applicable statutes, 

codes, rules, and regulations relating to the operation of the proposed facility as well as 

the structural, architectural, engineering, environmental, safety and sanitary requirement 

of licensed medical facilities as appropriate. 

(iii) If the department determines that the proposal complies with all pertinent statutory 

and regulatory requirements, the department shall notify the applicant, in writing, that the 

proposal is acceptable and, if applicable, an amended operating certificate will be issued. 
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(iv) If the department determines that the proposal is not acceptable, the applicant shall 

be notified in writing of such determination and the bases thereof. For any application 

deemed unacceptable, if the applicant disagrees with the commissioner's determination, 

the applicant may submit a Certificate of Need application to be processed for full review 

in accordance with this Part. 

(v) For any application for which the total basic cost of construction does not exceed 

$30,000,000, as an alternative to the department’s review of the architectural and 

engineering documentation required under this Part, the commissioner may accept a 

written self-certification by an architect or engineer licensed by the State of New York, 

that such project complies with applicable statutes, codes, rules, and regulation Parts 711 

through 717 and 795 of this Title without exceptions or waivers.  The self-certification 

shall be provided with the architectural and engineering documentation and will be made 

available for review at the onsite survey conducted by the department in accordance with 

article 28 of the Public Health Law. The costs of any subsequent corrections necessary to 

achieve compliance with the requirements when the prior work was not completed 

properly and was not accurately certified shall not be considered allowable costs for 

reimbursement under Part 86 of this Title. This clause does not waive any of the 

requirements of section 5-1.22 of this Title pertaining to any project interaction with 

public water systems. 

(vi) Medical facilities undertaking programmatically related construction and/or 

acquisition projects during their fiscal year with an aggregate total cost that will exceed 

$30,000,000 for general hospitals or $8,000,00 for all other facilities shall submit a single 

application encompassing all such projects for review pursuant to the requirements of this 
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Part and article 28 of the Public Health Law. If a subsequent audit reveals that during any 

such period a medical facility has undertaken several projects or submitted several 

proposals or applications that are programmatically related and total more than 

$30,000,000 in the aggregate for general hospitals or $8,000,00 in the aggregate for all 

other facilities, the facility's reimbursement rate may be reduced to the extent it includes 

the cost of the related projects. 

(3) Proposals requiring a Full Review, including a recommendation of the Public Health 

and Health Planning Council pursuant to the requirements of this Part and article 28 of 

the Public Health Law: 

(i) any proposal involving total project cost in excess of $60,000,000 for a general 

hospital or $20,000,000 for all other facilities, except as otherwise provided under 

paragraph (4) of this subdivision; 

(ii) the addition of beds totaling more than 10% of current beds or the conversion of more 

than 10% of current beds to a bed type of a higher level of care, regardless of cost; 

(iii) any proposal for the addition or modification of the following services, or the initial 

acquisition of any equipment relating thereto, regardless of cost: 

(a) adult or pediatric cardiac surgery; or 

(b) kidney, heart, liver, and lung transplantation; 

(iv) any proposal which would otherwise be eligible for Administrative Review, but 

which exceeds a facility's Administrative Review limitation; or 
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(v) any proposal which would otherwise be eligible for Administrative or Limited 

Review, but which is recommended for disapproval. 

(4) Proposals eligible for Administrative Review. 

(i) The commissioner may administratively approve applications submitted pursuant to 

article 28 of the Public Health Law and this Part without the recommendation of the 

Public Health and Health Planning Council where the total project cost does not exceed 

$60,000,000 for a general hospital or $20,000,000 for all other facilities. An application 

shall be eligible for Administrative Review even though total project costs exceed 

$60,000,000 for a general hospital or $20,000,000 for all other facilities, if:  

(a) (1) total project costs do not exceed 10% of the total operating costs of the facility for 

the fiscal year ended two years prior to the submission of the application; and  

(2) total project costs do not exceed $150,000,000 for a general hospital or $30,000,000 

for all other facilities. Notwithstanding anything in this Part to the contrary, any cost 

increase of a project in excess of $60,000,000 for general hospitals or $20,000,000 for all 

other facilities that is administratively reviewed under this subparagraph, resulting in total 

project costs in excess of the $150,000,000 for general hospitals or $30,000,000 for all 

other facilities, or in excess of 10% of the total operating costs of the facility for the fiscal 

year ended two years prior to the submission of the application, shall subject the 

application to full review; or  

(b) the project is funded primarily through awarded State grants. 
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(ii) The following types of proposals shall require an Administrative Review even if they 

meet the total project cost threshold for Limited Review under paragraph (5) of this 

subdivision: 

(a) the addition or modification of a licensed service other than those set forth in 

paragraph (3) of this subdivision which require Full Review;  

(b) the addition of beds totaling up to 10% of current beds or the conversion of up to 10% 

of current beds to a bed type of a higher level of care, regardless of cost; 

(c) the conversion of beds other than a conversion which would establish a higher level of 

care, which proposal would require a full review, including a recommendation of the 

Public Health and Health Planning Council, and except as provided for in paragraph (5) 

of this subdivision; 

(d) the temporary addition of beds to a facility's certified capacity, for a period of time not 

to exceed one year, required to address high priority health care needs for which there is a 

demonstrated severe shortage;  

(e) the operation or relocation of an extension clinic as defined in section 401.1 of this 

Title, when such relocation is to a site outside of the current service area of the extension 

clinic, as defined in paragraph (5) of this subdivision; 

(f) the addition of a methadone maintenance treatment program; 

(g) an application for the relocation of long-term ventilator beds from one residential 

health care facility to another residential health care facility with common ownership. 

Common ownership shall be found when the ownership in the operator of each 
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residential health care facility is the same, provided the percentage of ownership interest 

of each owner may vary between the two facilities but must meet the whole in common 

ownership; or  

(h) the addition of chronic renal dialysis stations by a facility approved and operating 

dialysis stations. A facility approved to provide only chronic renal dialysis shall be 

deemed approved to provide: 

(1) all modalities of chronic renal dialysis; and 

(2) chronic renal dialysis services to patients at home, provided that a facility shall give 

the appropriate area office of the department at least 15 days' written notice prior to 

commencing or terminating the facility's program for the provision of chronic renal 

dialysis services to patients at home. 

(5) Proposals eligible for Limited Review.  

(i) Proposals where total project cost does not exceed $30,000,000 for a general hospital 

or $8,000,000 for all other facilities, and for which a higher level of review is not 

otherwise required under this Part, shall be eligible to be reviewed under this paragraph, 

except for proposals covered by paragraph (6) of this subdivision. 

(ii) A review shall be conducted of the proposal’s compliance with applicable statutes, 

codes, rules, and regulations relating to the structural, architectural, engineering, 

environmental, safety and sanitary requirement of licensed medical facilities, where the 

proposal relates to the acquisition, relocation, installation, or modification of: 
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(a) Medical equipment involving ionizing radiation or magnetic resonance, including 

magnetic resonance imagers (MRIs) and computed tomography (CT) scanners by a 

general hospital as defined in article 28 of the Public Health Law. 

(b) Facility areas relating to clinical services or surgical or other invasive procedures, not 

otherwise requiring approval under this section, except examination rooms which are 

covered under paragraph (6) of this subdivision. 

(c) Inpatient units, including resident rooms in a residential health care facility and other 

spaces used by residents of residential health care facilities on a daily basis, other than 

when routine maintenance and repairs are performed or for routine purchase of 

equipment. 

(d) Heating, ventilating, air conditioning, plumbing, electrical, water supply, and fire 

protection systems that involve modification or alteration of clinical space, services or 

equipment such as operating rooms, treatment and procedure rooms, and intensive care, 

cardiac care and other special care units (such as airborne infection isolation rooms and 

protective environment rooms), laboratories and special procedure rooms, and patient or 

resident rooms or other spaces used by residents of residential health care facilities on a 

daily basis. Projects involving routine maintenance or repairs or routine purchases 

affecting such systems shall not be subject to this subparagraph. 

(iii) The following proposals shall also be subject to Limited Review under this 

paragraph for programmatic and/or public need purposes: 

(a) Any proposal to decertify a facility's beds, for which a higher level of review is not 

otherwise required under this Part. The applicant shall submit information indicating the 
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number of beds to be decertified, where the beds to be decertified are physically located 

in the facility and what, if any, alternate use will be made of the space. 

(b) Any proposal solely to decertify services, other than those set forth in subparagraph 

(3)(iii) of this subdivision. The applicant shall submit information indicating the services 

to be decertified, where the services to be decertified are physically provided and what, if 

any, alternate use will be made of the space.  

(c) Any proposal to add services, other than those set forth in subparagraphs (3)(iii) and 

(4)(i) of this subdivision, for which a higher level of review is not otherwise required 

under this Part. The applicant shall submit information indicating the services to be 

certified, the additional staffing requirement, if any, where the services to be certified are 

physically provided in the facility and what, if any, construction will be required in the 

facility. 

(d) Any proposal to convert beds from one category to another in the categories listed in 

this clause and for which the acute care inpatient facility is already a certified provider. 

The applicant shall submit information indicating the number of beds to be converted and 

the categories from and to which the beds will be converted. 

This clause applies to beds in the following categories: 

(1) medical/surgical; 

(2) intensive care; 

(3) coronary care; 

(4) pediatric; 
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(5) pediatric intensive care; 

(6) neonatal intensive care; 

(7) neonatal intermediate care; 

(8) neonatal continuing care; 

(9) maternity; and 

(10) chemical dependence - detoxification. 

(e) Any proposal to relocate an extension clinic within the same service area, defined as: 

(1) one or more postal zip code areas in each of which 25% or more of the extension 

clinic's patients reside; or 

 (2) the area within one mile of the current location of such extension clinic, which does 

not entail an increase in services or clinical capacity.  

(f) Any proposal to operate, change services offered, change hours of operation, or 

relocate a part-time clinic site other than the discontinuance of service subject to clause 

6(i)(d) of this subdivision. Requests for approval shall be consistent with the provisions 

of section 703.6(b) of this Title. If a proposal requests approval for an arrangement or 

services that are not permissible for a part-time clinic, the proposal will not be accepted 

for processing under this section.  

(g) The relocation of an extension clinic within the same service area, defined as: 

Notwithstanding anything in this Title to the contrary, any proposal for the reallocation, 

relocation, or redistribution of acute care beds from one general hospital to another 

general hospital within the same established article 28 network. The applicant shall 
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submit information indicating the current and proposed certified bed capacity for each 

service and facility for which the reallocation, relocation or redistribution of beds is 

proposed. 

(h) Any proposal to operate a mobile van extension clinic. 

(6) Proposals not requiring an application. 

(i) The following types of construction projects shall not require prior approval under this 

Part, regardless of cost, provided that a written notice has been submitted to the 

department prior to commencement of construction, together with, where indicated in this 

paragraph, a written certification by a New York State licensed architect or engineer that 

the project meets all applicable statutes, codes and regulations; and provided that the 

hospital shall implement a plan to protect patient safety during construction projects that 

implicate patient safety, consistent with section 711.2 of this Part and other applicable 

standards, and as otherwise required by the department: 

(a) Any proposal for the correction of cited deficiencies, consistent with a plan of 

correction approved by the department, provided that the construction is limited to the 

correction of the deficiencies. 

(b) Any proposal for the repair or maintenance of a medical facility, including routine 

purchases and the acquisition of minor equipment undertaken in the course of a medical 

facility's inventory control functions, provided that for proposals under this clause with a 

total cost of up to $12,000,000, including separate proposals which are programmatically 

related, no written notice shall be required. This subparagraph shall not apply to activities 

requiring a Limited Review under paragraph (5) of this subdivision. 
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(c) Any proposal for the addition or renovation of examination rooms within or adjacent 

to previously certified space. 

(d) Any proposal to discontinue a part-time clinic site of a medical facility already 

authorized to operate part-time clinics pursuant to this Part shall not require the 

submission of an application pursuant to this Part, but compliance is required with the 

applicable notice provisions of section 703.6 of this Title. 

(e) Any proposal for the replacement of existing equipment, regardless of cost, with 

another piece of equipment used for similar purposes but employing substantially 

equivalent current technology which, if subject to approval by the U.S. Food and Drug 

Administration, has received such approval. The facility's written notice to the 

department shall include a written certification by a New York State licensed architect or 

engineer that the project meets the applicable statutes, codes, and regulations; and a plan 

to protect patient safety during replacement projects that implicate patient safety, 

consistent with section 711.2 of this Part and other applicable standards, and as otherwise 

required by the department. Upon completion of the project, the facility shall, where 

applicable, submit written certification by a New York State licensed architect, engineer 

and/or physicist that the replacement equipment as installed meets applicable statutes, 

codes, and regulations; and such other close-out documents as may be required by the 

department. 

(f) Subject to clause (5)(ii)(d) of this subdivision, any proposal for a nonclinical 

infrastructure project with total project costs in excess of $12,000,000, including but not 

limited to replacement of heating, ventilating and air conditioning, fire alarm and call bell 

systems or components thereof, roofs, elevators, parking lots and garages, dietary, and 
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solid waste and/or sewage disposal and upgrades of the exterior building envelope. The 

facility’s written notice to the department shall include a written certification by a New 

York State licensed architect or engineer that the project meets the applicable statutes, 

codes, and regulations; and shall include a plan to protect patient safety during 

construction consistent with section 711.2 of this Part and other applicable standards, and 

as otherwise required by the department. Upon completion of the project, the facility 

shall, where applicable, submit written certification by a New York State licensed 

architect, engineer and/or physicist that the project as constructed or installed meets 

applicable statutes, codes, and regulations; and such other close-out documents as may be 

specified by the department. 

(g) Any proposal that relates to health information technology regardless of cost.  For 

health information technology proposals involving the implementation of clinical 

information systems, electronic medical records, computerized physician order entry, 

radiology systems, lab ordering systems or other health information systems impacting 

patient care, the facility’s written notice to the department shall include a certification of 

the technology's interoperability with other systems and conformance with State and 

Federal guidelines and regulations governing the use and exchange of information, 

including privacy and security, that is acceptable to the department. 

(h) Any project eligible for review under paragraph 5 of this subdivision that does not 

impact the applicant’s operating certificate and for which the applicant has submitted a 

written self certification by an architect or engineer licensed by the State of New York as 

delineated under subparagraph (2)(v) of this subdivision. 
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(ii)  Proposals for a nonclinical infrastructure project, including but not limited to 

replacement of heating, ventilating and air conditioning, fire alarm and call bell systems 

or components thereof, roofs, elevators, parking lots and garages, dietary, and solid waste 

and/or sewage disposal and upgrades of the exterior building envelope, where total 

project costs do not exceed $12,000,000, shall not require prior approval or written notice 

to the department under this Part, except as required by clause (5)(ii)(d) of this 

subdivision. 

(iii) Notwithstanding anything in this section to the contrary, the commissioner may, at 

the commissioner's discretion, approve capital expenditures that may be required in 

response to new state, municipal, or federal code requirements. Such approval may only 

be considered when such code changes affect large numbers of hospitals (as such term is 

defined in Article 28 of the Public Health Law) and where the commissioner finds that 

the capital expenditure is unlikely to create any risk to patient safety. Upon such 

determination, the commissioner shall notify affected hospitals of the opportunity to 

proceed with such capital expenditures based on a letter of notice to the department. The 

commissioner may impose a cap on anticipated individual project capital expenditures for 

such a waiver. 

(d) Medical facilities shall maintain a record of all additions to property, plant and 

equipment made during the appropriate 12-month period reflected in their capital budget. 

Each addition, which is subject to paragraph (1) of subdivision (c) of this section, must be 

supported by an application approved pursuant to article 28 of the Public Health Law and 

this Part. Each medical facility shall, as a matter of routine, submit with the annual 

certified cost reimbursement reporting forms required by the department, identification of 
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its annual capital expenditures, as provided for in the section entitled “Changes in 

financial positions,” indicating separately the total amounts thereof involving projects in 

the following categories: below $8 million and over $8 million, which have received 

appropriate approvals pursuant to this Part, and the nature of each approval. The facilities 

shall also provide to the department annually, on forms provided by the department, a list 

of projects between $1 million and $8 million, which have been undertaken by the 

facility, although such projects do not require certificate of need approval. 

(e) All drawings and specifications shall bear the seal and signature of an architect or 

engineer licensed to practice in New York State. The commissioner, at his discretion, may 

waive the above requirement when the construction cost is less than $10,000 in value, 

unless otherwise provided for in this Part. 

(f) All construction in or of a medical facility shall have competent and adequate 

architectural and/or engineering inspection at the construction site to ensure that the 

completed work conforms with the approved plans and specifications. 

(g) As a part of the application required for approval of the project, the applicant shall 

give the following assurances: 

(1) that the applicant has or will have a fee simple or such other estate or interest in the 

site, including necessary easements and rights-of-way sufficient to assure use and 

possession for the purpose of the construction and operation of the facility; 

(2) that the applicant will obtain the approval of the commissioner of all required 

submissions, which shall conform to the standards of construction and equipment of this 

Subchapter; 
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(3) that the applicant will submit to the commissioner final working drawings and 

specifications, which shall conform to the standards of construction and equipment of this 

Subchapter, prior to contracting for construction, unless otherwise provided for in section 

710.7 of this Part; 

(4) that the applicant will cause the project to be completed in accordance with the 

application and approved plans and specifications; 

(5) that the applicant will provide and maintain competent and adequate architectural 

and/or engineering inspection at the construction site to insure that the completed work 

conforms with the approved plans and specifications; 

(6) that if the project is an addition to a facility already in existence, upon completion of 

construction all patients shall be removed from areas of the facility which are not in 

compliance with sections 711.4 through 711.8 of this Title, or other pertinent provisions 

of this Subchapter, unless a waiver is granted to specific provisions by the commissioner, 

under section 711.9 of this Title; 

(7) that the facility will be operated and maintained in accordance with the standards 

prescribed by law; and 

(8) that the applicant will comply with the provisions of the Public Health Law and the 

applicable provisions of this Title with respect to the operation of all established, existing 

medical facilities in which the applicant has a controlling interest. 

(h) The applicant shall be required to adequately equip the facility to assure its proper 

operation. 
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REGULATORY IMPACT STATEMENT 

Statutory Authority: 

Public Health Law (PHL) section 2803(2)(a) provides that the Public Health and Health 

Planning Council (PHHPC) shall adopt rules and regulations, subject to the approval of 

the Commissioner of Health, to effectuate the purposes of PHL Article 28 with respect to 

hospitals. 

Legislative Objectives: 

PHL section 2800 declares that “[h]ospitals and related services including health-related 

service of the highest quality, efficiently provided and properly utilized at a reasonable 

cost, are of vital concern to the public health” and bestows upon the Department of 

Health the “central, comprehensive responsibility for the development and administration 

of the state's policy with respect to hospital and related services.” The review of 

applications for hospital establishment and construction is referred to as the Certificate of 

Need process, the objectives of which are to align health care resources with community 

health needs, preserve and promote access to high quality health care, and control 

utilization to promote cost-effective health care. 

PHL section 2801-a provides that hospitals, defined in PHL section 2801 to mean 

“general hospitals”, nursing homes and diagnostic and treatment centers, may not be 

established except as approved by PHHPC. PHHPC may not approve the establishment 

of hospitals unless it is satisfied as to the public need for and financial feasibility of the 

proposed project, the character and competence of the proposed owners and operators, 

and such other matters as it deems pertinent.  The construction of a hospital, defined by 

PHL section 2801 to mean the erection, building, or substantial acquisition, alteration, 
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reconstruction, improvement, extension, or modification of a hospital, including its 

equipment, requires the prior approval of the Commissioner under PHL section 2802. The 

Commissioner may approve a construction application only after affording PHHPC an 

opportunity to make a recommendation, except where regulations adopted by PHHPC 

and approved by the Commissioner provide that PHHPC review is not necessary, and 

only if the Commissioner is satisfied as to public need, financial feasibility and character 

and competence.  PHL section 2802 details procedures for approval of hospital 

construction projects and provides that certain types of hospital construction projects 

require written notice to the Department but not prior approval. These include the 

acquisition of minor equipment, nonclinical infrastructure projects (such as replacement 

of heating, ventilating and air conditioning systems, parking lots and elevators), the 

replacement of existing equipment, and other projects set forth in regulation. 

Current Requirements: 

Consistent with these provisions, Department regulations establish the parameters of the 

Certificate of Need process for establishment and construction projects. Part 600, et seq., 

of Title 10 of the Official Compilation of New York Codes, Rules, and Regulations 

(NYCRR) pertains to establishment and 10 NYCRR Part 710, et seq., relates to 

construction projects. 

Part 710 of 10 NYCRR defines three levels of review for construction projects, (i) Full 

Review, (ii) Administrative Review or (iii) Limited Review. 

Construction projects of greater complexity and higher costs undergo Full Review, 

requiring submission of a Certificate of Need application that includes a series of forms 

and schedules and a detailed review for financial feasibility and public need. PHHPC 
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must be afforded an opportunity to make a recommendation on full review construction 

projects, while the ultimate determination of whether to approve such projects lies with 

the Commissioner. 

Applications that undergo Administrative or Limited Review may be approved by the 

Commissioner without the recommendation of PHHPC. Administrative Review requires 

a Certificate of Need application including the same forms and schedules used for Full 

Review, including those for a financial review.  Limited Review uses abbreviated 

schedules including a narrative describing the construction activity to be undertaken, the 

cost of the construction, and where applicable, architecture/engineering drawings or 

certification. Limited review generally does not include a review for financial feasibility. 

Section 710.1(c)(1) specifies that Certificate of Need applications are necessary for 

certain types of construction projects, including the addition, modification, or 

decertification of licensed services, changes in the method of delivery of a licensed 

service, regardless of cost, or certain acquisitions or addition of equipment. Subsequent 

paragraphs delineate the criteria by which projects are assigned an appropriate level of 

review based on the type of action, the services, and specific circumstances of a project 

as well as the project cost. 

Section 710.1(c)(2) provides that “Full Review” is required for construction applications 

that involve the addition of beds, the addition or modification of a change in delivery for 

certain services, and proposals involving total project costs in excess of $30 million for 

general hospitals or $15 million for all other facilities.  

Section 710.1(c)(3) provides that projects eligible for “Administrative Review” generally.  
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include those with a total project cost that does not exceed $30 million. However, an 

application shall be eligible for Administrative Review even though total project costs 

exceed $30 million, if: (a) total project costs do not exceed 10 percent of the total 

operating costs of the facility for the year ended two years prior to the submission of the 

application; and (b) total project costs do not exceed $100 million for a general hospital 

or $25 million for all other facilities.  

Section 710.1(c)(5) identifies construction projects subject to “Limited Review,” which 

generally include projects with costs that do not exceed $15 million for a general hospital 

and $6 million for all other facilities. Pursuant to section 710.1(c)(5)(ii), Limited Review 

also applies to non-clinical projects involving heating, ventilating, air conditioning, 

plumbing, electrical, water supply and fire protection systems where such projects 

involve the modification or alteration of clinical space, services, or equipment.  

Section 710.1(c)(4) provides that certain construction projects do not require review but 

require written notice to the Department. Such projects include non-clinical infrastructure 

projects (other than projects affecting clinical space, which would require limited review 

as noted above). 

 

Needs and Benefits:    

Over the years, the Department has periodically refined the Certificate of Need process to 

ensure that it continues to advance its objectives, is responsive to a changing health care 

environment, focuses Department and PHHPC resources on issues and projects with the 
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greatest impact, and is as streamlined and expeditious as possible within the parameters 

of the statutory authority. 

In furtherance of these goals, Governor Hochul recognized in her 2024 State of the State 

that health care providers face administrative barriers when seeking to modernize and 

invest in their facilities, including specifically the Certificate of Need process. Governor 

Hochul thus directed the Department to review and amend the Certificate of Need 

process, including raising the cost thresholds for projects, stating that such reforms will 

reduce red tape and approval times for more rapid modernization of the State’s health 

care infrastructure.  

This proposal will raise monetary thresholds determining the level of review for clinical 

projects as well as the threshold for when certain projects require written notice. The 

proposal also focuses on specific services and projects and the level of review required by 

current regulations, with the goal of avoiding, among things, subjecting certain services 

and projects to unnecessary levels of review.  

Project costs thresholds for certificate of need applications will shift from over $15 

million for a general hospital and $6 million for all other facilities to over $30 million for 

a general hospital and $8 million for all other facilities. 

Project cost thresholds were last raised in 2017; construction costs have more recently 

increased substantially. The amounts included in the proposal reflect an appropriate 

balance between the increased construction costs for large-scale projects and the desire to 

maintain sufficient oversight while reducing administrative barriers. 
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Certain review levels for some previously identified types of services and projects have 

been eliminated as they no longer require special consideration due to medical 

advancements. These projects will now be reviewed according to dollar cost thresholds 

and general provisions regarding impact on a facility’s operating certificate.   

The measures included in this streamlining initiative will continue to reflect the overall 

objective of the statutory and regulatory framework, as set forth in 10 NYCRR section 

710.1(a), to help ensure that medical facilities are planned to achieve efficiency and 

economy of operation and care of high quality. At the same time, it will help support 

regulated providers in meeting heightened demands to be increasingly agile given 

ongoing health system reform and evolving trends in medicine. requirements and 

promote flexibility that supports efficiency and innovation. 

COSTS: 

Costs to Private Regulated Parties: 

The proposed amendments will not increase costs for private entities subject to the 

requirements of PHL Article 28 and in fact are expected to have a favorable fiscal impact. 

Some applicants either would no longer need to submit a Certificate of Need application 

or would need to prepare a less complex application, meaning that they will pay less in 

construction fees associated with an application, which are required in higher amounts for 

applications requiring higher levels of review. These changes also should expedite the 

time for approval of projects and therefore minimize costs related to construction delays. 

Costs to Local Government: 

This proposal will not impact local governments unless they operate a hospital, in 
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which case they are likely to experience decreases in costs as noted above with respect to 

private entities. 

Costs to the Department of Health: 

This proposal is not anticipated to have a major fiscal impact on the Department.  The 

annual impact on Certificate of Need construction fee revenues is entirely dependent on 

the total project costs and types of projects submitted and how many of them might fall 

within the narrow bands of cost threshold changes and programmatic changes proposed.  

As such, the impact would vary from year to year. Based on experience, the Department 

estimates the potential impact of this proposal to be in the range of $200,000 to $450,000 

in reduced fee revenue out of $8 million to $12 million in total fees annually.  

Costs to Other State Agencies: 

The proposed regulatory changes will not result in additional costs to other State 

agencies. 

Local Government Mandates: 

The proposed regulatory amendments do not impose new programs, services, duties or 

responsibilities upon any county, city, town, village, school district, fire district, or other 

special district. 

Paperwork: 

The proposed amendments will impose no new reporting requirements, forms or other 
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paperwork. The amendments will reduce paperwork by shifting projects to lower levels 

of review or removing the requirement for the filing of a Certificate of Need application 

with respect to certain projects.  

Duplication: 

This rule does not duplicate any other law, rule, or regulation. 

Alternatives: 

The Department considered other monetary thresholds but ultimately determined that the 

amounts included in the proposal reflect an appropriate balance between the recognition 

of increased construction costs for large-scale projects and the desire to maintain 

sufficient oversight for purposes of promoting high quality services aligned with 

community need. 

Federal Standards: 

The proposed amendments do not exceed any minimum standards of the Federal 

government. There are no Federal rules currently addressing the Certificate of Need 

process. 

Compliance Schedule: 

These regulations will be effective upon publication of a Notice of Adoption in the New 

York State Register and would apply to all construction applications submitted thereafter. 

Consequently, regulated parties should be able to comply with the proposed regulation as 

of its effective date. 
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Contact Person: 

Katherine Ceroalo 
New York State Department of Health 
Bureau of Program Counsel, Regulatory Affairs Unit 
Corning Tower Building, Rm 2438 
Empire State Plaza 
Albany, New York 12237 
(518) 473-7488 
(518) 473-2019 (FAX) 
REGSQNA@health.ny.gov 
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STATEMENT IN LIEU OF REGULATORY FLEXIBILITY ANALYSIS FOR 

SMALL BUSINESSES AND LOCAL GOVERNMENTS 

No regulatory flexibility analysis is required pursuant to section 202-(b)(3)(a) of the State 

Administrative Procedure Act. The proposed rule will not have a substantial adverse 

impact on small businesses or local governments. 
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STATEMENT IN LIEU OF RURAL AREA FLEXIBILITY ANALYSIS 

No rural area flexibility analysis is required pursuant to section 202-bb(4)(a) of the State 

Administrative Procedure Act. The proposed amendments will not impose an adverse 

impact on facilities in rural areas, and will not impose reporting, record keeping or other 

compliance requirements on facilities in rural areas. 
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STATEMENT IN LIEU OF JOB IMPACT STATEMENT 

No job impact statement is required pursuant to section 201-a(2)(a) of the State 

Administrative Procedure Act. No adverse impact on jobs and employment opportunities 

is expected as a result of this proposed regulation. 
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