Section 1

Legal Resources

Authorizing Legislation of the Health Center Program 

(a) Definition of health center. 

(1) In general.  For purposes of this section, the term "health center" means an entity that serves a population that is medically underserved, or a special medically underserved population comprised of migratory and seasonal agricultural workers, the homeless, and residents of public housing, by providing, either through the staff and supporting resources of the center or through contracts or cooperative arrangements -- 

· (A) required primary health services (as defined in subsection (b)(1)); and 

· (B) as may be appropriate for particular centers, additional health services (as defined in subsection (b)(2)) necessary for the adequate support of the primary health services required under subparagraph (A); 
for all residents of the area served by the center (hereafter referred to in this section as the "catchment area"). 


(2) Limitation.  The requirement in paragraph (1) to provide services for all residents within a catchment area shall not apply in the case of a health center receiving a grant only under subsection (g), (h), or (i). 

 

(b) Definitions.  For purposes of this section: 
(1) Required primary health services. 

· (A) In general.  The term "required primary health services" means-- 

· (i) basic health services which, for purposes of this section, shall consist of-- 

· (I) health services related to family medicine, internal medicine, pediatrics, obstetrics, or gynecology that are furnished by physicians and where appropriate, physician assistants, nurse practitioners, and nurse midwives; 

· (II) diagnostic laboratory and radiologic services; 

· (III) preventive health services, including-- 

· (aa) prenatal and perinatal services; 

· (bb) appropriate cancer screening; 

· (cc) well-child services; 

· (dd) immunizations against vaccine-preventable diseases; 

· (ee) screenings for elevated blood lead levels, communicable diseases, and cholesterol; 

· (ff) pediatric eye, ear, and dental screenings to determine the need for vision and hearing correction and dental care; 

· (gg) voluntary family planning services; and 

· (hh) preventive dental services; 

· (IV) emergency medical services; and 

· (V) pharmaceutical services as may be appropriate for particular centers; 

· (ii) referrals to providers of medical services (including specialty referral when medically indicated) and other health-related services (including substance abuse and mental health services); 

· (iii) patient case management services (including counseling, referral, and follow-up services) and other services designed to assist health center patients in establishing eligibility for and gaining access to Federal, State, and local programs that provide or financially support the provision of medical, social, housing, educational, or other related services; 

· (iv) services that enable individuals to use the services of the health center (including outreach and transportation services and, if a substantial number of the individuals in the population served by a center are of limited English-speaking ability, the services of appropriate personnel fluent in the language spoken by a predominant number of such individuals); and 

· (v) education of patients and the general population served by the health center regarding the availability and proper use of health services. 

· (B) Exception.  With respect to a health center that receives a grant only under subsection (g), the Secretary, upon a showing of good cause, shall-- 

· (i) waive the requirement that the center provide all required primary health services under this paragraph; and 

· (ii) approve, as appropriate, the provision of certain required primary health services only during certain periods of the year. 


(2) Additional health services. The term "additional health services" means services that are not included as required primary health services and that are appropriate to meet the health needs of the population served by the health center involved.  Such term may include--

· (A) behavioral and mental health and substance abuse services; 

· (B) recuperative care services; 

· (C) environmental health services, including-- 

· (i) the detection and alleviation of unhealthful conditions associated with-- 

· (I) water supply; 

· (II) chemical and pesticide exposures; 

· (III) air quality; or 

· (IV) exposure to lead; 

· (ii) sewage treatment; 

· (iii) solid waste disposal; 

· (iv) rodent and parasitic infestation; 

· (v) field sanitation; 

· (vi) housing; and 

· (vii) other environmental factors related to health; and 

· (D) in the case of health centers receiving grants under subsection (g), special occupation-related health services for migratory and seasonal agricultural workers, including-- 

· (i) screening for and control of infectious diseases, including parasitic diseases; and 

· (ii) injury prevention programs, including prevention of exposure to unsafe levels of agricultural chemicals including pesticides. 

(3) Medically underserved populations. 
· (A) In general.  The term "medically underserved population" means the population of an urban or rural area designated by the Secretary as an area with a shortage of personal health services or a population group designated by the Secretary as having a shortage of such services. 

· (B) Criteria.  In carrying out subparagraph (A), the Secretary shall prescribe criteria for determining the specific shortages of personal health services of an area or population group.  Such criteria shall-- 

· (i) take into account comments received by the Secretary from the chief executive officer of a State and local officials in a State; and 

· (ii) include factors indicative of the health status of a population group or residents of an area, the ability of the residents of an area or of a population group to pay for health services and their accessibility to them, and the availability of health professionals to residents of an area or to a population group. 

· (C) Limitation.  The Secretary may not designate a medically underserved population in a State or terminate the designation of such a population unless, prior to such designation or termination, the Secretary provides reasonable notice and opportunity for comment and consults with-- 

· (i) the chief executive officer of such State; 

· (ii) local officials in such State; and 

· (iii) the organization, if any, which represents a majority of health centers in such State. 

· (D) Permissible designation. The Secretary may designate a medically underserved population that does not meet the criteria established under subparagraph (B) if the chief executive officer of the State in which such population is located and local officials of such State recommend the designation of such population based on unusual local conditions which are a barrier to access to or the availability of personal health services. 

 

(c) Planning grants. 
(1) In general. 

· (A) Centers.  The Secretary may make grants to public and nonprofit private entities for projects to plan and develop health centers which will serve medically underserved populations.  A project for which a grant may be made under this subsection may include the cost of the acquisition and lease of buildings and equipment (including the costs of amortizing the principal of, and paying the interest on, loans) and shall include-- 

· (i) an assessment of the need that the population proposed to be served by the health center for which the project is undertaken has for required primary health services and additional health services; 

· (ii) the design of a health center program for such population based on such assessment; 

· (iii) efforts to secure, within the proposed catchment area of such center, financial and professional assistance and support for the project; 

· (iv) initiation and encouragement of continuing community involvement in the development and operation of the project; and 

· (v) proposed linkages between the center and other appropriate provider entities, such as health departments, local hospitals, and rural health clinics, to provide better coordinated, higher quality, and more cost-effective health care services. 

· (B) Managed care networks and plans.  The Secretary may make grants to health centers that receive assistance under this section to enable the centers to plan and develop a managed care network or plan.  Such a grant may only be made for such a center if-- 

· (i) the center has received grants under subsection (e)(1)(A) for at least 2 consecutive years preceding the year of the grant under this subparagraph or has otherwise demonstrated, as required by the Secretary, that such center has been providing primary care services for at least the 2 consecutive years immediately preceding such year; and 

· (ii) the center provides assurances satisfactory to the Secretary that the provision of such services on a prepaid basis, or under another managed care arrangement, will not result in the diminution of the level or quality of health services provided to the medically underserved population served prior to the grant under this subparagraph. 

· (C) Practice management networks.  The Secretary may make grants to health centers that receive assistance under this section to enable the centers to plan and develop practice management networks that will enable the centers to-- 

· (i) reduce costs associated with the provision of health care services; 

· (ii) improve access to, and availability of, health care services provided to individuals served by the centers; 

· (iii) enhance the quality and coordination of health care services; or 

· (iv) improve the health status of communities. 

· (D) Use of funds.  The activities for which a grant may be made under subparagraph (B) or (C) may include the purchase or lease of equipment, which may include data and information systems (including paying for the costs of amortizing the principal of, and paying the interest on, loans for equipment), the provision of training and technical assistance related to the provision of health care services on a prepaid basis or under another managed care arrangement, and other activities that promote the development of practice management or managed care networks and plans. 

(2) Limitation.  Not more than two grants may be made under this subsection for the same project, except that upon a showing of good cause, the Secretary may make additional grant awards.

  

(d) Loan guarantee program. 
(1) Establishment. 

· (A) In general.  The Secretary shall establish a program under which the Secretary may, in accordance with this subsection and to the extent that appropriations are provided in advance for such program, guarantee up to 90 percent of the principal and interest on loans made by non-Federal lenders to health centers, funded under this section, for the costs of developing and operating managed care networks or plans described in subsection (c)(1)(B), or practice management networks described in subsection (c)(1)(C). 

· (B) Use of funds.  Loan funds guaranteed under this subsection may be used-- 

· (i) to establish reserves for the furnishing of services on a pre-paid basis; 

· (ii) for costs incurred by the center or centers, otherwise permitted under this section, as the Secretary determines are necessary to enable a center or centers to develop, operate, and own the network or plan; or 

· (iii) to refinance an existing loan (as of the date of refinancing) to the center or centers, if the Secretary determines-- 

· (I) that such refinancing will be beneficial to the health center and the Federal Government; 

· (II) that the center (or centers) can demonstrate an ability to repay the refinanced loan equal to or greater than the ability of the center (or centers) to repay the original loan on the date the original loan was made. 

· (C) Publication of guidance.  Prior to considering an application submitted under this subsection, the Secretary shall publish guidelines to provide guidance on the implementation of this section.  The Secretary shall make such guidelines available to the universe of parties affected under this subsection, distribute such guidelines to such parties upon the request of such parties, and provide a copy of such guidelines to the appropriate committees of Congress. 

· (D) Provision directly to networks or plans.  At the request of health centers receiving assistance under this section, loan guarantees provided under this paragraph may be made directly to networks or plans that are at least majority controlled and, as applicable, at least majority owned by those health centers. 

· (E) Federal credit reform.  The requirements of the Federal Credit Reform Act of 1990 (2 U.S.C. 661 et seq.) shall apply with respect to loans refinanced under subparagraph (B)(iii). 

(2) Protection of financial interests. 

· (A) In general.  The Secretary may not approve a loan guarantee for a project under this subsection unless the Secretary determines that-- 

· (i) the terms, conditions, security (if any), and schedule and amount of repayments with respect to the loan are sufficient to protect the financial interests of the United States and are otherwise reasonable, including a determination that the rate of interest does not exceed such percent per annum on the principal obligation outstanding as the Secretary determines to be reasonable, taking into account the range of interest rates prevailing in the private market for similar loans and the risks assumed by the United States, except that the Secretary may not require as security any center asset that is, or may be, needed by the center or centers involved to provide health services; 

· (ii) the loan would not be available on reasonable terms and conditions without the guarantee under this subsection; and 

· (iii) amounts appropriated for the program under this subsection are sufficient to provide loan guarantees under this subsection. 

· (B) Recovery of payments. 

· (i) In general.  The United States shall be entitled to recover from the applicant for a loan guarantee under this subsection the amount of any payment made pursuant to such guarantee, unless the Secretary for good cause waives such right of recovery (subject to appropriations remaining available to permit such a waiver) and, upon making any such payment, the United States shall be subrogated to all of the rights of the recipient of the payments with respect to which the guarantee was made. Amounts recovered under this clause shall be credited as reimbursements to the financing account of the program. 

· (ii) Modification of terms and conditions.  To the extent permitted by clause (iii) and subject to the requirements of section 504(e) of the Credit Reform Act of 1990 (2 U.S.C. 661c(e)), any terms and conditions applicable to a loan guarantee under this subsection (including terms and conditions imposed under clause (iv)) may be modified or waived by the Secretary to the extent the Secretary determines it to be consistent with the financial interest of the United States. 

· (iii) Incontestability.  Any loan guarantee made by the Secretary under this subsection shall be incontestable-- 

· (I) in the hands of an applicant on whose behalf such guarantee is made unless the applicant engaged in fraud or misrepresentation in securing such guarantee; and 

· (II) as to any person (or successor in interest) who makes or contracts to make a loan to such applicant in reliance thereon unless such person (or successor in interest) engaged in fraud or misrepresentation in making or contracting to make such loan. 

· (iv) Further terms and conditions.  Guarantees of loans under this subsection shall be subject to such further terms and conditions as the Secretary determines to be necessary to assure that the purposes of this section will be achieved. 


(3) Loan origination fees. 
· (A) In general.  The Secretary shall collect a loan origination fee with respect to loans to be guaranteed under this subsection, except as provided in subparagraph (C). 

· (B) Amount.  The amount of a loan origination fee collected by the Secretary under subparagraph (A) shall be equal to the estimated long term cost of the loan guarantees involved to the Federal Government (excluding administrative costs), calculated on a net present value basis, after taking into account any appropriations that may be made for the purpose of offsetting such costs, and in accordance with the criteria used to award loan guarantees under this subsection. 

· (C) Waiver.  The Secretary may waive the loan origination fee for a health center applicant who demonstrates to the Secretary that the applicant will be unable to meet the conditions of the loan if the applicant incurs the additional cost of the fee. 


(4) Defaults. 
· (A) In general.  Subject to the requirements of the Credit Reform Act of 1990 (2 U.S.C. 661 et seq.), the Secretary may take such action as may be necessary to prevent a default on a loan guaranteed under this subsection, including the waiver of regulatory conditions, deferral of loan payments, renegotiation of loans, and the expenditure of funds for technical and consultative assistance, for the temporary payment of the interest and principal on such a loan, and for other purposes.  Any such expenditure made under the preceding sentence on behalf of a health center or centers shall be made under such terms and conditions as the Secretary shall prescribe, including the implementation of such organizational, operational, and financial reforms as the Secretary determines are appropriate and the disclosure of such financial or other information as the Secretary may require to determine the extent of the implementation of such reforms. 

· (B) Foreclosure.  The Secretary may take such action, consistent with State law respecting foreclosure procedures and, with respect to reserves required for furnishing services on a prepaid basis, subject to the consent of the affected States, as the Secretary determines appropriate to protect the interest of the United States in the event of a default on a loan guaranteed under this subsection, except that the Secretary may only foreclose on assets offered as security (if any) in accordance with paragraph (2)(A)(i). 


(5) Limitation. Not more than one loan guarantee may be made under this subsection for the same network or plan, except that upon a showing of good cause the Secretary may make additional loan guarantees.

(6) Authorization of appropriations.  There are authorized to be appropriated tocarry out this subsection such sums as may be necessary.

 

(e) Operating grants. 
(1) Authority. 

· (A) In general.  The Secretary may make grants for the costs of the operation of public and nonprofit private health centers that provide health services to medically underserved populations. 

· (B) Entities that fail to meet certain requirements.  The Secretary may make grants, for a period of not to exceed 2 years, for the costs of the operation of public and nonprofit private entities which provide health services to medically underserved populations but with respect to which the Secretary is unable to make each of the determinations required by subsection (k)(3) [(l)(3)]. 

· (C) Operation of networks and plans.  The Secretary may make grants to health centers that receive assistance under this section, or at the request of the health centers, directly to a network or plan (as described in subparagraphs (B) and (C) of subsection (c)(1)) that is at least majority controlled and, as applicable, at least majority owned by such health centers receiving assistance under this section, for the costs associated with the operation of such network or plan, including the purchase or lease of equipment (including the costs of amortizing the principal of, and paying the interest on, loans for equipment). 


(2) Use of funds.  The costs for which a grant may be made under subparagraph (A) or (B) of paragraph (1) may include the costs of acquiring and leasing buildings and equipment (including the costs of amortizing the principal of, and paying interest on, loans), and the costs of providing training related to the provision of required primary health services and additional health services and to the management of health center programs. 


(3) Construction.  The Secretary may award grants which may be used to pay the costs associated with expanding and modernizing existing buildings or constructing new buildings (including the costs of amortizing the principal of, and paying the interest on, loans) for projects approved prior to October 1, 1996.


[(4)](3) Limitation.  Not more than two grants may be made under subparagraph (B) of paragraph (1) for the same entity. 


[(5)](4) Amount. 

· (A) In general.  The amount of any grant made in any fiscal year under subparagraphs (A) and (B) of paragraph (1) to a health center shall be determined by the Secretary, but may not exceed the amount by which the costs of operation of the center in such fiscal year exceed the total of-- 
(i) State, local, and other operational funding provided to the center; and 
(ii) the fees, premiums, and third-party reimbursements, which the center may reasonably be expected to receive for its operations in such fiscal year. 

· (B) Networks and plans.  The total amount of grant funds made available for any fiscal year under paragraph (1)(C) and subparagraphs (B) and (C) of subsection (c)(1) to a health center or to a network or plan shall be determined by the Secretary, but may not exceed 2 percent of the total amount appropriated under this section for such fiscal year. 

· (C) Payments.  Payments under grants under subparagraph (A) or (B) of paragraph (1) shall be made in advance or by way of reimbursement and in such installments as the Secretary finds necessary and adjustments may be made for overpayments or underpayments. 

· (D) Use of nongrant funds.  Nongrant funds described in clauses (i) and (ii) of subparagraph (A), including any such funds in excess of those originally expected, shall be used as permitted under this section, and may be used for such other purposes as are not specifically prohibited under this section if such use furthers the objectives of the project. 

 

(f) Infant mortality grants. 
(1) In general.  The Secretary may make grants to health centers for the purpose of assisting such centers in--

· (A) providing comprehensive health care and support services for the reduction of-- 

· (i) the incidence of infant mortality; and 

· (ii) morbidity among children who are less than 3 years of age; and 

· (B) developing and coordinating service and referral arrangements between health centers and other entities for the health management of pregnant women and children described in subparagraph (A). 

(2) Priority.  In making grants under this subsection the Secretary shall give priority to health centers providing services to any medically underserved population among which there is a substantial incidence of infant mortality or among which there is a significant increase in the incidence of infant mortality. 


(3) Requirements.  he Secretary may make a grant under this subsection only if the health center involved agrees that-- 

· (A) the center will coordinate the provision of services under the grant to each of the recipients of the services; 

· (B) such services will be continuous for each such recipient; 

· (C) the center will provide follow-up services for individuals who are referred by the center for services described in paragraph (1); 

· (D) the grant will be expended to supplement, and not supplant, the expenditures of the center for primary health services (including prenatal care) with respect to the purpose described in this subsection; and 

· (E) the center will coordinate the provision of services with other maternal and child health providers operating in the catchment area. 

 

(g) Migrant and seasonal agricultural workers. 
(1) In general.  The Secretary may award grants for the purposes described in subsections (c), (e), and (f) for the planning and delivery of services to a special medically underserved population comprised of-- 

· (A) migratory agricultural workers, seasonal agricultural workers, and members of the families of such migratory and seasonal agricultural workers who are within a designated catchment area; and 

· (B) individuals who have previously been migratory agricultural workers but who no longer meet the requirements of subparagraph (A) of paragraph (3) because of age or disability and members of the families of such individuals who are within such catchment area. 

(2) Environmental concerns.  The Secretary may enter into grants or contracts under this subsection with public and private entities to-- 

· (A) assist the States in the implementation and enforcement of acceptable environmental health standards, including enforcement of standards for sanitation in migratory agricultural worker and seasonal agricultural worker labor camps, and applicable Federal and State pesticide control standards; and 

· (B) conduct projects and studies to assist the several States and entities which have received grants or contracts under this section in the assessment of problems related to camp and field sanitation, exposure to unsafe levels of agricultural chemicals including pesticides, and other environmental health hazards to which migratory agricultural workers and seasonal agricultural workers, and members of their families, are exposed. 

(3) Definitions.  For purposes of this subsection: 

· (A) Migratory agricultural worker.  The term "migratory agricultural worker" means an individual whose principal employment is in agriculture, who has been so employed within the last 24 months, and who establishes for the purposes of such employment a temporary abode. 

· (B) Seasonal agricultural worker.  The term "seasonal agricultural worker" means an individual whose principal employment is in agriculture on a seasonal basis and who is not a migratory agricultural worker. 

· (C) Agriculture.  The term "agriculture" means farming in all its branches, including-- 

· (i) cultivation and tillage of the soil; 

· (ii) the production, cultivation, growing, and harvesting of any commodity grown on, in, or as an adjunct to or part of a commodity grown in or on, the land; and 

· (iii) any practice (including preparation and processing for market and delivery to storage or to market or to carriers for transportation to market) performed by a farmer or on a farm incident to or in conjunction with an activity described in clause (ii). 

 

(h) Homeless population. 
(1) In general.  The Secretary may award grants for the purposes described in subsections (c), (e), and (f) for the planning and delivery of services to a special medically underserved population comprised of homeless individuals, including grants for innovative programs that provide outreach and comprehensive primary health services to homeless children and youth and children and youth at risk of homelessness. 


(2) Required services.  In addition to required primary health services (as defined in subsection (b)(1)), an entity that receives a grant under this subsection shall be required to provide substance abuse services as a condition of such grant. 


(3) Supplement not supplant requirement.  A grant awarded under this subsection shall be expended to supplement, and not supplant, the expenditures of the health center and the value of in kind contributions for the delivery of services to the population described in paragraph (1). 


(4) Temporary continued provision of services to certain former homeless individuals.  If any grantee under this subsection has provided services described in this section under the grant to a homeless individual, such grantee may, notwithstanding that the individual is no longer homeless as a result of becoming a resident in permanent housing, expend the grant to continue to provide such services to the individual for not more than 12 months. 


(5) Definitions.  For purposes of this section: 

· (A) Homeless individual.  The term "homeless individual" means an individual who lacks housing (without regard to whether the individual is a member of a family), including an individual whose primary residence during the night is a supervised public or private facility that provides temporary living accommodations and an individual who is a resident in transitional housing. 

· (B) Substance abuse.  The term "substance abuse" has the same meaning given such term in section 534(4) [42 USCS § 290cc-34(4)]. 

· (C) Substance abuse services.  The term "substance abuse services" includes detoxification, risk reduction, outpatient treatment, residential treatment, and rehabilitation for substance abuse provided in settings other than hospitals. 

 

(i) Residents of public housing. 
(1) In general.  The Secretary may award grants for the purposes described in subsections (c), (e), and (f) for the planning and delivery of services to a special medically underserved population comprised of residents of public housing (such term, for purposes of this subsection, shall have the same meaning given such term in section 3(b)(1) of the United States Housing Act of 1937 [42 USCS § 1437a(b)(1)]) and individuals living in areas immediately accessible to such public housing. 


(2) Supplement not supplant.  A grant awarded under this subsection shall be expended to supplement, and not supplant, the expenditures of the health center and the value of in kind contributions for the delivery of services to the population described in paragraph (1). 


(3) Consultation with residents.  The Secretary may not make a grant under paragraph (1) unless, with respect to the residents of the public housing involved, the applicant for the grant-- 

· (A) has consulted with the residents in the preparation of the application for the grant; and 

· (B) agrees to provide for ongoing consultation with the residents regarding the planning and administration of the program carried out with the grant. 

 

(j) Access grants. 
(1) In general.  The Secretary may award grants to eligible health centers with a substantial number of clients with limited English speaking proficiency to provide translation, interpretation, and other such services for such clients with limited English speaking proficiency. 


(2) Eligible health center.  In this subsection, the term "eligible health center" means an entity that-- 

· (A) is a health center as defined under subsection (a); 

· (B) provides health care services for clients for whom English is a second language; and 

· (C) has exceptional needs with respect to linguistic access or faces exceptional challenges with respect to linguistic access. 


(3) Grant amount.  The amount of a grant awarded to a center under this subsection shall be determined by the Administrator.  Such determination of such amount shall be based on the number of clients for whom English is a second language that is served by such center, and larger grant amounts shall be awarded to centers serving larger numbers of such clients. 


(4) Use of funds.  An eligible health center that receives a grant under this subsection may use funds received through such grant to-- 

· (A) provide translation, interpretation, and other such services for clients for whom English is a second language, including hiring professional translation and interpretation services; and 

· (B) compensate bilingual or multilingual staff for language assistance services provided by the staff for such clients. 


(5) Application.  An eligible health center desiring a grant under this subsection shall submit an application to the Secretary at such time, in such manner, and containing such information as the Secretary may reasonably require, including--

· (A) an estimate of the number of clients that the center serves for whom English is a second language; 

· (B) the ratio of the number of clients for whom English is a second language to the total number of clients served by the center; 

· (C) a description of any language assistance services that the center proposes to provide to aid clients for whom English is a second language; and 

· (D) a description of the exceptional needs of such center with respect to linguistic access or a description of the exceptional challenges faced by such center with respect to linguistic access. 


(6) Authorization of appropriations.  There are authorized to be appropriated to carry out this subsection, in addition to any funds authorized to be appropriated or appropriated for health centers under any other subsection of this section, such sums as may be necessary for each of fiscal years 2002 through 2006. 

(k) Applications. 
(1) Submission.  No grant may be made under this section unless an application therefore is submitted to, and approved by, the Secretary. Such an application shall be submitted in such form and manner and shall contain such information as the Secretary shall prescribe. 


(2) Description of need.  An application for a grant under subparagraph (A) or (B) of subsection (e)(1) for a health center shall include-- 

· (A) a description of the need for health services in the catchment area of the center; 

· (B) a demonstration by the applicant that the area or the population group to be served by the applicant has a shortage of personal health services; and 

· (C) a demonstration that the center will be located so that it will provide services to the greatest number of individuals residing in the catchment area or included in such population group. 

Such a demonstration shall be made on the basis of the criteria prescribed by the Secretary under subsection (b)(3) or on any other criteria which the Secretary may prescribe to determine if the area or population group to be served by the applicant has a shortage of personal health services.  In considering an application for a grant under subparagraph (A) or (B) of subsection (e)(1), the Secretary may require as a condition to the approval of such application an assurance that the applicant will provide any health service defined under paragraphs (1) and (2) of subsection (b) that the Secretary finds is needed to meet specific health needs of the area to be served by the applicant.  Such a finding shall be made in writing and a copy shall be provided to the applicant. 


(3) Requirements.  Except as provided in subsection (e)(1)(B), the Secretary may not approve an application for a grant under subparagraph (A) or (B) of subsection (e)(1) unless the Secretary determines that the entity for which the application is submitted is a health center (within the meaning of subsection (a)) and that-- 

1) (A) the required primary health services of the center will be available and accessible in the catchment area of the center promptly, as appropriate, and in a manner which assures continuity; 

2) (B) the center has made and will continue to make every reasonable effort to establish and maintain collaborative relationships with other health care providers in the catchment area of the center; 

3) (C) the center will have an ongoing quality improvement system that includes clinical services and management, and that maintains the confidentiality of patient records; 

4) (D) the center will demonstrate its financial responsibility by the use of such accounting procedures and other requirements as may be prescribed by the Secretary; 

5) (E) the center-- 

i) (i) (I) has or will have a contractual or other arrangement with the agency of the State, in which it provides services, which administers or supervises the administration of a State plan approved under title XIX of the Social Security Act [42 USCS §§ 1396 et seq.] for the payment of all or a part of the center's costs in providing health services to persons who are eligible for medical assistance under such a State plan; and 

ii) (II) has or will have a contractual or other arrangement with the State agency administering the program under title XXI of such Act (42 U.S.C. 1397aa et seq.) with respect to individuals who are State children's health insurance program beneficiaries; or 

b) (ii) has made or will make every reasonable effort to enter into arrangements described in subclauses (I) and (II) of clause (i); 

6) (F) the center has made or will make and will continue to make every reasonable effort to collect appropriate reimbursement for its costs in providing health services to persons who are entitled to insurance benefits under title XVIII of the Social Security Act [42 USCS §§ 1395 et seq.], to medical assistance under a State plan approved under title XIX of such Act [42 USCS §§ 1396 et seq.], or to assistance for medical expenses under any other public assistance program or private health insurance program; 

7) (G) the center-- 

a) (i) has prepared a schedule of fees or payments for the provision of its services consistent with locally prevailing rates or charges and designed to cover its reasonable costs of operation and has prepared a corresponding schedule of discounts to be applied to the payment of such fees or payments, which discounts are adjusted on the basis of the patient's ability to pay; 

b) (ii) has made and will continue to make every reasonable effort-- 

i) (I) to secure from patients payment for services in accordance with such schedules; and 

ii) (II) to collect reimbursement for health services to persons described in subparagraph (F) on the basis of the full amount of fees and payments for such services without application of any discount; 

c) (iii) 

i) (I) will assure that no patient will be denied health care services due to an individual's inability to pay for such services; and 

ii) (II) will assure that any fees or payments required by the center for such services will be reduced or waived to enable the center to fulfill the assurance described in subclause (I); and 

d) (iv) has submitted to the Secretary such reports as the Secretary may require to determine compliance with this subparagraph; 

8) (H) the center has established a governing board which except in the case of an entity operated by an Indian tribe or tribal or Indian organization under the Indian Self-Determination Act or an urban Indian organization under the Indian Health Care Improvement Act (25 U.S.C. 1651 et seq.)-- 

a) (i) is composed of individuals, a majority of whom are being served by the center and who, as a group, represent the individuals being served by the center; 

b) (ii) meets at least once a month, selects the services to be provided by the center, schedules the hours during which such services will be provided, approves the center's annual budget, approves the selection of a director for the center, and, except in the case of a governing board of a public center (as defined in the second sentence of this paragraph), establishes general policies for the center; and 

c) (iii) in the case of an application for a second or subsequent grant for a public center, has approved the application or if the governing body has not approved the application, the failure of the governing body to approve the application was unreasonable; except that, upon a showing of good cause the Secretary shall waive, for the length of the project period, all or part of the requirements of this subparagraph in the case of a health center that receives a grant pursuant to subsection (g), (h), (i), or (q); 

9) (I) the center has developed-- 

a) (i) an overall plan and budget that meets the requirements of the Secretary; and 
(ii) an effective procedure for compiling and reporting to the Secretary such statistics and other information as the Secretary may require relating to-- 

i) (I) the costs of its operations; 

ii) (II) the patterns of use of its services; 

iii) (III) the availability, accessibility, and acceptability of its services; and 

iv) (IV) such other matters relating to operations of the applicant as the Secretary may require; 

10) (J) the center will review periodically its catchment area to-- 

a) (i) ensure that the size of such area is such that the services to be provided through the center (including any satellite) are available and accessible to the residents of the area promptly and as appropriate; 

b) (ii) ensure that the boundaries of such area conform, to the extent practicable, to relevant boundaries of political subdivisions, school districts, and Federal and State health and social service programs; and 

c) (iii) ensure that the boundaries of such area eliminate, to the extent possible, barriers to access to the services of the center, including barriers resulting from the area's physical characteristics, its residential patterns, its economic and social grouping, and available transportation; 

11) (K) in the case of a center which serves a population including a substantial proportion of individuals of limited English-speaking ability, the center has-- 

a) (i) developed a plan and made arrangements responsive to the needs of such population for providing services to the extent practicable in the language and cultural context most appropriate to such individuals; and 

b) (ii) identified an individual on its staff who is fluent in both that language and in English and whose responsibilities shall include providing guidance to such individuals and to appropriate staff members with respect to cultural sensitivities and bridging linguistic and cultural differences; 

12) (L) the center, has developed an ongoing referral relationship with one or more hospitals; and 

13) (M) the center encourages persons receiving or seeking health services from the center to participate in any public or private (including employer-offered) health programs or plans for which the persons are eligible, so long as the center, in complying with this subparagraph, does not violate the requirements of subparagraph (G)(iii)(I). 
For purposes of subparagraph (H), the term "public center" means a health center funded (or to be funded) through a grant under this section to a public agency. 


(4) Approval of new or expanded service applications. The Secretary shall approve applications for grants under subparagraph (A) or (B) of subsection (e)(1) for health centers which-- 

· (A) have not received a previous grant under such subsection; or 

· (B) have applied for such a grant to expand their services; 
in such a manner that the ratio of the medically underserved populations in rural areas which may be expected to use the services provided by such centers to the medically underserved populations in urban areas which may be expected to use the services provided by such centers is not less than two to three or greater than three to two.

(l) Technical assistance. 
The Secretary shall establish a program through which the Secretary shall provide technical and other assistance to eligible entities to assist such entities to meet the requirements of subsection (l)(3).  Services provided through the program may include necessary technical and nonfinancial assistance, including fiscal and program management assistance, training in fiscal and program management, operational and administrative support, and the provision of information to the entities of the variety of resources available under this title and how those resources can be best used to meet the health needs of the communities served by the entities. 

 

(m) Memorandum of agreement.
In carrying out this section, the Secretary may enter into a memorandum of agreement with a State.  Such memorandum may include, where appropriate, provisions permitting such State to-- 

· (1) analyze the need for primary health services for medically underserved populations within such State; 

· (2) assist in the planning and development of new health centers; 

· (3) review and comment upon annual program plans and budgets of health centers, including comments upon allocations of health care resources in the State; 

· (4) assist health centers in the development of clinical practices and fiscal and administrative systems through a technical assistance plan which is responsive to the requests of health centers; and 

· (5) share information and data relevant to the operation of new and existing health centers. 

(n) Records. 
(1) In general.  Each entity which receives a grant under subsection (e) shall establish and maintain such records as the Secretary shall require. 


(2) Availability.  Each entity which is required to establish and maintain records under this subsection shall make such books, documents, papers, and records available to the Secretary or the Comptroller General of the United States, or any of their duly authorized representatives, for examination, copying or mechanical reproduction on or off the premises of such entity upon a reasonable request therefore. The Secretary and the Comptroller General of the United States, or any of their duly authorized representatives, shall have the authority to conduct such examination, copying, and reproduction. 

 

(o) Delegation of authority. 
The Secretary may delegate the authority to administer the programs authorized by this section to any office, except that the authority to enter into, modify, or issue approvals with respect to grants or contracts may be delegated only within the central office of the Health Resources and Services Administration. 

 

(p) Special consideration.
In making grants under this section, the Secretary shall give special consideration to the unique needs of sparsely populated rural areas, including giving priority in the awarding of grants for new health centers under subsections (c) and (e), and the granting of waivers as appropriate and permitted under subsections (b)(1)(B)(i) and (l)(3)(G). 

 

(q) Audits.
(1) In general.  Each entity which receives a grant under this section shall provide for an independent annual financial audit of any books, accounts, financial records, files, and other papers and property which relate to the disposition or use of the funds received under such grant and such other funds received by or allocated to the project for which such grant was made.  For purposes of assuring accurate, current, and complete disclosure of the disposition or use of the funds received, each such audit shall be conducted in accordance with generally accepted accounting principles.  Each audit shall evaluate-- 

· (A) the entity's implementation of the guidelines established by the Secretary respecting cost accounting, 

· (B) the processes used by the entity to meet the financial and program reporting requirements of the Secretary, and 

· (C) the billing and collection procedures of the entity and the relation of the procedures to its fee schedule and schedule of discounts and to the availability of health insurance and public programs to pay for the health services it provides.
A report of each such audit shall be filed with the Secretary at such time and in such manner as the Secretary may require. 


(2) Records.  Each entity which receives a grant under this section shall establish and maintain such records as the Secretary shall by regulation require to facilitate the audit required by paragraph (1).  The Secretary may specify by regulation the form and manner in which such records shall be established and maintained. 


(3) Availability of records.  Each entity which is required to establish and maintain records or to provide for and audit under this subsection shall make such books, documents, papers, and records available to the Secretary or the Comptroller General of the United States, or any of their duly authorized representatives, for examination, copying or mechanical reproduction on or off the premises of such entity upon a reasonable request therefore. The Secretary and the Comptroller General of the United States, or any of their duly authorized representatives, shall have the authority to conduct such examination, copying, and reproduction. 


(4) Waiver. The Secretary may, under appropriate circumstances, waive the application of all or part of the requirements of this subsection with respect to an entity. 

 

(r) Authorization of appropriations. 
(1) In general.  For the purpose of carrying out this section, in addition to the amounts authorized to be appropriated under subsection (d), there are authorized to be appropriated $ 1,340,000,000 for fiscal year 2002 and such sums as may be necessary for each of the fiscal years 2003 through 2006. 

(2) Special provisions. 
· (A) Public centers.  The Secretary may not expend in any fiscal year, for grants under this section to public centers (as defined in the second sentence of subsection (l)(3)) the governing boards of which (as described in subsection (l)(3)(H)) do not establish general policies for such centers, an amount which exceeds 5 percent of the amounts appropriated under this section for that fiscal year.  For purposes of applying the preceding sentence, the term "public centers" shall not include health centers that receive grants pursuant to subsection (h) or (i). 

· (B) Distribution of grants. For fiscal year 2002 and each of the following fiscal years, the Secretary, in awarding grants under this section, shall ensure that the proportion of the amount made available under each of subsections (g), (h), and (i), relative to the total amount appropriated to carry out this section for that fiscal year, is equal to the proportion of the amount made available under that subsection for fiscal year 2001, relative to the total amount appropriated to carry out this section for fiscal year 2001. 

(3) Funding report.  The Secretary shall annually prepare and submit to the appropriate committees of Congress a report concerning the distribution of funds under this section that are provided to meet the health care needs of medically underserved populations, including the homeless, residents of public housing, and migratory and seasonal agricultural workers, and the appropriateness of the delivery systems involved in responding to the needs of the particular populations.  Such report shall include an assessment of the relative health care access needs of the targeted populations and the rationale for any substantial changes in the distribution of funds. 

HISTORY: 
(July 1, 1944, ch 373, Title III, Part D, Subpart I, § 330, as added Oct. 11, 1996, P.L. 104-299, § 2, 110 Stat. 3626; Oct. 26, 2002, P.L. 107-251, Title I, § 101, 116 Stat. 1622.) 

HISTORY; ANCILLARY LAWS AND DIRECTIVES 
References in text: 
The "Indian Self-Determination Act", referred to in this section, is Act Jan. 4, 1975, P.L. 93-638, Title I, 88 Stat. 2206, which appears generally as 25 USCS §§ 450 et seq. For full classification of such Act, consult USCS Tables volumes. 

Explanatory notes: 
The bracketed reference "(l)(3)" has been inserted in subsec. (e)(1)(B), to indicate the reference probably intended by Congress.  
The bracketed paragraph designations "(4)" and (5)" have been inserted in subsec. (e) in order to maintain numerical continuity.  
A prior § 254b (Act July 1, 1944, ch 373, Title III Part D[B][A], Subpart I, § 329 [319] [310], as added Sept. 25, 1962, P.L. 87-692, 76 Stat. 592; Aug. 5, 1965, P.L. 89-109, § 3, 79 Stat. 436; Oct. 15, 1968, P.L. 90-574, Title II, § 201, 82 Stat. 1006; March 12, 1970, P.L. 91-209, 84 Stat. 52; June 18, 1973, P.L. 93-45, Title I, § 105, 87 Stat. 91; July 23, 1974, P.L. 93-353, Title I, § 102(d), 88 Stat. 362; July 29, 1975, P.L. 94-63, Titles IV, VII, §§ 401(a), 701(c), 89 Stat. 334, 352; April 22, 1976, P.L. 94-278, Title VIII, § 801(a), 90 Stat. 414; Aug. 1, 1977, P.L. 95-83, Title III, § 303, 91 Stat. 388; Nov. 10, 1978, P.L. 95-626, Title I, Part A, §§ 102(a), 103(a)-(f), (g)(1)(A), (B), (g)(2), (h), (i), 92 Stat. 3551; July 10, 1979, P.L. 96-32, § 6(a), 93 Stat 83; Aug. 13, 1981, P.L. 97-35, Title IX, Subtitle D, § 930, 95 Stat. 930; Dec. 21, 1982, P.L. 97-375, Title I, § 107(b), 96 Stat. 1820; April 24, 1986, P.L. 99-280, §§ 6, 7, 100 Stat. 400, 401; Aug. 10, 1988, P.L. 100-386, § 2, 102 Stat. 919; Nov. 6, 1990, P.L. 101-527, § 9(b), 104 Stat. 2332; Oct. 27, 1992, P.L. 102-531, Title III, § 309(a), 106 Stat. 3499) was omitted in the general amendment of this Subpart by Act Oct. 11, 1996, P.L. 104-299, § 2, 110 Stat. 3626. Such section provided for migrant health centers.  
A prior § 329 of Act July 1, 1944, ch 373, which provided for a National Health Service Corps, was repealed by Act Oct. 12, 1976, P.L. 94-484, Title IV, § 407(b)(1), 90 Stat. 2268. Similar provisions appear as 42 USCS § 254d. 
Effective date of section: 
This section became effective on October 1, 1996, pursuant to § 5 of Act Oct. 11, 1996, P.L. 104-299, which appears as 42 USCS § 233 note. 

Amendments: 
2002. Act Oct. 26, 2002, in subsec. (b), in para. (1)(A), in cl. (i)(III)(bb), substituted "appropriate cancer screening" for "screening for breast and cervical cancer", in cl. (ii), inserted "(including specialty referral when medically indicated)", and, in cl. (iii), inserted "housing,", and, in para. (2), redesignated subparas. (A) and (B) as subparas. (C) and (D), respectively, inserted new subparas. (A) and (B), and, in subpara. (C)(i) as redesignated, substituted "associated with--" and subcls. (I)-(IV) for "associated with water supply;"; in subsec. (c)(1), in subpara. (B), in the heading, substituted "Managed care" for "Comprehensive service delivery", in the introductory matter, substituted "managed care network or plan." for "network or plan for the provision of health services, which may include the provision of health services on a prepaid basis or through another managed care arrangement, to some or to all of the individuals which the centers serve.", and deleted the concluding matter, which read: "Any such grant may include the acquisition and lease of buildings and equipment which may include data and information systems (including the costs of amortizing the principal of, and paying the interest on, loans), and providing training and technical assistance related to the provision of health services on a prepaid basis or under another managed care arrangement, and for other purposes that promote the development of managed care networks and plans.", and added subparas. (C) and (D); in subsec. (d), substituted the subsection heading for one which read: 


"Managed care loan guarantee program.", in para. (1), in subpara. (A), substituted "up to 90 percent of the principal and interest on loans made by non-Federal lenders to health centers, funded under this section, for the costs of developing and operating managed care networks or plans described in subsection (c)(1)(B), or practice management networks described in subsection (c)(1)(C)." for "the principal and interest on loans made by non-Federal lenders to health centers funded under this section for the costs of developing and operating managed care networks or plans.", in subpara. (B), in cl. (i), deleted "or" following the concluding semicolon, in cl. (ii), substituted "; or" for a concluding period, and added cl. (iii), and added subparas. (D) and (E), deleted paras. (6) and (7), which read: 

"(6) Annual report.  Not later than April 1, 1998, and each April 1 thereafter, the Secretary shall prepare and submit to the appropriate committees of Congress a report concerning loan guarantees provided under this subsection. Such report shall include-- 
"(A) a description of the number, amount, and use of funds received under each loan guarantee provided under this subsection; 
"(B) a description of any defaults with respect to such loans and an analysis of the reasons for such defaults, if any; and 
"(C) a description of the steps that may have been taken by the Secretary to assist an entity in avoiding such a default. 


"(7) Program evaluation.  Not later than June 30, 1999, the Secretary shall prepare and submit to the appropriate committees of Congress a report containing an evaluation of the program authorized under this subsection. Such evaluation shall include a recommendation with respect to whether or not the loan guarantee program under this subsection should be continued and, if so, any modifications that should be made to such program.", 
and redesignated para. (8) as new para. (6); in subsec. (e), in para. (1), in subpara. (B), substituted "subsection (k)(3)" for "subsection (j)(3), and added subpara. (C), in para. (5), in subpara. (A), in the introductory matter, inserted "subparagraphs (A) and (B) of", redesignated subparas. (B) and (C) as subparas. (C) and (D), respectively, and inserted new subpara. (B), and redesignated paras. (4) and (5) as paras. [(4)](3) and [(5)](4), respectively; in subsec. (g), in para. (2), in subpara. (A), inserted "and seasonal agricultural worker", and, in subpara. (B), substituted "and seasonal agricultural workers, and members of their families," for "and members of their families", and, in para. (3)(A), deleted "on a seasonal basis" following "agriculture"; in subsec. (h), in para. (1), substituted "homeless children and youth and children and youth at risk of homelessness" for "homeless children and children at risk of homelessness", redesignated para. (4) as para. (5), inserted new para. (4), and, in para. (5)(C) as redesignated, substituted ", risk reduction, outpatient treatment, residential treatment, and rehabilitation" for "and residential treatment"; in subsec. (j)(3), in subpara. (E), in cl. (i), designated the existing provisions as subcl. (I), substituted "plan; and" for "plan; or", and added subcl. (II), and substituted cl. (ii) for one which read: "(ii) has made or will make every reasonable effort to enter into such an arrangement;", in subpara. (G), in cl. (ii)(II), deleted "and" following the concluding semicolon, redesignated cl. (iii) as cl. (iv), and inserted new cl. (iii), in subpara. (H), substituted "or (q)" for "or (p)", in subpara. (K)(ii), deleted "and" following the concluding semicolon, in subpara. (L), substituted "; and" for a concluding period, and added subpara. (M); and redesignated subsec. (l) as subsec. (s). 

Such Act further purported to redesignate subsecs. (j), (k), and (m)-(q) as subsecs. (n), (o), and (p)-(s), respectively; however, this amendment was executed by redesignating subsecs. (j), (k) and (m)-(q) as subsecs. (l), (m), and (n)-(r), respectively, in order to effectuate the probable intent of Congress. 
Such Act further inserted new subsec. (j); substituted new subsec. (m) for subsec. (m) as redesignated, for one which read: "(m) Technical and other assistance. The Secretary may provide (either through the Department of Health and Human Services or by grant or contract) all necessary technical and other nonfinancial assistance (including fiscal and program management assistance and training in such management) to any public or private nonprofit entity to assist entities in developing plans for, or operating as, health centers, and in meeting the requirements of subsection (j)(2)."; in subsec. (q) as redesignated, substituted "(l)(3)(G)" for "(j)(3)(G)"; and, in subsec. (s) as redesignated, in para. (1), substituted "$ 1,340,000,000 for fiscal year 2002 and such sums as may be necessary for each of the fiscal years 2003 through 2006." for "$ 802,124,000 for fiscal year 1997, and such sums as may be necessary for each of the fiscal years 1998 through 2001.", and, in para. (2), in subpara. (A), substituted "(l)(3)" for "(j)(3)" and substituted "(l)(3)(H)" for "(j)(3)(G)(ii)", and substituted subpara. (B) for one which read: 

"(B) Distribution of grants. 
(i) Fiscal year 1997. For fiscal year 1997, the Secretary, in awarding grants under this section shall ensure that the amounts made available under each of subsections (g), (h), and (i) in such fiscal year bears the same relationship to the total amount appropriated for such fiscal year under paragraph (1) as the amounts appropriated for fiscal year 1996 under each of sections 329, 340, and 340A (as such sections existed one day prior to the date of enactment of this section) bears to the total amount appropriated under sections 329, 330, 340, and 340A (as such sections existed one day prior to the date of enactment of this section) for such fiscal year. 

"(ii) Fiscal years 1998 and 1999. For each of the fiscal years 1998 and 1999, the Secretary, in awarding grants under this section shall ensure that the proportion of the amounts made available under each of subsections (g), (h), and (i) is equal to the proportion of amounts made available under each such subsection for the previous fiscal year, as such amounts relate to the total amounts appropriated for the previous fiscal year involved, increased or decreased by not more than 10 percent.". 

Other provisions: 
GAO study of hospital staff privileges for physicians practicing in community health centers. Act Nov. 5, 1990, P.L. 101-508, Title IV, Subtitle A, Part 2, Subpart B, § 4161(a)(7), 104 Stat. 1388-94; Oct. 31, 1994, P.L. 103-432, Title I, Subtitle B, Part III, § 147(f)(4)(B), 108 Stat. 4431 (effective as if included in the enactment of Act Nov. 5, 1990, as provided by § 147(g) of the 1994 Act, which appears as 42 USCS § 1320a-3a note), provides: 

"(A) Study. The Comptroller General shall conduct a study of whether physicians practicing in community and migrant health centers are able to obtain admitting privileges at local hospitals. The study shall review-- 
"(i) how many physicians practicing in such centers are without hospital admitting privileges or have been denied admitting privileges at a local hospital, and 
"[(ii)](i)(I) the criteria hospitals use in deciding whether to grant admitting privileges and (II) whether such criteria act as significant barriers to health center physicians obtaining hospital privileges. 
"(B) Report. By not later than 18 months after the date of the enactment of this Act, the Comptroller General shall submit a report on the study under subparagraph (A) to the Committees on Ways and Means and Energy and Commerce of the House of Representatives and to the Committee on Finance of the Senate and shall include in such report such recommendations as the Comptroller General deems appropriate.". 

Oct. 11, 1996 amendments; transition provisions. Act Oct. 11, 1996, P.L. 104-299, § 3(b), 110 Stat. 3644 (effective Oct. 1, 1996, as provided by § 5 of such Act, which appears as 42 USCS § 233 note), provides: "The Secretary of Health and Human Services shall ensure the continued funding of grants made, or contracts or cooperative agreements entered into, under subpart I of part D of title III of the Public Health Service Act (42 U.S.C. 254b et seq.) (as such subpart existed on the day prior to the date of enactment of this Act), until the expiration of the grant period or the term of the contract or cooperative agreement. Such funding shall be continued under the same terms and conditions as were in effect on the date on which the grant, contract or cooperative agreement was awarded, subject to the availability of appropriations.". 

References to community health centers, etc. Act Oct. 11, 1996, P.L. 104-299, § 4(c), 110 Stat. 3645 (effective Oct. 1, 1996, as provided by § 5 of such Act, which appears as 42 USCS § 233 note), provides: "Whenever any reference is made in any provision of law, regulation, rule, record, or document to a community health center, migrant health center, public housing health center, or homeless health center, such reference shall be considered a reference to a health center.". 
Act Oct. 11, 1996; additional amendments. Act Oct. 11, 1996, P.L. 104-299, § 4(e), 110 Stat. 3645 (effective Oct. 1, 1996, as provided by § 5 of such Act, which appears as 42 USCS § 233 note), provides: "After consultation with the appropriate committees of the Congress, the Secretary of Health and Human Services shall prepare and submit to the Congress a legislative proposal in the form of an implementing bill containing technical and conforming amendments to reflect the changes made by this Act [for full classification, consult USCS Tables volumes].". 

Guarantee study. Act Oct. 26, 2002, P.L. 107-251, Title V, § 501, 116 Stat. 1664, provides: "The Secretary of Health and Human Services shall conduct a study regarding the ability of the Department of Health and Human Services to provide for solvency for managed care networks involving health centers receiving funding under section 330 of the Public Health Service Act [this section]. The Secretary shall prepare and submit a report to the appropriate Committees of Congress regarding such ability not later than 2 years after the date of enactment of the Health Care Safety Net Amendments of 2002 [enacted Oct. 26, 2002].". 

NOTES: 

CODE OF FEDERAL REGULATIONS 
Public Health Service, Department of Health and Human Services-Grants for migrant health services, 42 CFR Part 56. 

CROSS REFERENCES 
This section is referred to in 29 USCS § 777b; 42 USCS §§ 218, 254g, 296m, 297b, 297j, 300e-14a, 300ee-16, 300ee-33, 1396b, 1396r-1. 

RESEARCH GUIDE 
Am Jur: 
70C Am Jur 2d, Social Security and Medicare § 2327. 

INTERPRETIVE NOTES AND DECISIONS 
1. Generally 
2. Governing body 
3. Challenges to administrative decisions 

1. Generally 
Community health center provides health services for all residents of area it serves (42 USCS § 254c(a)) unlike migrant health centers which serve narrower group (predecessor to 42 USCS § 254b). Martinez v Mathews (1976, CA5 Fla) 544 F2d 1233. 

2. Governing body 
Preliminary injunction was properly issued requiring provider of health services for migrant and seasonal farmworkers to comply with Migrant Health Act's requirement that individuals being served by medical center comprise majority of provider's "governing board" as mandated under predecessor to 42 USCS § 254b by requiring that new board be selected as soon as plan therefor was approved by court. Martinez v Mathews (1976, CA5 Fla) 544 F2d 1233. 

3. Challenges to administrative decisions 
Migrant health service provider claiming that HEW's disapproval of benefits granted under predecessor to 42 USCS § 254b damaged reputation of provider was within protective zone of interest and had standing to challenge HEW's action. Southern Mut. Help Asso. v Califano (1977) 187 US App DC 307, 574 F2d 518. 

 


PART 51c—GRANTS FOR COMMUNITY HEALTH SERVICES



Authority:   Sec. 330, Public Health Service Act, 89 Stat. 342, (42 U.S.C. 254c); sec. 215, Public Health Service Act, 58 Stat. 690, (42 U.S.C. 216). 
Source:   41 FR 53205, Dec. 3, 1976, unless otherwise noted. 

§ 51c.101   Applicability.
The regulations of this subpart are applicable to all project grants authorized by section 330 of the Public Health Service Act (42 U.S.C. 254c).
§ 51c.102   Definitions.

As used in this part:
(a) Act means the Public Health Service Act.

(b) Catchment area means the area served by a project funded under section 330 of the Act.

(c)(1) Community health center or center means an entity which, through its staff and supporting resources or through contracts or cooperative arrangements with other public or private entities, provides for all residents of its catchment area:

(i) Primary health services;

(ii) As determined by the Secretary to be appropriate for particular centers, supplemental health services necessary for the adequate support of primary health services;

(iii) Referral to providers of supplemental health services and payment, as determined by the Secretary to be appropriate and feasible, for their provision of such services;

(iv) Environmental health services, as determined by the Secretary to be appropriate for particular centers; and

(v) Information on the availability and proper use of health services.

(2) For purposes of paragraph (c)(1) of this section, the provision of a given service by a center will be determined by the Secretary to be appropriate where:

(i) There is a need, as determined by the Secretary, for the provision of such service in the catchment area; and

(ii) The provision of such service by the center is feasible, taking into consideration the center's projected revenues, other resources, and grant support under this part.

(d) Environmental health services means the detection and alleviation of unhealthful conditions of the environment of the catchment area, such as problems associated with water supply, sewage treatment, solid waste disposal, rodent and parasite infestation, and housing conditions.  For the purposes of this part, the detection and alleviation of unhealthful conditions of the environment includes the notification of and making of arrangements with appropriate Federal, State, or local authorities responsible for correcting such conditions.

(e) Medically underserved population means the population of an urban or rural area designated by the Secretary as an area with a shortage of personal health services or a population group designated by the Secretary as having a shortage of such services. Medically underserved areas will be designated by the Secretary and a list of those designated will be published in the Federal Register from time to time, taking into consideration the following factors, among others:

(1) Available health resources in relation to size of the area and its population, including appropriate ratios of primary care physicians in general or family practice, internal medicine, pediatrics, or obstetrics and gynecology to population;

(2) Health indices for the population of the area, such as infant mortality rate;

(3) Economic factors affecting the population's access to health services, such as percentage of the population with incomes below the poverty level; and

(4) Demographic factors affecting the population's need and demand for health services, such as percentage of the population age 65 and over.

(f) Nonprofit, as applied to any private agency, institution, or organization, means one which is a corporation or association, or is owned and operated by one or more corporations or associations, no part of the net earnings of which inures, or may lawfully inure, to the benefit of any private shareholder or individual.

(g) Physician means a licensed doctor of medicine or doctor of osteopathy.

(h) Primary health services means:

(1) Diagnostic, treatment, consultative, referral, and other services rendered by physicians, and, where feasible, by physician's extenders, such as physicians' assistants, nurse clinicians, and nurse practitioners;

(2) Diagnostic laboratory services and diagnostic radiologic services;

(3) Preventive health services, including medical social services, nutritional assessment and referral, preventive health education, children's eye and ear examinations, prenatal and post-partum care, prenatal services, well child care (including periodic screening), immunizations, and voluntary family planning services;

(4) Emergency medical services, including provision, through clearly defined arrangements, for access of users of the center to health care for medical emergencies during and after the center's regularly scheduled hours;

(5) Transportation services as needed for adequate patient care, sufficient so that residents of the catchment area served by the center with special difficulties of access to services provided by the center receive such services; and

(6) Preventive dental services provided by a licensed dentist or other qualified personnel, including (i) oral hygiene instruction; (ii) oral prophylaxis, as necessary; and (iii) topical application of fluorides, and the prescription of fluorides for systemic use when not available in the community water supply.

(i) Secretary means the Secretary of Health and Human Services and any other officer or employee of the Department of Health and Human Services to whom the authority involved has been delegated.

(j) Supplemental health services means health services which are not included as primary health services and which are:

(1) Inpatient and outpatient hospital services;

(2) Home health services;

(3) Extended care facility services;

(4) Rehabilitative services (including physical and occupational therapy) and long-term physical medicine;

(5) Mental health services, including services of psychiatrists, psychologists, and other appropriate mental health professionals;

(6) Dental services other than those provided as primary health services;

(7) Vision services, including routine eye and vision examinations and provision of eyeglasses, as appropriate and feasible;

(8) Allied health services;

(9) Pharmaceutical services, including the provision of prescription drugs;

(10) Therapeutic radiologic services;

(11) Public health services (including nutrition education and social services);

(12) Ambulatory surgical services;

(13) Health education services; and

(14) Services, including the services of outreach workers, which promote and facilitate optimal use of primary health services and services referred to in the preceding subparagraphs of this paragraph and, if a substantial number of individuals in the population served by the center are of limited English-speaking ability, the services of outreach workers and other personnel fluent in the language or languages spoken by such individuals.

§ 51c.103   Eligibility.

Any public or nonprofit private entity is eligible to apply for a grant under this part.
§ 51c.104   Application.

 (a) An application for a grant under this part shall be submitted to the Secretary at such time and in such form and manner as the Secretary may prescribe.
(b) The application shall contain a budget and narrative plan of the manner in which the applicant intends to conduct the project and carry out the requirements of this part. The application must describe how and the extent to which the project has met, or plans to meet, each of the requirements in subpart B (relating to grants for planning and developing community health centers), subpart C (relating to grants for the operation of community health centers), or subpart D (relating to grants for the operation of community health projects), as applicable.  In addition, applications must include:

(1) A statement of specific, measurable objectives and the methods to be used to assess the achievement of the objectives in specified time periods and at least on an annual basis.

(2) The precise boundaries of the catchment area to be served by the applicant, including an identification of the medically underserved population or populations within the catchment area. In addition, the application shall include information sufficient to enable the Secretary to determine that the applicant's catchment area meets the following criteria:

(i) The size of such area is such that the services to be provided by the applicant are available and accessible to the residents of the area promptly and as appropriate;

(ii) The boundaries of such area conform, to the extent practicable, to relevant boundaries of political subdivisions, school districts, and areas served by Federal and State health and social service programs; and

(iii) The boundaries of such area eliminate, to the extent possible, barriers resulting from the area's physical characteristics, its residential patterns, its economic and social groupings, and available transportation.

(3) The results of an assessment of the need that the population served or proposed to be served has for the services to be provided by the project (or in the case of applications for planning and development projects, the methods to be used in assessing such need), utilizing, but not limited to, the factors set forth in §51c.102(e)(1)–(4).

(4) Position descriptions for key personnel who will be utilized in carrying out the activities of the project and a statement indicating the need for the positions to be supported with grant funds to accomplish the objectives of the project.

(5) Letters and other forms of evidence showing that efforts have been made to secure financial and professional assistance and support for the project within the proposed catchment area and the continuing involvement of the community in the development and operation of the project.

(6) An assurance that an independent certified public accountant, or a public accountant licensed before December 31, 1970, will be engaged to certify that the system for the management and control of its financial assets will be in accord with sound financial management practices, including applicable Federal requirements.

(7) A list of all services proposed to be provided by the project.

(8) A list of services which are to be provided directly by the project through its own staff and resources and a description of any contractual or other arrangements (including copies of documents, where available) entered into, or planned for the provision of services.

(9) The schedule of fees and/or payments and schedule of discounts for services provided by the project.

(10) Evidence that all applicable requirements for review and/or approval of the application under title XV of the Act have been met.

(11) An assurance that the project will be conducted in accordance with the applicable requirements of this part.

(c) The application must be executed by an individual authorized to act for the applicant and to assume on behalf of the applicant the obligations imposed by the statute, the applicable regulations of this part, and any additional conditions of the grant.

(Sec. 330, Public Health Service Act, 89 Stat. 342, (42 U.S.C. 254c); sec. 215, Public Health Service Act, 58 Stat. 690, 67 Stat. 63 (42 U.S.C. 216))

[41 FR 53205, Dec. 3, 1976, as amended at 48 FR 29201, June 24, 1983; 48 FR 45558, Oct. 6, 1983]

§ 51c.105   Accord with health planning.

A grant may be made under this part only if the applicable requirements of title XV of the Act relating to review and approval by the appropriate health planning agencies have been met.
§ 51c.106   Amount of grant.

 (a) The amount of any award under this part will be determined by the Secretary on the basis of his estimate of the sum necessary for a designated portion of direct project costs plus an additional amount for indirect costs, if any, which will be calculated by the Secretary either:
(1) On the basis of the estimate of the actual indirect costs reasonably related to the project; or

(2) On the basis of a percentage of all, or a portion of, the estimated direct costs of the project when there are reasonable assurances that the use of such percentage will not exceed the approximate actual indirect costs.  Such award may include an estimated provisional amount for indirect costs or for designated direct costs (such as fringe benefit rates) subject to upward (within the limits of available funds) as well as downward adjustments to actual costs when the amount properly expended by the grantee for provisional items has been determined by the Secretary: Provided, however, That no grant shall be made for an amount in excess of the total cost found necessary by the Secretary to carry out the project.

(i) In determining the percentage of project costs to be borne by the grantee, factors which the Secretary will take into consideration will include the following:

(A) The ability of the grantee to finance its share of project costs from non-Federal sources;

(B) The need in the area served by the project for the services to be provided; and

(C) The extent to which the project will provide services in an innovative manner which the Secretary desires to stimulate in the interest of developing more effective health service delivery systems on a regional or national basis.

(ii) At any time after approval of an application under this part, the Secretary may retroactively agree to a percentage of project costs to be borne by the grantee lower than that determined pursuant to paragraph (a)(2)(i) of this section where he finds that changed circumstances justify a smaller contribution.

(iii) In determining the grantee's share of project costs, costs borne by Federal grant funds, or costs used to match other Federal grants, may not be included except as otherwise provided by law or regulations.

(b) All grant awards shall be in writing, and shall set forth the amount of funds granted and the period for which support is recommended.

(c) Neither the approval of any project nor any grant award shall commit or obligate the United States in any way to make any additional, supplemental, continuation, or other award with respect to any approved project or portion thereof.  For continuation support, grantees must make separate application.

§ 51c.107   Use of project funds.

 (a) Any funds granted pursuant to this part, as well as other funds to be used in performance of the approved project, may be expended solely for carrying out the approved project in accordance with section 330 of the Act, the applicable regulations of this part, the terms and conditions of the award, and the applicable cost principles prescribed in subpart Q of 45 CFR part 74.
(b) Project funds awarded under this part may be used for, but need not be limited to, the following:

(1) The costs of acquiring and modernizing existing buildings (including the costs of amortizing the principal of, and paying interest on, loans), but only in accordance with subpart E of this part and as approved in the grant award;

(2) The costs of obtaining technical assistance to develop and improve the management capability of the project, but only as approved by the Secretary;

(3) The reimbursement of members of the grantee's governing board, if any, for reasonable expenses actually incurred by reason of their participation in board activities;

(4) The reimbursement of governing board members for wages lost by reason of participation in the activities of such board if the member is from a family with an annual family income below $10,000 or if the member is a single person with an annual income below $7,000;

(5) The cost of delivering health services, including services rendered on a prepaid capitation basis, to residents of the project's catchment area within the following limitations: grant funds may be used to pay the full cost of project services to individuals and families with annual incomes at or below those set forth in the most recent “CSA Income Poverty Guidelines” (45 CFR 1060.2) issued by the Community Services Administration; and to pay the portion of the cost of services provided in accordance with the schedule of discounts which, under such schedule, is uncompensated; Provided, That (i) charges will be made to such individuals and families in accordance with §51c.303(f) of subpart C; (ii) reasonable effort shall be made to collect such charges under a billing and collections system; and (iii) the charge to grant funds shall exclude any amounts collected pursuant to paragraph (b)(5)(ii) of this section;

(6) The cost of insurance for medical emergency and out-of-area coverage;

(7) The cost of providing to the staff of the project training related to the provision of health services provided or to be provided by the project, and, to the staff and governing board, if any, training related to the management of an ambulatory care facility, consistent with the applicable requirements of 45 CFR part 74; and

(8) The cost of developing and maintaining a reserve fund where required by State law for prepaid health care plans.

(c) Prior approval by the Secretary of revisions of the budget and project plan is required whenever there is to be a significant change in the scope or nature of project activities.

§ 51c.108   Grant payments.

The Secretary shall from time to time make payments to a grantee of all or a portion of any grant award, either in advance or by way of reimbursement for expenses incurred or to be incurred, to the extent he determines such payments necessary to promote prompt initiation and advancement of the approved project.
§ 51c.109   Nondiscrimination.

 (a) Attention is called to the requirements of title VI of the Civil Rights Act of 1964 (78 Stat. 252, (42 U.S.C. 2000d et seq. )) and in particular section 601 of such Act which provides that no person in the United States shall on the grounds of race, color, or national origin be excluded from participation, in be denied the benefits of, or be subjected to discrimination under any program or activity receiving Federal Financial assistance. A regulation implementing such title VI, which applies to grants made under this part, has been issued by the Secretary of Health and Human Services with the approval of the President (45 CFR part 80).  In addition, no person shall, on the grounds of age, sex, creed, or marital status (unless otherwise medically indicated), be excluded from participation in, be denied the benefits of, or be subjected to discrimination under any program or activity so receiving Federal financial assistance.
(b) Attention is called to the requirements of section 504 of the Rehabilitation Act of 1973, as amended, which provides that no otherwise qualified handicapped individual in the United States shall, solely by reason of his handicap, be excluded from participation in, be denied the benefits of, or be subjected to discrimination under any program or activity receiving Federal financial assistance.

§ 51c.110   Confidentiality.

All information as to personal facts and circumstances obtained by the project staff about recipients of services shall be held confidential, and shall not be divulged without the individual's consent except as may be required by law or as may be necessary to provide service to the individual or to provide for medical audits by the Secretary or his designee with appropriate safeguards for confidentiality of patient records. Otherwise, information may be disclosed only in summary, statistical, or other form which does not identify particular individuals.
§ 51c.111   Publications and copyright.

Except as may otherwise be provided under the terms and conditions of the award, the grantee may copyright without prior approval any publications, films, or similar materials developed or resulting from a project supported by a grant under this part, subject, however, to a royalty-free, nonexclusive, and irrevocable license or right in the Government to reproduce, translate, publish, use, disseminate, and dispose of such materials and to authorize others to do so.
§ 51c.112   Grantee accountability.

 (a) Accounting for grant award payments.  All payments made by the Secretary shall be recorded by the grantee in accounting records separate from the records of all other funds, including funds derived from other grant awards.  With respect to each approved project, the grantee shall account for the sum total of all amounts paid as well as other funds and in-kind contributions by presenting or otherwise making available evidence satisfactory to the Secretary of expenditure for direct and indirect costs meeting the requirements of this part: Provided, however, That when the amount awarded for indirect costs was based on a predetermined fixed-percentage of estimated direct costs, the amount allowed for indirect costs shall be computed on the basis of such predetermined fixed-percentage rates applied to the total, or a selected element thereof, of the reimbursable direct costs incurred.
(b) Accounting for interest earned on grant funds. Pursuant to section 203 of the Intergovernmental Cooperation Act of 1968 (42 U.S.C. 4213), a State will not be held accountable for interest earned on grant funds, pending their disbursement for grant purposes.  A State, as defined in section 102 of the Intergovernmental Cooperation Act, means any one of the several States, the District of Columbia, Puerto Rico, any territory or possession of the United States, or any agency or instrumentality of a State, but does not include the government of the political subdivisions of the State. All grantees other than a State, as defined, must return all interest earned on grant funds to the Federal Government.

(c) Grant closeout— (1) Date of final accounting.  A grantee shall render, with respect to each approved project, a full account, as provided herein, as of the date of the termination of grant support.  The Secretary may require other special and periodic accounting.

(2) Final settlement.  There shall be payable to the Federal Government as final settlement with respect to each approved project the total sum of:

(i) Any amount not accounted for pursuant to paragraph (a) of this section;

(ii) Any credits for earned interest pursuant to paragraph (b) of this section;

(iii) Any other amounts due pursuant to subparts F, M, and O of 45 CFR part 74.

§ 51c.113   Applicability of 45 CFR part 74.

The provisions of 45 CFR part 74, establishing uniform administrative requirements and cost principles, shall apply to all grants under this part to State and local governments as those terms are defined in subpart A of that part 74.  The relevant provisions of the following subparts of part 74 shall also apply to grants to all other grantee organizations under this part:
45 CFR Part 74

Subpart

A  General.

B  Cash depositories.

C  Bonding and insurance.

D  Retention and custodial requirements for records.

F  Grant-related income.

G  Matching and cost sharing.

K  Grant payment requirements.

L  Budget revision procedures.

M  Grant closeout, suspension, and termination.

O  Property.

Q  Cost principles.

Subpart B—Grants for Planning and Developing Community Health Centers

§ 51c.201   Applicability.
The regulations of this subpart, in addition to the regulations of subpart A of this part, are applicable to grants awarded pursuant to section 330(c) of the Act for projects for planning and developing community health centers which will serve medically underserved populations.
§ 51c.202   Application.

To be approved by the Secretary under this subpart, an application for a grant must, in addition to meeting the requirements of §51c.104 of subpart A, contain information sufficient to enable the Secretary to determine that the project for which the grant is sought will meet the requirements of §51c.203.
§ 51c.203   Project elements.

A project for the planning and developing of a community health center supported under this subpart must:
(a) Prepare an assessment of the need of the population proposed to be served by the community health center for the services set forth in §51c.102(c)(1) of subpart A, with special attention to the need of the medically underserved population for such services.  Such assessment of need shall, at a minimum, consider the factors listed in §51c.102(e)(1)–(4).

(b) Design a community health center program for such population, based on such assessment, which indicates in detail how the proposed community health center will fulfill the needs identified in the assessment prepared pursuant to paragraph (a) of this section and how it will meet the requirements contained in subpart C of this part.

(c) Develop a plan for the implementation of the program designed pursuant to paragraph (b) of this section.  Such implementation plan shall provide for the time-phased recruitment and training of the personnel essential for the operation of a community health center and the gradual assumption of operational status of the project so that the project will, in the judgment of the Secretary, meet the requirements contained in subpart C of this part as of the end of the project period.

(d) Implement the plan developed pursuant to paragraph (c) of this section in accordance with such paragraph.

(e) Make efforts to secure, within the proposed catchment area of such center to the extent possible, financial and professional assistance and support for the project.

(f) Initiate and encourage continuing community involvement in the development and operation of the project.

(g) Establish standards and qualifications for personnel (including the project director).

(h) Utilize, to the maximum extent feasible, other Federal, State, local, and private resources available for support of the project, prior to use of project funds under this subpart.

§ 51c.204   Grant evaluation and award.

(a) Within the limits of funds determined by the Secretary to be available for such purpose, the Secretary may award grants under this subpart to applicants therefore which will, in his judgment, best promote the purposes of section 330(c) of the Act and the applicable regulations of this part, taking into account:
(1) The degree to which the proposed project satisfactorily provides for the elements set forth in §51c.203;

(2) The relative need of the population to be served for the services to be provided;

(3) The administrative and management capability of the applicant;

(4) The potential of the project for development of new and effective methods for health services delivery and management;

(5) The soundness of the fiscal plan for assuring effective utilization of grant funds and maximizing non-grant revenue;

(6) The extent to which community resources will be utilized in the project;

(7) The extent to which grants approved under this part will provide for an appropriate distribution of resources throughout the country, taking into consideration the following factors;

(i) The urban-rural area to be served;

(ii) The nature of the organization applying; and

(iii) The organizational structure for delivery of services;

(8) Whether the project's catchment area is exclusive of the area served by a community health center;

(9) The degree to which the applicant intends to integrate services supported by a grant under this subpart with health services provided under other Federally assisted health services or reimbursement programs or projects.

(b) The Secretary may:

(1) Make no more than two grants under this subpart for the same project.

(2) Make a grant under this subpart to an entity which has been awarded one or more grants under section 330(d)(1)(A) and/or section 330(d)(1)(B) of the Act only if the grant under this subpart is for a new project.

Subpart C—Grants for Operating Community Health Centers

§ 51c.301   Applicability.
The regulations of this subpart, in addition to the regulations of subpart A, are applicable to grants awarded pursuant to section 330(d)(1)(A) of the Act for the costs of operation of community health centers which serve medically underserved populations.
§ 51c.302   Application.

To be approved by the Secretary under this subpart, an application for a grant must, in addition to meeting the requirements of §51c.104 of subpart A,
(a) Be submitted by an entity which may be a co-applicant which the Secretary determines is a community health center, and

(b) Contain information sufficient to enable the Secretary to determine that the center will meet the requirements of §51c.103.

[41 FR 53205, Dec. 3, 1976, as amended at 42 FR 60418, Nov. 25, 1977]

§ 51c.303   Project elements.

A community health center supported under this subpart must:
(a) Provide the health services of the center so that such services are available and accessible promptly, as appropriate, and in a manner which will assure continuity of service to the residents of the center's catchment area.

(b) Implement a system for maintaining the confidentiality of patient records in accordance with the requirements of §51c.110 of subpart A.

(c) Have an ongoing quality assurance program which provides for the following:

(1) Organizational arrangements, including a focus of responsibility, to support the quality assurance program and the provision of high quality patient care;

(2) Periodic assessment of the appropriateness of the utilization of services and the quality of services provided or proposed to be provided to individuals served by the center.  Such assessments shall:

(i) Be conducted by physicians or by other licensed health professionals under the supervision of physicians;

(ii) Be based on the systematic collection and evaluation of patient records; and

(iii) Identify and document the necessity for change in the provision of services by the center and result in the institution of such change, where indicated.

(d) Develop management and control systems which are in accordance with sound financial management procedures, including the provision for an audit on an annual basis (unless waived for cause by the Secretary) by an independent certified public accountant or a public accountant licensed prior to December 31, 1970, to determine, at a minimum, the fiscal integrity of grant financial transactions and reports, and compliance with the regulations of this part and the terms and conditions of the grant.

(e) Where the cost of care and services furnished by or through the project is to be reimbursed under title XIX or title XX of the Social Security Act, obtain or make every reasonable effort to obtain a written agreement with the title XIX or title XX State agency for such reimbursement.

(f) Have prepared a schedule of fees or payments for the provision of its services designed to cover its reasonable costs of operation and a corresponding schedule of discounts adjusted on the basis of the patient's ability to pay.  Provided, that such schedule of discounts shall provide for a full discount to individuals and families with annual incomes at or below those set forth in the most recent CSA Poverty Income Guidelines (45 CFR 1060.2) and for no discount to individuals and families with annual incomes greater than twice those set forth in such Guidelines, except that nominal fees for services may be collected from individuals with annual incomes at or below such levels where imposition of such fees is consistent with project goals.

(g) Make every reasonable effort, including the establishment of systems for eligibility determination, billing, and collection, to:

(1) Collect reimbursement for its costs in providing health services to persons who are entitled to insurance benefits under title XVIII of the Social Security Act, to medical assistance under a State plan approved under title XIX of such Act, to social services and family planning under title XX of such Act, or to assistance for medical expenses under any other public assistance program, grant program, or private health insurance or benefit program on the basis of the schedule of fees prepared pursuant to paragraph (f) of this section without application of any discounts, and

(2) Secure from patients payments for services in accordance with the schedule of fees and discounts required by paragraph (f) of this section.

(h) Have a governing board which meets the requirements of §51c.304.

(i) Have developed an overall plan and budget for the center that:

(1) Provides for an annual operating budget and a three-year financial management plan which include all anticipated income and expenses related to items which would, under generally accepted accounting principles, be considered income and expense items;

(2) Provides for a capital expenditures plan for at least a three-year period (including the year to which the operating budget described in paragraph (i)(1) of this section is applicable) which includes and identifies in detail the anticipated sources of financing for, and the objective of, each anticipated expenditure in excess of $100,000 related to the acquisition of land, the improvement of land, buildings, and equipment and the replacement, modernization and expansion of buildings and equipment which would, under generally accepted accounting principles, be considered capital items;

(3) Provides for plan review and updating at least annually; and

(4) Is prepared under the direction of the governing board, by a committee consisting of representatives of the governing board, and administrative staff, and the medical staff, if any, of the center.

(j) Establish basic statistical data, cost accounting, management information, and reporting or monitoring systems which shall enable the center to provide such statistics and other information as the Secretary may reasonably require relating to the center's costs of operation, patterns of utilization of services, and the availability, accessibility, and acceptability of its services and to make such reports to the Secretary in a timely manner with such frequency as the Secretary may reasonably require.

(k) Review its catchment area annually to insure that the criteria set out in §51c.104(b)(2) of subpart A are met and, where such criteria are not met, revise its catchment area, with the approval of the Secretary, to conform to such criteria to the extent feasible.

(l) In the case of a center which serves a population including a substantial proportion of individuals of limited English-speaking ability, have developed a plan and made arrangements responsive to the needs of such populations for providing services to the extent practicable in the language and cultural context most appropriate to such individuals, and have identified an individual on its staff who is fluent in both that language and in English and whose responsibilities include providing guidance to such individuals and to appropriate staff members with respect to cultural sensitivities and bridging linguistic and cultural differences. If more than one non-English language is spoken by such group or groups, an individual or individuals fluent in those languages and English shall be so identified.

(m) Be operated in a manner calculated to preserve human dignity and to maximize acceptability and effective utilization of services.

(n) To the extent possible, coordinate and integrate project activities with the activities of other federally funded, as well as State and local, health services delivery projects and programs serving the same population.

(o) Establish means for evaluating progress toward the achievement of the specific objectives of the project.

(p) Provide sufficient staff, qualified by training and experience, to carry out the activities of the center.

(q) Assure that facilities utilized in the performance of the project meet applicable fire and life safety codes.

(r) Utilize, to the maximum extent feasible, other Federal, State, and local, and private resources available for support of the project, prior to use of project funds under this part.

(s) Provide for community participation through, for example, contributions of cash or services, loans of full-or part-time staff, equipment, space, materials, or facilities.

(t) Where the center will provide services through contract or other cooperative arrangements with other providers of services, establish rates and methods of payment for health care.  Such payments must be made pursuant to agreements, with a schedule of rates and payment procedures maintained by the project.  The project must be prepared to substantiate that such rates are reasonable and necessary.

(u) Operate in a manner such that no person shall be denied service by reason of his inability to pay therefore: Provided, however, that a charge for the provision of services will be made to the extent that a third party (including a Government agency) is authorized or is under legal obligation to pay such charges.

(v) In addition to the above, projects which are supported with grant funds for the operation of a prepaid health care plan also must provide:

(1) A marketing and enrollment plan, including market analysis, marketing strategy, and enrollment growth projections.

(2) A plan that provides for funding on a capitation basis of such portion of the residents of the catchment area of the center, as the Secretary shall determine.

(3) An assurance that services shall be available to all residents of the catchment area without regard to method of payment or health status.

§ 51c.304   Governing board.

A governing board for the center shall be established by an applicant as follows:
(a) Size.  The board shall consist of at least 9 but not more than 25 members, except that this requirement may be waived by the Secretary for good cause shown.

(b) Composition.  (1) A majority of the board members shall be individuals who are or will be served by the center and who, as a group, represent the individuals being or to be served in terms of demographic factors, such as race, ethnicity, sex.

(2) No more than one-half of the remaining members of the board may be individuals who derive more than 10 percent of their annual income from the health care industry.

(3) The remaining members of the board shall be representative of the community in which the center's catchment area is located and shall be selected for their expertise in community affairs, local government, finance and banking, legal affairs, trade unions, and other commercial and industrial concerns, or social service agencies within the community.

(4) No member of the board shall be an employee of the center, or spouse or child, parent, brother or sister by blood or marriage of such an employee. The project director may be a non-voting, ex-officio member of the board.

(c) Selection of members.  The method of selection of all governing board members shall be prescribed in the by-laws or other internal governing rules of the center.  Such by-laws or other rules must specify a process of selection of individuals on the governing board who represent the population served or to be served by the center so that such individuals, as a group, are representative of such population.  Such process of selection in the by-laws or other rules is subject to approval by the Secretary.

(d) Functions and responsibilities.  (1) The governing board for the center shall have authority for the establishment of policy in the conduct of the center.

(2) The governing board shall hold regularly scheduled meetings, at least once each month, for which minutes shall be kept.

(3) The governing board shall have specific responsibility for:

(i) Approval for the selection and dismissal of a project director or chief executive officer of the center;

(ii) Establishing personnel policies and procedures, including selection and dismissal procedures, salary and benefit scales, employee grievance procedures, and equal opportunity practices;

(iii) Adopting policy for financial management practices, including a system to assure accountability for center resources, approval of the annual project budget, center priorities, eligibility for services including criteria for partial payment schedules, and long-range financial planning;

(iv) Evaluating center activities including services utilization patterns, productivity of the center, patient satisfaction, achievement of project objectives, and development of a process for hearing and resolving patient grievances;

(v) Assuring that the center is operated in compliance with applicable Federal, State, and local laws and regulations; and

(vi) Adopting health care policies including scope and availability of services, location and hours of services, and quality-of-care audit procedures.

§ 51c.305   Grant evaluation and award.

Within the limits of funds determined by the Secretary to be available for such purpose, the Secretary may award grants under this subpart to applicants therefore which will, in his judgment, best promote the purposes of section 330(d)(1)(A) of the Act and the applicable regulations of this part, taking into consideration;
(a) The extent to which the project would provide for the elements set forth in §51c.303;

(b) The relative need of the population to be served for the services to be provided;

(c) The potential of the center for the development of new and effective methods for health services delivery and management;

(d) The soundness of the fiscal plan for assuring effective utilization of grant funds and maximizing non-grant revenue;

(e) The administrative and management capability of the applicant;

(f) The extent to which grants approved under this part will provide for an appropriate distribution of resources throughout the country, taking into consideration the following factors:

(1) The urban-rural area to be served;

(2) The nature of the organization applying;

(3) The organizational structure for delivery of services;

(g) The number of users of the center and the level of utilization of services in previous operational periods, if any;

(h) Whether the center's catchment area is exclusive of the area served by another center;

(i) The degree to which the applicant intends to integrate services supported by a grant under this subpart with health services provided under other Federally assisted health services or reimbursement programs or projects;

(j) The extent to which community resources will be utilized by the project;

(k) The extent to which the center will provide preventive health services so as to maintain and improve the health status of the population served; and

(l) The extent to which center operations will emphasize direct health services, efficiency of operations and sound financial management.

Subpart D—Grants for Operating Community Health Projects

§ 51c.401   Applicability.
The regulations of this subpart, in addition to the regulations of subpart A are applicable to grants awarded pursuant to section 330(d)(1)(B) of the Act for the costs of operation of projects which provide health services to medically underserved populations.
§ 51c.402   Application.

To be approved by the Secretary under this subpart, an application for a grant must, in addition to meeting the requirements of §51c.104 of subpart A, contain information sufficient to enable the Secretary to determine that the project for which the grant is sought will meet the requirements of §51c.403 of this subpart.
§ 51c.403   Project elements.

A project for the operation of a community health project supported under this subpart must:
(a) Meet all of the requirements of §51c.303 of this part except for paragraph (h).

(b) Provide those services enumerated in §51c.102(c)(1) of this part which the Secretary determines to be feasible and desirable and which are specified in the grant award.

(c) Establish a governing board meeting the requirements of §51c.304 by the end of the period of support under section 330(d)(1)(B) of the Act and this subpart.

§ 51c.404   Grant evaluation and award.

(a) Within the limits of funds determined by the Secretary to be available for such purpose, the Secretary may award grants under this subpart to applicants therefore which will, in his judgment, best promote the purposes of section 330(d)(1)(B) of the Act and the applicable regulations of this part,
(1) Where the project meets the requirements of §51c.403(a); and

(2) Taking into consideration the following:

(i) The degree to which the project would provide the services enumerated in §51c.102(c)(1) and the feasibility of its providing all of such enumerated services by the end of the period of support under section 330(d)(1)(B) of the Act and this subpart;

(ii) Whether the project will have a governing board meeting the requirements of §51c.304 by the end of the period of support under section 330(d)(1)(B) of the Act and this subpart;

(iii) The degree to which the applicant intends to integrate services supported by a grant under this subpart with health services provided under other Federally assisted health service or reimbursement programs or projects;

(iv) The need of the population to be served for the services to be provided;

(v) The potential of the project for the development of new and effective methods for health services delivery and management;

(vi) The soundness of the fiscal plan for assuring effective utilization of grant funds and maximizing non-grant revenue;

(vii) The administrative and management capacity of the applicant; and

(viii) The extent to which community resources will be utilized in the project.

(b) The Secretary may:

(1) Make no more than two grants for the same entity under section 330(d)(1)(B) of the Act;

(2) Not make any grant under section 330(d)(1)(B) to an entity which, for the same project, has been awarded more than one grant under section 330(c) of the Act;

(3) Not make a grant under section 330(d)(1)(B) to an entity which has been awarded a grant under section 330(d)(1)(A) of the Act.

Subpart E—Acquisition and Modernization of Existing Buildings

§ 51c.501   Applicability.
The regulations of this subpart, in addition to the regulations of the other applicable subparts of this part, are applicable to grants under section 330 of the Act for project costs which include the cost of acquisition and/or modernization of existing buildings (including the cost of amortizing the principal of, and paying the interest on, loans), except that, these regulations are not applicable to grants for project costs which include the costs of modernization of existing buildings if those costs can otherwise be supported under subparts B, C, or D of this part.
[43 FR 5352, Feb. 7, 1978]

§ 51c.502   Definitions.

(a) Equipment means nonexpendable personal property as defined in 45 CFR 74.132.
(b) Existing building means a completed or substantially completed structure, and may include the realty on which it is or is to be located.

(c) Modernization means the alteration, repair, remodeling and/or renovation of a building (including the initial equipment thereof and improvements to the building's site) which, when completed, will render the building suitable for use by the project for which the grant is made.

[43 FR 5352, Feb. 7, 1978]

§ 51c.503   Application.

(a) General requirements.  An application for a grant under this part for a project under subparts B, C, or D which includes the acquisition and/or modernization of an existing building must include the following:
(1) A legal description of the site and a drawing showing the location of the building;

(2) A description of the architectural, structural, and other pertinent characteristics of the building sufficient to show that it is or that it will be, after alteration and renovation or after modernization, suitable for use by the project;

(3) A detailed estimate of the cost of the proposed acquisition and/or modernization;

(4) A description of, and copies of any relevant documents concerning, any existing or proposed financing arrangements for the acquisition and/or modernization;

(5) The proposed schedule for acquisition and/or modernization and occupancy;

(6) An assessment of the environmental impact of the proposed acquisition and/or modernization as called for by section 102(2)(c) of the National Environmental Policy Act of 1969 (42 U.S.C. 4332(c)) and such information as may be necessary to comply with the National Historic Preservation Act of 1966 (16 U.S.C. 470(f));

(7) Reasonable assurances that—

(i) The applicant has or will obtain a fee simple or such other estate or interest in the site, including necessary easements and rights-of-way, sufficient to assure for a period of not less than 20 years (in the case of interim facilities, for the period constituting the estimated useful life of such facilities) undisturbed use and possession for the purpose of the operation of the project;

(ii) The building will be used for the purposes for which the grant is made;

(iii) The building complies, or after alteration and renovation or after modernization will comply, with applicable State and local codes and with:

(A) “American National Standard Specifications for Making Buildings and Facilities Accessible to, and Usable by, the Physically Handicapped” Number ANSI A117.1–1961 (R 1971), as modified by other standards prescribed by the Secretary or the Administrator of the General Services Administration.  The applicant shall be responsible for conducting inspections to insure compliance with the specifications;

(B) The applicable standards set forth in Life Safety Code 1973, NFPA No. 101, which is hereby incorporated by reference and made a part hereof.  Copies of such document are available for examination at the Department's and Regional Offices' Information Centers listed in 45 CFR 5.31 and may also be obtained from the National Fire Protection Association, 470 Atlantic Avenue, Boston, MA 02210 for $3.00 per copy.

(iv) In the case of a public applicant with an approved project which involves the displacement of persons or businesses on or after January 2, 1971, whose real property has or will be taken, the applicant will comply with the provisions of the Uniform Relocation Assistance and Real Property Acquisition Policies Act of 1970 (Pub. L. 91–646) and the applicable regulations issued thereunder (45 CFR part 15);

(v) Sufficient funds will be available to meet any portion of the cost of acquiring and/or modernizing the building not borne by the grant under this part;

(vi) Sufficient funds will be available after acquisition and/or modernization of the building for effective use of the building for the purposes of the project;

(vii) The applicable requirements of the Flood Disaster Protection Act of 1973 have been met;

(8) Such other information as the Secretary may reasonably require.

(b) Requirement for acquisition grants.  Except for a grant solely for amortization of principal and payment of interest on an existing loan, an application for a grant for a project which includes the acquisition of an existing building must include, in addition to the requirements of paragraph (a) of this section, evidence satisfactory to the Secretary that the applicant has explored other alternatives to the proposed acquisition (such as leasing facilities or acquiring other facilities in the project's catchment area) and that the proposed acquisition constitutes the soundest alternative from a financial and program standpoint.

(c) Requirements for modernization grants. In addition to the requirements of paragraph (a) of this section, an application for a grant for a project which includes modernization of an existing building must include the following:

(1) Plans and specifications for the proposed modernization which conform to the standards specified in §51c.503 (a)(7)(iii);

(2) Reasonable assurance that any laborer or mechanic employed by any contractor or subcontractor in the performance of work on the modernization project will be paid wages at rates not less than those prevailing on similar work in the locality as determined by the Secretary of Labor under the Davis-Bacon Act (40 U.S.C. 276a et seq.) and will receive compensation at a rate not less than one and one-half times his basic rate of pay for all hours worked in any workweek in excess of 8 hours in any calendar day; and

(3) Copies of any construction and materials contracts already entered into for the proposed modernization.

[41 FR 57000, Dec. 30, 1976, as amended at 43 FR 5352, Feb. 7, 1978]

§ 51c.504   Project elements.

 (a) General requirements.  A grantee which has received a grant under section 330 of the Act for a project which includes the acquisition and/or modernization of an existing building must:
(1) Assurances.  Comply with the assurances provided pursuant to this subpart.

(2) Approval of estimated cost. Not enter into any contract for the acquisition and/or modernization funded under this subpart where the cost of such acquisition and/or modernization exceeds the estimates in the application, without the prior approval of the Secretary.

(3) Non-default.  Make every effort to prevent any default on any loan secured by the building and, in the event of a default, promptly notify the Secretary of the default and make every effort on a timely basis to cure the default.

(b) Requirements for acquisition grants.  In addition to the requirements of paragraph (a) of this section, a grantee which has received a grant under section 330 of the Act for a project which includes the acquisition of an existing building must:

(1) Bona-fide sale.  Acquire or, in the case of a grant solely for amortization of principal and payment of interest on an existing loan, have acquired the existing building pursuant to a bona-fide sale involving an actual cost to the applicant and resulting in additional or improved facilities for the purposes of the project.

(2) Standards of construction and equipment.  Except in the case of a grant solely for amortization of principal and payment of interest on an existing loan, obtain a determination by the Secretary that the facility conforms (or upon completion of any necessary alteration and renovation or modernization will conform) to the standards set forth in §51c.503(a)(7)(iii) of this subpart before entering into a final or unconditional contract for the acquisition. Where the Secretary finds that exceptions to or modifications of any such standards would be consistent with the purposes of the Act and of the program, he may authorize such exceptions or modifications.

(3) Financing. Where the grantee will obtain a loan secured by the building in order to acquire the building, obtain such financing at the lowest current rate prevailing in the area for comparable loans on comparable facilities.

(c) Requirements for modernization grants.  In addition to the requirements of paragraph (a) of this section, a grantee which has received a grant under section 330 of the Act for a project which includes the modernization of an existing building must:

(1) Costs in excess of approved costs.  Finance all costs in excess of the estimated costs approved in the application and submit to the Secretary for prior approval any changes that substantially alter the scope of the function, utilities, or safety of the facility.

(2) Competitive bids.  (i) Obtain the approval of the Secretary before the project is advertised or placed on the market for bidding; such approval must include a determination by the Secretary that the final plans and specifications conform to the standards set forth in §51c.503(a)(7)(iii) of these regulations.

(ii) Except as otherwise provided by State or local law, contract for construction (including the purchase and installation of built-in equipment) on a lump sum fixed-price basis, and award contracts on the basis of competitive bidding obtained by public advertising with award of the contracts to the lowest responsive and responsible bidders.  The provision for exceptions based on State and local law shall not be invoked to give local contractors or suppliers a percentage preference over non-local contractors bidding for the same contract.  Such practices are precluded by this paragraph.

(3) Construction contracts.  (i) Include the following conditions and provisions in all construction contracts for the modernization project:

(A) The provisions set forth in “DHHS Requirements for Federally Assisted Construction Contracts Regarding Labor Standards and Equal Employment Opportunities,” Form DHHS 514 (rev. 7/76) (issued by the Office of Grants Administration Policy, U.S. Department of Health and Human Services) pertaining to the Davis-Bacon Act, the Contract Work Hours Standards Act, and the Copeland Act (Anti-Kickback) Regulations, except in the case of contracts in the amount of $2,000 or less; and pertaining to Executive Order 11246, 30 FR 12319 (September 24, 1965), as amended, relating to nondiscrimination in construction contract employment, except in the case of contracts in the amount of $10,000 or less;

(B) That the contractor shall furnish performance and payment bonds each of which shall be in the full amount of the contract price, and shall maintain, during the life of the contract, adequate fire, workmen's compensation, public liability, and property damage insurance: Provided, however, That in the case of a State or local unit of government which enters into a construction contract of less than $100,000, State or local provisions with respect to performance and payment bonds shall be deemed to meet the requirements of this paragraph; and

(C) That the Secretary shall have access at all reasonable times to work wherever it is in preparation or progress, and the contractor shall provide proper facilities for such access and inspection.

(ii) Executive Order 11246.  Comply with the applicable requirements of Executive Order 11246, 30 FR 12319 (September 24, 1965) as amended, relating to nondiscrimination in construction contract employment, and the applicable rules, regulations, and procedures prescribed pursuant thereto.

(4) Modernization supervision.  Provide and maintain competent and adequate architectural or engineering supervision and inspection at the modernization site to insure that the completed work conforms to the plans and specifications.

(5) Completion responsibility.  Complete the modernization in accordance with the grant application and the approved plans and specifications.

(6) Progress reports.  Furnish progress reports and such other information concerning the modernization as the Secretary may require.

(d) The Secretary may at any time approve exceptions to the provisions of this section where he finds that such exceptions are not inconsistent with section 330 of the Act, other requirements of law, or the purposes of the program.

[41 FR 57000, Dec. 30, 1976, as amended at 43 FR 5352, Feb. 7, 1978]

§ 51c.505   Determination of cost.

The cost of acquisition and/or modernization of existing buildings for which funds may be granted under this part will be determined by the Secretary, utilizing such documentation submitted by the applicant as the Secretary may prescribe (including the reports of such real estate appraisers as the Secretary may approve) and other relevant factors, taking into consideration only that portion of the existing building necessary for the operation of the approved project.
[41 FR 5700, Dec. 30, 1976]

§ 51c.506   Use of grant funds.

Grant funds may be used to amortize the principal of or pay interest on a loan or mortgage on an existing building acquired under this part, including a building purchased by a grantee prior to the promulgation of this part, but only if the building is being used for the purposes of section 330 and complies with the applicable provisions of this subpart and only to the extent the Secretary finds such principal amounts and interest rates to be reasonable.
[41 FR 5700, Dec. 30, 1976]

§ 51c.507   Facility which has previously received Federal grant.

No grant for the acquisition of a facility which has previously received a Federal grant for construction, acquisition, or equipment shall serve either to reduce or restrict the liability of the applicant or any other transferor or transferee from any obligation of accountability imposed by the Federal Government by reason of such prior grant.
[41 FR 5700, Dec. 30, 1976]


Overview

This document describes expectations of entities funded by the Bureau of Primary Health Care (BPHC) under section 330 of the Public Health Service Act as amended by the Health Centers Consolidation Act of 1996. 

All health centers authorized to receive grants under section 330 are covered by these expectations including community health centers providing care to diverse underserved populations - section 330 (e); those serving migratory and seasonal farm workers and their families - section 330 (g); those serving homeless people including homeless children - section 330 (h); and those serving residents of public housing - section 330 (i). 

The expectations also apply to school-based health centers funded through the Healthy Schools, Healthy Communities program. Federally Qualified Health Center (FQHC) look-alikes, by definition, must meet the requirements for health centers under section 330.  Thus, they are governed by these expectations to the same extent as health centers, subject to any waivers.

Migrant Voucher Programs are not covered by the expectations. 

The term "health center" is used throughout the Program Expectations to refer to all the diverse types of organizations and programs covered by the various subsections of section 330, including organizations funded to serve migrant and seasonal agricultural workers, the homeless, and residents of public housing.  The expectations emphasize the similarities but recognize the differences among health centers. 

There is no "model" health center, yet all health centers share many attributes including: 

· their mission to provide primary and preventive health services to underserved populations, while working with constrained resources; 

· the imperative to maintain strong leadership, finances and infrastructure in order to adapt and survive the challenges of a transforming health care environment; and 

· the delivery of high quality clinical services which have a demonstrated impact on health outcomes. 

Health centers have been a critical component of our country's health care safety net for more than 30 years and will continue to be essential for the foreseeable future.  The Program Expectations are intended to ensure that health centers not only survive but thrive as they move into the twenty-first century.

The Program Expectations recognize that health centers serve culturally and linguistically diverse populations.  Some health centers receive funding for the specific purpose of providing services to a distinct underserved population such as homeless people, migratory and seasonal farmworkers, or residents of public housing.  The expectations state that all health centers must provide services which are culturally and linguistically appropriate for the diverse populations they serve. 

Health centers which receive funding to serve a defined special population, however, have additional requirements they must meet, and these are identified in the expectations. 

The Program Expectations address requirements of law and regulation as well as BPHC policies.  In general, 

· Expectations that have a basis in law 1 and regulation 2 are indicated in the document by the word "must" and must be met for entities to be eligible for funds. 
· Expectations that reflect BPHC priorities and preferences for program funding or elements associated with successful programs are referred to by "should" or similar wording. 

In evaluating new and continued funding applications, consideration will be given to the extent to which applicants comply with those expectations identified by "should." 

Most importantly, the expectations highlight aspects of health center programs associated with success.  The Program Expectations provide the basis for other BPHC processes and documents including the grant application instructions, grant review criteria, and program reviews, including the Primary Care Effectiveness Review (PCER). 

Policy Information Notices (PIN) and Program Assistance Letters (PAL), which are issued periodically by the Bureau, provide additional detail and guidance on selected topics addressed in the expectations. 

In addition, these expectations may be supplemented for classes of health centers whose unique organizational/operational style demand that the expectations be adapted to their way of doing business (e.g., school-based health centers). 

The Program Expectations comprise four sections: 

· Section I: Mission and Strategy, addresses the importance of adapting to health care trends and remaining financially viable, while fulfilling the essential health center mission of providing preventive and primary care services which improve the health 

· Section II: Clinical Program, highlights the services, staffing and systems which contribute to the provision of high quality health care. 

· Section III: Governance, summarizes the structure, composition and responsibilities of health center governing bodies. 

· Section IV: Management and Finance, describes the management team, systems and infrastructure which lead and support the health center in the pursuance of its mission.  Because all components work together to make a health center successful, the Program Expectations should be reviewed in their entirety.  However, a table of contents is provided to assist with reference to a particular section. 

Issued and Last Revised: August 17, 1998

I.  BACKGROUND

Passage of the Health Centers Consolidation Act of 1996 (P.L. 104-299) resulted in a number of revisions to section 330 of the Public Health Service (PHS) Act. The new section 330(j)(3)(H) of the PHS Act requires that all organizations which receive health center funding under section 330 have a governing body which assumes full authority and oversight responsibility for the health center.  The governing board must maintain an acceptable size, composition, and meeting schedule.  Furthermore, the responsibilities of the board include the authority to control the health center's budget and major resource decisions, set center policies, and approve the selection and dismissal of the health center program director or chief executive officer.

Community and migrant health centers were subject to governing board requirements under previous legislation.  This statute includes, for the first time, governing body requirements for section 330(h) health care for the homeless and section 330(i) health services for residents of public housing grantees.

II. SECTION 330 GOVERNANCE REQUIREMENTS

Section 330(j)(3)(H) stipulates that, in order to receive a health center grant, the applicant must demonstrate that "...the center has established a governing body which...

i. is composed of individuals, a majority of whom are being served by the center and who, as a group, represent the individuals being served by the center; 

ii. meets at least once a month, selects the services to be provided by the center, schedules the hours during which services will be provided, approves the center's annual budget, approves the selection of a director for the center, and, except in the case of a public center (as defined in the second sentence of this paragraph), establishes general policy for the center; and 

iii. in the case of the application for a second or subsequent grant for a public center, has approved the application or, if the governing body has not approved the application, the failure of the governing body to approve the application was unreasonable." 

These requirements of the governing body do not apply to an entity operated by an Indian tribe or tribal organization.

Most health centers are private, non-profit corporations.  Public entities operating health center programs may meet the governance requirement in either of two ways.  The public entity's board may meet health center board composition requirements including having a consumer majority.  In this case, no special considerations are needed. 

When the public entity's board does not meet health center composition requirements, a separate health center governing board may be established.  The health center board must meet all the membership requirements and perform all the responsibilities expected of governing boards except that the public entity may retain the responsibility of establishing fiscal and personnel policies.  The health center board can be a formally incorporated entity and it and the public entity board are co-applicants for the health center program.  When there are two boards, each board's responsibilities must be specified in writing so that the responsibilities for carrying out the governance functions are clearly understood.

The statute allows for a waiver by the Secretary for any of the requirements stipulated in section 330(j)(3)(H) of the PHS Act for health centers receiving funds pursuant to subsections 330(g), (h), (i), or (p).  Specifically, the statute stipulates: "upon showing of good cause the Secretary shall waive, for the length of the project period, all or part of the requirements of this subparagraph in the case of a health center that receives a grant pursuant to subsections (g), (h), (i), or (p)."

Thus, the waiver authority applies to grants under the Migrant Health, Health Care for the Homeless, and Health Services for Residents of Public Housing programs, as well as, for programs funded under subsection 330(p) in sparsely populated rural areas.

Regulations regarding governing board requirements are set forth in 42CFR§51c.304. These regulations have been and are applicable to Community and Migrant Health Center programs, but not to Health Care for the Homeless and Health Services for Residents in Public Housing programs.  However, the regulations serve as a useful framework for all health center programs.  Statutory and regulatory requirements are described in further detail in the BPHC Health Center Program Expectations for the cluster.

Governance requirements for all health center programs will continue to be evaluated and monitored through the Primary Care Effectiveness Review process, the annual review of continuation applications, and other review mechanisms.

III. IMPLEMENTATION

A. Section 330(e) Community Health Centers

The Health Centers Consolidation Act of 1996 includes no legislative changes to governance requirements for section 330(e) as community health centers.  For those community health center grantees which also receive funding designated to serve a special population (i.e., section 330(g), (h), or (i)) representation among the consumer members of the governing body should be reasonably proportional to the percentage of consumers the special population group represents.  Community health center governing boards without special population representation should add such consumers or representatives with the next available vacancy(ies).  The intent is not to impose quotas on board membership, but to ensure that boards are sensitive to the needs of all of their consumers.

In addition, implementation of one or more of the following options can assist the health center in its assessment of the health service needs of special populations:

· inclusion on the governing body of persons who previously have been health center consumers, but no longer receive services; 

· use of a formal advisory board; 

· regularly-constituted focus groups comprised of health center consumers who 

· are migrants, homeless, or residents of public housing which advise the
governance body on a routine basis; or 

· inclusion on the governing body of representatives of other service
provider organizations and/or local advocacy groups that have experience in
serving these special populations. 

B. Section 330(g) Migrant Health Centers

The Health Centers Consolidation Act of 1996 includes no legislative changes to governance requirements for section 330(g) migrant health centers, although it does permit section 330(g) grantees to request "good cause" waivers of the governance requirements.  However, the Secretary will only consider a request to waive all or part of the governance requirements from section 330(g) grantees that do not additionally receive funding under section 330 (e) as community health centers.  This is because community health centers, with or without funding to provide health services to a special population, are not eligible for a waiver.  In addition, migrant health centers that previously complied with governing board requirements will have a heavy burden to satisfy the good cause requirement for a waiver.

Migrant Health Programs (formerly known as migrant voucher programs) do not have to meet the requirements in 42CFR§56.601 for governing board composition.  These entities may meet consumer participation for migrant/seasonal agricultural worker representation through advisory councils.  Please refer to PIN #94-7, issued February 7, 1994, and PIN # 98-07, issued March 6, 1998, for more information regarding governance activities for the Migrant Health Programs.

C. Section 330(h) Health Care for the Homeless

Section 330(i) Health Services for Residents of Public Housing

As stated previously, the Health Centers Consolidation Act of 1996 includes governance requirements for all section 330(h) health care for the homeless and section 330(i) health services for residents of public housing grantees.  Grantees which do not currently meet the governance requirements must immediately come into compliance with the requirements, unless granted a waiver.

The statute permits section 330(h) and section 330(i) grantees to request good cause waivers of the governance requirements.  However, the Secretary will only consider a request to waive all or part of the governance requirements from section 330(g) grantees that do not additionally receive funding under section 330 (e) as community health centers. This is because community health centers, with or without funding to provide services to a special population, are not eligible for a waiver.

IV. WAIVER APPROVAL

All Section 330(h) and 330(i) grantees must provide the BPHC with a status report describing governance arrangements and, where necessary, a time frame for coming into compliance with the section 330 governance requirements.  Any request for a waiver of all or any of the specific governance requirements must include a compelling argument as to why the program cannot meet the statutory requirements, as well as, alternative strategies detailing how the program intends to meet the intent of the statute for appropriate user input.

The status report (including any waiver requests) from each health care for the homeless and health services to residents of public housing grantee and any waiver request from migrant health center grantees must be submitted no later than June 30, 1998 to:

Lawrence Poole
Grants Management Officer
Bureau of Primary Health Care
4350 East West Highway, 11th floor
Bethesda, Maryland 20814

Programs should indicate "Governance Status Report" prominently on the first page of their submission, as well as include the grant number for their health care for the homeless, health services to residents of public housing, and/or migrant health center program.

Any questions regarding this Policy Information Notice should be addressed to Jean Hochron, Chief, Health Care for the Homeless program at (301) 594-4437.


I. PURPOSE 

This Policy Information Notice (PIN) supercedes PINS 93-07, 93-19, and 96-07. This PIN (1) describes the process for applying and reapplying for coverage under the program, (2) describes the type of coverage and requirements, (3) describes the procedures deemed grantees must comply with when faced with a medical malpractice claim or suit, and (4) provides other updated information related to The Federal Tort Claims Act (FTCA) and The Federally Supported Health Centers Assistance Acts (FSHCAA) of 1992 and 1995.

II. INTRODUCTION 
Federal Tort Claims Act coverage for eligible Bureau of Primary Health Care (BPHC) grantees was initially legislated through the FSHCAA of 1992 (Public Law 102- 501) by amending section 224 of the Public Health Service (PHS) Act.  The eligible entities ("Health Centers") are Migrant Health Centers, Community Health Centers, Health Care for the Homeless grantees, and Health Services for Public Housing Residents grantees.  The FSHCAA of 1995, signed into law by the President on December 26, 1995, clarified the 1992 Act and eliminated its sunset provision, making the program permanent.  The intent of the law was to increase the availability of funds for the provision of primary health care services by reducing the expenditure of Health Center funds for malpractice insurance premiums.  The FSHCAAs accomplish this by making deemed Health Centers (and their officers, directors, employees and certain contractors) Federal employees for the purpose of medical malpractice. As Federal employees these organizations and individuals are immune from medical malpractice suits for actions within the scope of their employment.  Potential plaintiffs must follow the requirements of the FTCA for relief (see Paragraph XIV below).  The FTCA applies to acts or omissions of covered entities in the performance of covered activities.

III. COVERED ENTITIES 
A grantee must be deemed by the Secretary of Health and Human Services (Secretary) in order for it to be covered under the FTCA.  Grantees eligible to be deemed are: 

· Community Health Centers [section 330(e)]. 

· Migrant Health Centers [section 330(g)]. 

· Health Care for the Homeless [section 330(h)]. 

· Health Care for Residents of Public Housing [section 330(i)]. 

To be deemed a grantee must complete an initial application that demonstrates that the grantee: 

· Has implemented appropriate policies and procedures to reduce the risk of malpractice and the risk of lawsuits arising out of any health or health related functions performed by the entity. 

· Has implemented a system whereby professional credentials, references, claims history, fitness, professional review organization findings, and licensure status of its health professionals are reviewed and verified. 

· Will fully cooperate with the Department of Justice (DOJ) in the event of a claim under section 224 and will take necessary steps to assure against such claims in the future. 

· Will cooperate with the DOJ in providing information related to previous malpractice claims history. 

IV. COVERED INDIVIDUALS 
The FSHCAA of 1995 clarified that section 224 covers any officer, governing board member, or employee of the Health Center.  Employees are covered by the FTCA whether they are full-time or part-time.  Furthermore, licensed or certified health care practitioner contractors working full-time (i.e., on average at least 32 2 hours per week) or part-time providers of services in the fields of family practice, general internal medicine, general pediatrics, or obstetrics and gynecology are also covered under the FTCA.  (Note: for contract providers, the contract must be between the Health Center and the individual provider.  All payments for service must be from the Health Center to the individual contract provider.  A contract between a deemed Health Center and a provider's corporation does not confer FTCA coverage on the provider.) 

Volunteers are neither employees nor contractors and therefore, are not eligible for FTCA coverage.  Typically, the Internal Revenue Service views an employee as an individual who receives a "salary" on a regular basis, with applicable taxes and benefits deducted along with coverage for unemployment compensation.  Health Centers are cautioned against considering individuals not meeting these salary and withholding tests as employees. 

V. FTCA COVERED ACTIVITIES 
The FTCA coverage is restricted to acts or omissions which: (1) occur on or after the effective date that the Secretary has determined that the Health Center has met the requirements for FTCA coverage (i.e., approval of deeming application); (2) are within the approved scope of the project; and (3) are within the scope of employment, contract for services, or duties as an officer or director of the corporation.

A. SCOPE OF THE PROJECT 
Only acts and omissions related to activities within the scope of the approved Federal project, as defined in the Health Center's approved grant application, may be covered.  The FTCA coverage for new health services or additional health delivery sites is dependent on BPHC approval of a change in the scope of the project.  The request for a change in scope should be submitted to the BPHC for approval.  Consult PIN 96-14 for policies and procedures related to Health Center on Scope of Project.

B. SCOPE OF EMPLOYMENT 
Only acts and omissions related to activities within the scope of employment may be covered. Health Center personnel should have clearly defined, written job descriptions (includes employment agreements, contracts for services, etc.) carefully delineating the duties of the individual.  For health care practitioners, it is important to specify what type of services and where the individual would deliver such services.  Although it is not necessary to be overly specific, it must be sufficient to determine whether, on any particular occasion, the individual was acting within the scope of his/her employment (or contract) with the Health Center, as opposed to, for example, moonlighting.

C. SERVICES TO NON-HEALTH CENTER PATIENTS 
The FSHCAA of 1995 reflects section 6.6(d) of the final rule published in the Federal Register (Vol. 60, pages 22530-32) on May 8, 1995, which provides FTCA coverage for services to non-Health Center patients in certain situations.  The Federal Register Notice (Vol. 60 pages 49417-18) issued September 25, 1995, provided examples of the type of activities within the scope of section 6.6(d) that are approved for FTCA coverage.  Those examples include school-based clinics, health fairs, immunization campaigns, migrant camp outreach, homeless outreach, periodic hospital call if required for privileges and formal after hours coverage arrangements. 

VI. COVERAGE OF A SPECIFIC CLAIM 
The applicability of FTCA to a particular claim or case will depend upon the certification by the Attorney General that the (1) individual or grantee is covered by the Act, (2) the individual was acting within the scope of employment, and (3) that the act or omission giving rise to the claim was within the scope of project of the entity.  Such a certification or failure to certify is subject to judicial review. 

VII. SUBRECIPIENTS (SUBGRANTEES) 
A subrecipient (subgrantee) is an entity (not an individual contractor) that receives a grant or a contract from a deemed Health Center to provide the full range of health services on behalf of the deemed Health Center and only for those services under the scope of the project.  Subrecipients can be eligible for FTCA coverage.  Contractual relationships with other entities for individual services (e.g., laboratory, pharmacy, physician services) are not subject to FTCA coverage. 

Subrecipients are required to meet the same deeming requirements as the eligible Health Center.  Consequently, each subrecipient shall be required to submit a deeming application, through the eligible Health Center, in order to qualify for FTCA coverage.  Ideally, the Health Center should submit its application and that of any subrecipient(s) at the same time.  However, a future application from a subrecipient can be reviewed independently.

VIII. PARTICULARIZED DETERMINATIONS
If a deemed Health Center is unsure whether an activity falls within the scope of section 6.6(d) of the Federal Register (Vol 60, pp 22530-32) on May 8, 1995, it may apply to the Director, BPHC, for a determination of coverage.  The request must be of sufficient detail to determine: (1) what services are provided, (2) who provides the services, (3) where the services are provided, and (4) why Health Center personnel are providing such services.

IX. DUAL COVERAGE 
The FSHCAA of 1995 amendments provide a Health Center the option of choosing to meet its malpractice liability protection through the FTCA or the purchase of private insurance policies. Health Centers that have chosen not to apply for, or have terminated FTCA coverage, may use Federal grant funds for the purchase of private malpractice insurance. In general, dual coverage (both FTCA and private malpractice insurance covering the same activities) is not permitted and any such expenditures will be disallowed by the BPHC.  However, it is recognized that some Health Centers may have purchased malpractice insurance for health care practitioners with differing policy expiration dates as a means to stagger required tail insurance expenditures.  In these situations, temporary dual coverage is allowable.  The combined use of FTCA and gap coverage (i.e., private insurance for activities not subject to FTCA coverage) is allowable.  This can be accomplished by purchase of a policy for discrete activities or as a wrap-around (gap) policy that clearly delineates that coverage is only for activities not subject to FTCA coverage.

X. USE OF SAVINGS 
Deemed Health Centers are authorized to use the savings in malpractice insurance costs for activities within the scope of the project, provided that a revised program budget is submitted to the appropriate Grants Management Office for approval.  For example, these funds may be used to increase the number of users, increase the range of services provided (including case management and activities or programs aimed at reducing language and cultural barriers to care), or to implement administrative improvements (including clinician compensation, clinical quality improvements/risk management activities).

XI. OTHER INSURANCE REQUIREMENTS
The FTCA provides protection only for personal injury, including death, resulting from the performance of medical, surgical, dental, or related functions (i.e., malpractice).  Consequently, even with FTCA coverage, Health Centers will continue to need other types of insurance (e.g., directors and officers liability, general liability, auto insurance).

XII. DEEMING APPLICATION 
The FSHCAA of 1995 requires all Health Centers (including those previously deemed under the FSHCAA of 1992) to apply for deemed status in order for FTCA coverage to be effective.  Health Centers can make application at any time and BPHC will act upon the application within 30 days.  The deeming application targets the statutory requirements for deeming including the Health Center's credentialing, risk management systems, and past claims history.  A checklist is provided where possible for ease of completion and review.  In addition, the on-going monitoring system of the BPHC will continue to focus on the quality of care in funded Health Centers through the Primary Care Effectiveness Review, mid-year assessment, etc. 

Health Centers (and subrecipients) applying for deemed status must submit the following to the appropriate Division Director or Branch Chief in the appropriate Health Resources and Services Administration (HRSA) Field Office (Attachment A): 

· A completed application (Attachment B) with a proposed effective date. 

· A listing of the Health Center's current health care practitioner staff (employee and contractor) with the start work date, date of initial credentialing, and date of re-credentialing, as appropriate.  This listing is for deeming purposes only.  It is supporting documentation that shows the Health Center has implemented a system for the credentialing of its practitioners.  It is not intended to be a list of the health care practitioners covered under the FTCA.  The BPHC does not maintain any database of individual providers covered by the FTCA. 

· A listing of the claims or suits brought against the Health Center during the past 12 months and a statement as to the steps taken to ensure against such claims in the future.  Failure to submit any of the required documents will render the application incomplete and will delay its consideration until the missing information is provided. 

Completed applications will be initially reviewed by personnel in the HRSA Field Office and a recommendation forwarded through the BPHC Center for Risk Management to the Director, BPHC.  The Director, BPHC will make the final decision regarding the deeming request within 30 days and the Health Center will be officially notified in writing.  Note that initial deeming applications cannot be part of any grant application.  Only the application in this PIN, submitted on its own, will be reviewed.

XIII. RENEWAL OF DEEMED STATUS 
Health Centers must periodically apply for renewal of their deemed status.  This occurs at the end of the Health Centers project period.  An application for renewal of deemed status ("redeeming") is included as part of the single grant application for project period renewals.  This must be completed as part of the project period renewal application in order for coverage under the FTCA to continue beyond the end of the project period.  Health Centers will be informed of the renewal of their deeming via the Notice of Grant Award.

XIV. OPERATION OF THE FTCA FOR HEALTH CENTERS
A "deemed" Health Center, its officers, directors, employees, and certain contractors are considered to be Federal employees for the purpose of medical malpractice.  As such they are immune from lawsuit.  Actions for relief of negligent acts of medical malpractice must be maintained against the United States and follow the procedures outlined in the FTCA.  In general, this Act requires the alleged injured party to first seek an administrative remedy by filing a claim with the PHS.  If the claim is denied or a settlement is not reached within 6 months, the claimant can then sue the United States.  Cases are heard in Federal Court without a jury, and are defended by the DOJ with the assistance of the Office of General Counsel, Department of Health and Human Services.  No punitive damages are allowed.

XV. ACCEPTANCE OF FTCA BY HOSPITALS/MANAGED CARE PLANS
Section 224 of the PHS Act provides that a covered individual cannot be denied hospital admitting privileges solely because the individual's malpractice protection is provided by the FTCA, so long as the appropriate professional qualifications and agreement to abide by the policies and bylaws of the hospital are met.  The FSHCAA of 1995 further amended section 224 by providing that managed care plans (including health maintenance organizations and similar entities) must accept FTCA coverage as meeting whatever malpractice insurance coverage requirements they may have for contracting providers. Hospitals or managed care plans that fail to comply with these provisions will be in jeopardy of losing their provider status and ability to collect payment under Medicare and Medicaid.

XVI. VERIFICATION OF FTCA COVERAGE 
The BPHC receives numerous requests for verification of coverage under the FTCA for individual health care practitioners.  Since FTCA coverage is conveyed to the individual practitioner by virtue of employment or certain contractual relationships with the Health Center, the name of the Health Center would expedite these requests.  The health care practitioner should write the name of their employing Health Center on the "Release of Information" form provided by the hospital, managed care organization, etc.  Requests for verification of coverage should be sent to the appropriate HRSA Field Office FTCA Coordinator.

XVII. INDEMNIFICATION OF OTHER ENTITIES 
Many managed care organizations, State/local governments, etc., insist upon hold harmless or indemnification clauses in contracts with potential providers.  There is no statutory basis for extending FTCA coverage to those other entities.  Health Centers should be very cautious in entering into such agreements.  Section 7 of the FSHCAA of 1995 which requires, under penalty of losing Medicare and Medicaid reimbursement, managed care plans to accept FTCA as meeting whatever malpractice coverage such plans require, may assist the Health Center in resolving any such matters. 

XVIII. RISK MANAGEMENT
On-going risk management is essential to the provision of quality health care services. Private malpractice insurance companies have traditionally provided risk management services ranging from minimal to comprehensive.  As deemed Health Centers have migrated to FTCA coverage as the means of malpractice liability protection, there has been concern of the potential loss of risk management services.  The BPHC is committed to assuring that Health Centers continue to have the availability of risk management services.  However, the BPHC is unable to bear the full burden of this cost and expects, as Health Centers begin to realize savings in malpractice insurance costs due to coverage under the FTCA, Centers will reinvest some of the savings to target malpractice risk reduction.

Although the BPHC is aware that the majority of private malpractice insurers are bundling risk management services with "gap or wrap-around" policies sold to Health Centers as a companion to FTCA coverage, the following are some specific steps taken by BPHC: 

· The BPHC has entered into an Interagency Agreement with the Armed Forces Institute of Pathology, Division of Legal Medicine, for the dissemination to all Health Centers of their periodical named the "Open File."  This document, which is published once a year, is devoted solely to the discussion of risk management issues and offers five credits of continuing medical education. 

· Individually tailored risk management assessment and assistance is available, on a very limited basis, through the BPHC Technical Assistance program.  Specific requests should be relayed to the Division of Health Service Delivery in the appropriate HRSA Field Office. 

· The BPHC has provided funding to the National Association of Community Health Centers to provide Health Centers with: (1) risk management training and education: Risk Management Training and Education Seminars have been held around the country. These seminars can be arranged through your State Primary Care Association or the National Association of Community Health Centers.  (2) limited risk management consultation services via telephone.  The risk management telephone consultation is provided by experienced staff from a major malpractice insurance company.  They can provide guidance on general risk management issues. They will not provide legal advice.  To access this service call (toll free) 888-800-3772. 

· The BPHC will work directly with Health Centers that have had claims filed in an effort to help improve systems and provide assistance in reducing the risk of future malpractice claims.  In addition, BPHC will support, as an allowable cost, the purchase of separate private risk management services on the open market by Health Centers. 

XIX. CLAIMS AND SUITS 
Under the FTCA, all claims must be filed with the PHS Claims Office before a Federal suit may be filed.  Many attorneys are unaware of the fact that certain Health Centers and their providers are Federal employees for the purposes of medical malpractice.  On numerous occasions, plaintiff's attorneys have filed actions against deemed Health Centers in state court . If this occurs the Health Center should take the following steps:

· All state court complaints and notices of intent should be sent immediately upon receipt to: Department of Health & Human Services Office of the General Counsel Business and Administrative Law, Room 4760, Cohen Building 330 Independence Avenue, SW Washington, DC 20201 Phone: 202-619-2155. Fax: 202-619-2922 
· The Health Center will be requested to send two copies of the following documents to the above address. 

· 1. Deeming Letters. 

· 2. Wage & Tax: W-2 forms for each individual involved in the incident who was working for the Health Center at the time of the alleged negligence.  If the individual was a contractor, please send the 1099 form and an employment contract covering the period of the alleged negligence.  If the Health Center does not store W-2 or 1099 forms, then the Health Center must retrieve and provide them to verify the status of the individual. 

· 3. Declaration: A declaration signed by the practitioner that the practitioner is licensed to practice medicine and that the practitioner was not billing privately.  It should include the statement, "I certify this is true under penalty of perjury," but it need not be notarized.  A separate declaration must be signed by each practitioner named in the complaint or in the notice of intent to file suit. If the employee is no longer working at a Health Center, then the Health Center must provide a separate statement that (1) it has made a good faith attempt to locate the employee, (2) they are unable to do so, and (3) that to the best of the Health Center's knowledge, the employee did not bill privately for treatment. 

· 4. Medical Records: All of the plaintiff's medical records from the Health Center and any private facility that might be involved. 

· 5. Insurance Policies: The declaration page of any professional liability (including "gap" or "wrap- around"), general liability, and directors and officers liability insurance policies.  If the Health Center does not have any of these policies please provide a separate statement to that effect. 

· 6. Narrative Statement: A narrative statement regarding the facts of the alleged incident, by the practitioner or the medical director. 

XX. FURTHER INFORMATION 
For further information contact the FTCA Coordinator in your HRSA Field Office.
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I. PURPOSE

The purpose of this Policy Information Notice (PIN) is to describe the Health Resources and

Services Administration’s (HRSA) policy for an approved scope of project for health centers funded under section 330 of the Public Health Service (PHS) Act,
 the five components of an approved scope of project, and the policy and process for health centers seeking prior approval to make changes in the approved scope of project.  This PIN supersedes PINs 2000-04 and 2002-07, “Scope of Project Policy.”
II. APPLICABILITY

This PIN applies to all HRSA health service delivery grants awarded under section 330 of the

PHS Act, including the Community Health Center, Migrant Health Center, Health Care for the Homeless, and Public Housing Primary Care Programs collectively referred to as “grantees” or “grantee health centers.”  The grantee named on the Notice of Grant Award (NGA) is the entity legally accountable to HRSA for performance of the health center activities as detailed and documented in the application for section 330 funding.  Please note that only the grantee of record (the organization named on the NGA) can request a change in the approved scope of project.  Changes in scope involving subrecipients or subcontractors must be the submitted by the grantee of record.

III. DEFINING SCOPE OF PROJECT

The scope of project defines the activities that the total approved section 330 grant-related project budget supports.
  Specifically, the scope of project defines the approved service sites, services, providers, service area(s) and target population(s) which are supported (wholly or in part) under the total section 330 grant-related project budget.  A grantee’s scope of project must be consistent with applicable statutory and regulatory requirements, Health Center Program Expectations, and the mission of the health center.
  
A health center’s scope of project is important because it:
· Stipulates the total approved section 330 grant-related project budget, specifically defining the services, sites, providers, target population, and service area for which grant funds have been approved.  This total project budget includes program income and other non-section 330 funds.
· Determines the maximum potential scope of coverage (subject to certain exceptions) of the Federal Tort Claims Act (FTCA) program that provides medical malpractice coverage for deemed health centers and most individual employees.

· Provides the necessary site information which enables covered entities to purchase discounted drugs for their patients under the section 340B Drug Pricing Program.
· Defines the approved service sites and services necessary for State Medicaid Agencies to calculate payment rates under the Prospective Payment System (PPS) or other State approved alternative payment methodology (see PAL 2001-09 posted on http://www.bphc.hrsa.gov/policy/ and section 1902(bb) of the Social Security Act).

· Defines the approved service sites necessary for the Centers for Medicare and Medicaid Services (CMS) to determine a health center’s eligibility for Federally Qualified Health Center (FQHC) Medicare all-inclusive rate. 

It is important to note that certain benefits, i.e., utilization of section 330 funds and related program income, FQHC Medicaid reimbursement, Medicare FQHC reimbursement, FTCA coverage, and 340B Drug Pricing benefits, require that activities be part of the section 330 approved scope of project and do not apply to activities that are not part of the approved scope of project.  A section 330 grantee’s approved scope of project may be part of a larger health care delivery system and, as such, must be distinctly defined within that context.  Section 330 funded health centers may carry out other activities (i.e., other lines of business) that are not part of their scope of project and, thus, are not subject to section 330 requirements and expectations.  For example, a grantee corporation may run a day care center that is not within the scope of the Federal project and does not use section 330 funds or related program income for support; therefore, it would not be eligible for the benefits that extend to activities within the grantee’s scope of project such as FTCA coverage or Medicare or Medicaid reimbursement.  In addition, the revenue generated from other activities (in the example above, the day care center) should be sufficient to support direct costs of the activity plus a reasonable share of overhead to ensure that section 330 funds and other grant-related income are not used inappropriately to support costs outside the approved scope of project.

NOTE: While identification as a service site within a scope of project is required for participation in the FTCA, 340B Drug Pricing, and FQHC programs, it is not a guarantee that these benefits will be realized.  Each of these programs has a specific application process and a comprehensive set of requirements, of which scope of project is only one.  In other words, identification as a service site within a scope of project is necessary, but not sufficient, to ensure participation in the other programs.  To participate, all of the requirements of the other programs must also be met.  For additional information, see Section VI of this PIN.

A. ROLE OF THE BOARD IN SCOPE OF PROJECT

The governing board of a health center provides leadership and guidance in support of the

health center’s mission and is legally responsible for ensuring that the health center is operating in accordance with applicable Federal, State and local laws and regulations.  The health center governing board is responsible for establishing and approving the health center’s scope of project.  The annual application for section 330 funds details the scope of project supported by the grant and, per section 330(k)(3)(H) of the PHS Act (42 U.S.C. 254b), the health center governing board must approve the health center’s application.  It is the responsibility of the governing board to approve the overall plan and budget for the health center, the hours of operation for the health center sites, as well as the selection of the services provided by the health center.  In fulfilling these responsibilities to accurately and completely delineate the health center’s scope of project, the health center governing board is assuring that the health center will effectively utilize its available resources in pursuing its mission.  As the board is responsible for the oversight of the health center operations, all requests for change in scope of project must be approved by the health center’s governing board with approval documented in the board minutes.
B. FIVE CORE ELEMENTS OF SCOPE OF PROJECT
Five core elements constitute scope of project and address these fundamental questions:
· Where will services be provided (service sites)?

· What services will be provided (services)?

· Who will provide the services (providers)?

· What geographic area will the project serve (service area)?

· Who will the project serve (target population)?
1. Service Sites
A service site is any location where a grantee, either directly or through a subrecipient or established arrangement
, provides primary health care services to a defined service area or target population (discussed respectively in Sections III.B.4. and III.B.5. of this PIN).  Sites may be permanent, seasonal, mobile van, migrant voucher or intermittent as defined further below based on many factors and as appropriate for providing health care services to the target population.  A service site may provide comprehensive primary care services or may provide a single service such as oral or mental health services, based on the identified needs in the community/population.  Only those service sites listed on Form 5-Part B: Service Sites from the most recent approved application for Federal support or approved change in scope request are a part of a grantee’s approved scope of project.

a) Definition of a Service Site
Service sites are defined as locations where all of the following conditions are met:
· health center encounters are generated by documenting in the patients’ records face-to-face contacts between patients and providers;

· providers exercise independent judgment in the provision of services to the patient;

· services are provided directly by or on behalf of the grantee, whose governing board retains control and authority over the provision of the services at the location; and
· services are provided on a regularly scheduled basis (e.g., daily, weekly, first Thursday of every month).
 However, there is no minimum number of hours per week that services must be available at an individual site.
b) Permanent Service Sites
Permanent sites meet the definition of a service site above at a fixed address specified on Form 5 – Part B: Service Sites.  These sites are open year round and may be operated on a full-time or part-time basis as appropriate to meet the needs of the target population.  Services at a permanent site may be offered either directly or through an established arrangement.  The name and address of each permanent service site at which the grantee provides care must be listed on Form 5 – Part B: Service Sites.
c) Seasonal Service Sites
Due to the seasonality of employment, shelter, or the mobility of patients served, grantees may operate some service sites on a seasonal basis or for only part of the year.  Seasonal sites meet the definition of a service site above but operate at a fixed location for less than 12 months during the year.  When open, seasonal sites may be operated on a full-time or part-time basis as appropriate to meet the needs of the target population.  Grantees should list the name and address of each seasonal site on Form 5 – Part B: Service Sites and indicate the approximate number of months that the site is open during the year.

d) Special Instructions for Recording Mobile Van Sites
A fully-equipped mobile van that is staffed by health center clinicians providing direct primary care services (e.g., primary medical or oral health services) at various locations on behalf of the grantee is considered a service site.  Mobile vans must meet the definition of a service site above, except that services do not need to be provided on a regularly scheduled basis, although this is encouraged to provide continuity and access to care for the target population.  A grantee should separately list each mobile van (i.e., Mobile Van #1, Mobile Van #2, etc.) as a site on Form 5 – Part B: Service Sites.  The specific locations where the van provides direct health care services do not need to be listed.  Vans that are not equipped or utilized for direct patient care are not service sites.

These vans may be used by a grantee to transport patients or staff or to support and facilitate outreach or other enabling services.  These vans should be listed on Form 5 – Part C: Other Activities (discussed in detail below), in the application for Federal support with a brief description of how the van is used.
d) Intermittent Sites
Grantees may utilize intermittent sites to provide direct primary health care services to the target population.  Intermittent sites meet the definition of a service site above but operate on a regular scheduled basis for a short period of time (two months or less) at locations that change frequently as necessary to continue services to the target population.  Generally, these sites are established to assure access to care for more mobile populations, such as homeless persons or migrant or seasonal farmworkers and their families, who may not be in one area for an extended period of time and, therefore, may not access services at a grantee’s permanent or seasonal sites.  Often, intermittent sites are established at migrant camps or homeless shelters that are open for only a short time to bring health care services directly to the target population and will be closed and re-opened at a new location as the population moves or the availability of space changes.  The following are examples of potential locations for intermittent sites: 1) Shelters - Family, Adult, Homeless, Runaway Youth; 2) Day Shelters, Soup Kitchens, or Homeless Service Centers; 3) Outdoor Encampments; 4) Migrant Camps.  Grantees should list intermittent sites as a category on Form 5 – Part B: Service Sites.  The specific locations where the grantee establishes an intermittent site to provide the services do not need to be listed; however, the number of such locations should be indicated on Form 5 – Part B: Service Sites and should be updated at least annually in the grantee’s application for Federal support.
e) Migrant Voucher Screening Sites
Migrant Voucher Programs are established when there is insufficient sustained demand in an area for health care services from migrant and seasonal farmworkers to warrant establishing a permanent or seasonal service site.  Often migrant voucher grantees do not provide direct health care services; rather, the grantee may establish a screening site(s) where the clinical needs of a patient are assessed and then a referral for care is made to a local provider through an established contractual arrangement.  The local provider will provide the primary care services to those individuals who are referred by the voucher program.  Under these arrangements, services are provided on behalf of the health center through a contractual arrangement; however, services under the contracts are generally not provided on a regular scheduled basis but instead on an as-needed basis.  Grantees should list each migrant voucher assessment/screening site as a category on Form 5 – Part B: Service Sites.  As the functions of migrant voucher screening sites are predominantly administrative, where little clinical services are provided, the assessment/screening sites should be listed as administrative sites. Those voucher locations which meet the requirements of a service site should be listed as administrative/service site.  The specific locations where the grantee maintains contracts for direct services do not need to be listed; however, the number of such locations should be indicated on Form 5 – Part B: Service Sites and should be updated at least annually in the grantee’s application for Federal support.
f) Other Activities
Grantees often provide activities that are included in the scope of project at locations that: (1) do not meet the definition of a service site, (2) are conducted on an irregular timeframe/schedule and (3) offer a limited activity from within the full complement of health center activities included within the scope of project.  These activities and locations, where clinicians and project staff go from time-to-time to seek out, engage and serve persons eligible for the project’s services, are covered under the scope of the project; however, compiling an exhaustive list of such activities and locations is impractical and, therefore, should be included as general categories of activities at various locations as part of the approved scope of project.  “Other activities” may also include (1) locations for off-site activities required by the health center and documented as part of the employment agreement or contract between the health center and a provider (e.g., health center physicians providing coverage at the hospital emergency room or participating in hospital call coverage for unassigned patients in order to maintain their hospital admitting privileges) and/or (2) locations where the only services delivered do not generate encounters (i.e., filling prescriptions, taking X-rays, conducting street outreach or providing health education, etc.).
Some examples of other activities include:

· Immunizations.  Providing immunizations at 15 different senior centers.  Grantees should list the activity as “immunizations,” the location as “senior centers” and the frequency as appropriate (e.g., four times per year).

· Admitting.  Following the health center’s patients to the hospital (admitting privileges).  Grantees should list the activity as “admitting,” the location as “hospital” and the frequency as appropriate (e.g., as required for on call arrangement, three times per week) and indicate in the description the specific hospital(s) with which the health center has such arrangements and whether health center providers see non-health center patients as part of his/her admitting privileges.

· Medical Rounds.  Grantees should list the activity as “medical rounds,” the location as “hospital” and the frequency as appropriate (e.g., as required for patient care, twice per week) and indicate in the description the specific hospital(s) with which the health center has such arrangements and whether the health center providers see non-health center patients as part of his/her admitting privileges.

· Home Visits.  If it is the policy of the grantee that providers occasionally make home visits to health center patients, the grantee should list the activity as “home visits,” the location as “patients’ homes” and the frequency as appropriate (e.g., as required for patient care, five times per month).

· Health Fairs.  If it is the policy of the grantee to occasionally participate in health fairs, the grantee should list the activity as “health fairs,” the location as appropriate (e.g., various schools, community service centers) and the frequency as appropriate (e.g., three times per year). 

· Non-Clinical Outreach.  If it is the policy of the grantee that staff conduct outreach where no clinical services are offered, the grantee should list the activity as “non-clinical outreach,” the location as appropriate (e.g., community neighborhoods, schools, community service centers) and the frequency as appropriate (e.g., weekly).
· Portable Clinical Care.  If it is the policy of the grantee that providers conduct clinical care as part of a mobile team (for example, as part of a primary care street outreach team to serve a homeless individuals or utilizing portable dental equipment to provide oral health services at schools), the grantee should list the activity as “portable clinical care,” the types of locations as appropriate (e.g., street, temporary shelters, schools, soup kitchens, labor camps) and the frequency as appropriate (e.g., weekly). 

· Health Education.  Grantees should list the activity as “health education,” the location as appropriate (e.g., community service centers, schools) and the frequency as appropriate (e.g., six times per year).

All “other activities,” their locations, estimated frequency and a brief description of the activity should be identified and briefly described on Form 5 – Part C: Other Activities in the annual application for Federal support.  In addition, these activities should be described in the grant application, as they contribute to the provision of comprehensive primary care services.  For items listed on Form 5- Part C, grantees should ensure that adequate and appropriate documentation has been secured to support and enable performance of these activities.
2. Services

a) Requirements and Discussion of Services

Section 330 funded health centers are required to provide, either directly or through an established arrangement, a set of primary health care services.  These are defined in section 330 of the PHS Act as health services related to family medicine, internal medicine, pediatrics, obstetrics and gynecology, diagnostic laboratory and radiological services, pharmaceutical services as appropriate, and defined preventive health services.  (For the complete list of required services see section 330(b)(1)(A) of the PHS Act).  The specific amount and level of these services will vary by grantee based on a number of factors including, among others, the population served, demonstrated unmet need in the community, provider staffing, collaborative arrangements and/or licensing requirements. 

Services provided by the grantee are defined for the organization/entity, not by individual site.  Not all services must be available at every grantee service site; rather, the patients must have reasonable access to the full complement of services offered by the center as a whole, either directly or through formal established arrangements. 

Because health centers provide service to diverse populations, health centers should assure services are provided in culturally and linguistically appropriate manner based on the target population(s). 

Health centers may also provide “additional health services” defined in the section 330 statute as “services that are not included as required primary health services and that are appropriate to meet the needs of the population served by the health center…”
 Grantees are reminded that once a service is included in the approved scope of project, it must be available equally to all patients regardless of ability to pay and available through a sliding fee scale.10 Grantees, therefore, should thoroughly investigate the costs, benefits, and risks to the grantee before providing these services. In general, a grantee should demonstrate that all required primary health services are available to all patients before proposing to add additional health services.

Health centers often provide both clinical and non-clinical services.  Generally, clinical services are those services related to the provision of direct care and include medical, dental, mental health, substance abuse, diagnostic laboratory and X-ray, and pharmacy services.  Non-clinical services are those services that support and assist in the delivery of medical care and facilitate patient access to care, often described as enabling services.  These include case management, outreach, transportation, translation and interpretation, health education and eligibility assistance.
The specific range of services that are available at a health center may vary based on provider qualifications and licensing requirements.  Many professional, State and/or local certifying/licensing boards require and/or sanction levels or types of service based on a provider’s qualifications.  Similarly, State and/or local certifying bodies may require different accrediting or licensing standards for facilities.  If a grantee determines that all professional, State, and local qualifications necessary for a grantee provider to provide a specific service have been met, and State and local standards/accreditation requirements of the facility have also been fully met, the procedures or levels of service sanctioned by the certifying board are included in the grantee’s scope of project.  For example, if the grantee employs an obstetrician who performs colposcopy, that service would be appropriate to be included in the scope of the center’s project because that procedure is a normal part of the practice of obstetrics and is recognized as such under State certifying boards.
As a reminder, all providers of medical, dental, and mental health services (whether required or additional services) must be properly credentialed and privileged (i.e., appropriately trained and licensed) to perform the activities and procedures expected of them by the grantee.  It is the responsibility of the grantee to ensure that all necessary credentialing of providers and licensing of the facility(ies) to provide a service, are completed before requesting that a service be included in the scope of project. (See PIN 2002-22 for additional guidance on the credentialing of providers).
b) Delivery Method and Scope of Project
In order to ensure the availability of comprehensive services for their patients, health centers may utilize one or more of the following delivery methods to provide a service:

(1) Direct by Grantee and/or Formal Written Agreement

When a service is provided directly by the grantee (Form 5-Part A, Column I) or  through a formal written contract/agreement (Form 5-Part A, Column II), the grantee is accountable for providing and/or paying/billing for the direct care.  Services provided by the grantee may include, but are not limited to, those rendered by salaried employees, certain contractors, National Health Service Corps staff, and sub-recipients.  In most cases, services delivered by the grantee are provided on-site at a service delivery location listed on Form 5- Part B: Service Sites.  If the service is provided by formal written agreement, the agreement must describe how the service will be documented in the patient record and if applicable, how the grantee will pay and/or bill for the service.
(2) Formal Written Referral Arrangement 
Under a formal written referral arrangement (Form 5-Part A, Column III), the grantee maintains responsibility for the patient’s treatment plan and will be providing and/or paying/billing for appropriate follow-up care based on the outcome of the referral.  These referral arrangements should be formally documented in a written agreement that at a minimum describes the manner by which the referral will be made and managed and the process for referring patients back to the grantee for appropriate follow-up care.

Under these types of formal referral arrangements, if the actual service is provided and paid/billed for by another entity, then the SERVICE IS NOT included in the grantee’s scope of project.  However, establishment of the referral arrangement and any follow-up care provided by the grantee subsequent to the referral is considered to be part of the grantee’s scope of project.  For example, a grantee may have a referral arrangement for diagnostic X-ray with a hospital.  As part of the referral arrangement, the hospital performs the diagnostic X-ray, bills the patient for the services and provides feedback and/or results to the grantee for appropriate follow-up care.  The diagnostic X-ray service would NOT be part of the grantee’s scope of project but the establishment of the referral and follow-up care provided by the grantee would be part of the grantee’s scope of project.
(3) Informal Referral Arrangements or Agreements

Under informal referral arrangements or agreements (these arrangements are not captured on Form 5-Part A and are not a part of the grantee’s scope of project), a grantee refers a patient to another provider who is responsible for the treatment plan and billing for the services provided and no grant funds are used to pay for the care provided.  These informal arrangements/agreements are not required by HRSA to be documented in a written agreement and do not require the other provider to refer patients back to the grantee for appropriate follow-up care.  For services provided by informal referral arrangements or agreements, the referral and the service and any follow-up care provided by the other entity, are considered outside of the grantee’s scope of project.

Required primary health services must be provided directly by the grantee or through an established arrangement
 such as through a formal agreement or through a formal referral arrangement.  In addition, required services provided directly by the grantee or by formal agreements or formal referral arrangements must be offered on a sliding fee scale and available equally to all patients regardless of ability to pay.  Therefore, informal referral arrangements are not acceptable for the provision of a required service.
Grantees should ensure that all agreements/contracts/arrangements with other providers and organizations comply with section 330 requirements and administrative regulations for the Department of Health and Human Services.
  Grantees should also ensure that providers for any formal arrangements/agreements are properly credentialed and licensed to perform the activities and procedures expected of them by the grantee. 

Note: FTCA and 340B Drug Pricing coverage does not extend to all types of contractual and referral arrangements.  Health centers should refer to FTCA related guidances, listed on page 26 of this PIN, and to Federal Register, Vol. 61,No. 207, page 55156-8, “Patient and Entity Eligibility” for clarification of the 340B Drug Pricing benefit for referrals.  Remember, FTCA and 340(B) each has its own independent requirements that must be met for participation.
c) Recording Services and Delivery Method
The services provided by a grantee under the section 330 grant and the method in which they are provided must be documented on Form 5 – Part A: Services Provided.  Services are reported on Form 5-Part A: Services Provided in aggregate for the grantee, not on a site-by-site basis.  Since more than one delivery method may apply for a given service, more than one type of service delivery method may be indicated on the Form.  Grantees must indicate at least one delivery method for each required service listed on Form 5-Part A.  Only those services listed on this Form from the most recent annual application for Federal support or approved change in scope request are considered to be part of a grantee’s scope of project.  Service delivery methods should be updated at least annually in the grantee’s application for Federal support.  If services are provided, regardless of method, at a location that meets the definition of service site, the location should be listed on Form 5 – Part B: Service Sites.
3. Providers
a) Requirements and Discussion of Providers

Providers are individual health care professionals who deliver services to health center patients on behalf of the health center.  They assume primary responsibility for assessing the patient and documenting services in the patient’s record.  Providers include only those individuals who exercise independent judgment as to the services rendered to the patient during an encounter. 

Grantees utilize a variety of mechanisms for provider staffing in order to maximize access to comprehensive, efficient, cost-effective, and quality health care.
  For instance, grantees may directly employ or contract with individual providers, may have arrangements with other organizations or may utilize volunteers.  Grantees are encouraged to carefully consider the benefits and risks associated with each type of staffing arrangement because of the impact it may have on management and operations.  It is preferable that grantees directly employ providers; however, there can be certain situations under which it may be necessary and appropriate for grantees to engage in alternative arrangements.  Grantees must ensure that for all contracted clinical staff or volunteers, there is a separate, written agreement.  As a reminder, all providers of medical, dental and mental health services must be appropriately trained and properly credentialed and licensed to perform the activities and procedures expected of them by the grantee.  It is the responsibility of the health center to ensure that all necessary credentialing of providers has been completed (See PIN 2002-22 for additional guidance on the credentialing of providers).
b) Instructions for Recording Providers

The type and number of clinical providers including volunteers and other staff must be listed on Form 2: Staffing Profile.  Providers and other staff are reported in aggregate for the grantee, not on a site-by-site basis.  Providers should be updated at least annually in the grantee’s application for Federal support. 

c) FTCA Considerations

Please note that the definition of “provider” under the scope of project may not be consistent with the definition of provider under FTCA.  Individuals covered by FTCA may include others, such as lab and radiology technicians, as described in section 224 of the PHS Act.  Likewise, not all provider arrangements in the scope of project are covered by FTCA.  For example, volunteer providers, physicians contracted under a professional corporation or employed by another corporation, as well as interns/residents/medical students not employed by the health center may be included as part of scope of project, but are not covered under FTCA.  If providers are employees of another company, the health center would still need to have a separate written agreement with the providers.  Also of note, moonlighting, defined as engaging in professional activities outside of the provider’s employment responsibilities to the primary employer (in this case the health center), is not a part of the grantee’s approved scope of project.  Therefore, neither the grantee nor the moonlighting provider may receive FTCA coverage for moonlighting activities.

4. Service Area
a) Requirements and Discussion of Service Area

The concept of a service or “catchment” area has been part of the Health Center Program since its beginning.  Although in general, the service area is the area in which the majority of the health center’s patients reside, health centers may use other geographic or demographic characteristics to describe their service area.  The Health Center Program’s authorizing statute requires that each grantee periodically review its catchment area to: 

i) ensure that the size of such area is such that the services to be provided through the center (including any satellite) are available and accessible to the residents of the area promptly and as appropriate;

ii) ensure that the boundaries of such area conform, to the extent practicable, to relevant boundaries of political subdivisions, school districts, and Federal and State health and social service programs; and 

iii) ensure that the boundaries of such area eliminate, to the extent possible, barriers to access to the services of the center, including barriers resulting from the area's physical characteristics, its residential patterns, its economic and social grouping, and available transportation.

Public Health Service Act sec. 330(k)(3)(J)

This periodic assessment of service area should be incorporated into a grantee’s annual application for Federal support.  Routine patient origin studies/analyses will help to ensure that the reported service area is accurate. 

The service area should, to the extent practicable, be identifiable by county and by census tracts within a county.  Describing service areas by census tracts enables analysis of service area demographics.  Service areas may also be described by other political or geographic subdivisions (e.g., county, township, zip codes as appropriate).  Starting with calendar year (CY) 2005 Uniform Data System (UDS) data, grantees annually report information on the aggregate geographic area in which its patients reside.  This enables grantees and HRSA to better identify service areas.  The service area must be federally designated as a Medically Underserved Area in full or in part or contain a federally designated Medically Underserved Population (MUP).

b) Recording Service Area

The service area for the grantee must be listed by census tracts and zip codes on Form 5 – Part B: Service Sites.  Census tracts and zip codes for the service area are reported on a site-by-site basis.  In general, those census tracts and/or zip codes listed on this Form from the most recent annual application for Federal support and/or approved change in scope request form the basis for determining service area for a grantee’s scope of project.  The service area for each service site should be updated at least annually in the grantee’s application for Federal support.
5. Target Population

a) Requirements and Discussion of Target Population

Health centers are required to serve a “medically underserved, or special medically underserved population.”
  Each health center must define an underserved population from within the established service area to which it will direct its services.  The underserved populations often face barriers in accessing health care services and disparities in their health status which are addressed through the health center operation.
This target population is usually a subset of the entire service area population, but in some cases, may include all residents of the service area if it is determined that the entire population of the service area is underserved, and lacking access to adequate comprehensive, culturally competent quality primary health care services.  Although a grantee may serve diverse populations at several sites, the target population is reported in aggregate at the grantee level not on a site-by-site basis. 

Section 330(e) grantees are required to make services available to all residents of the health center’s service area, regardless of the individual’s ability to pay.
  Health centers may also extend services to those residing outside the service area.  However, HRSA recognizes that health centers must operate in a manner consistent with sound business practices.  Nonetheless, health centers should address the acute care needs of all who present for service, regardless of residence.
Some health centers receive funding to target a special population within a community.  There are three such special populations: migrant and seasonal agricultural workers and their families, persons who are homeless, and/or residents of public housing.  Grantees receiving special populations funding (i.e., grants under only section 330(g), (h), and/or (i) of the PHS Act) are not subject to the requirement to make services available to all residents of the service area.
  However, these grantees are expected to address the acute care needs of anyone who presents for service.  Individuals who are not members of the special population(s) served by a special populations-only grantee may then be referred to more appropriate settings for their non-acute health care needs.

b) Recording Target Population

Information on the grantee’s target population must be listed on Form 4: Community and Target Population Characteristics.  Demographic, income, insurance status and other information on the service area and target population should be recorded on this Form in aggregate for the grantee as a whole, not on a site-by-site basis, and should be updated at least annually in the grantee’s application for Federal support.

IV. CHANGE IN SCOPE REQUESTS

Some changes in the approved scope of project require prior approval from HRSA before being initiated; others may be implemented by the grantee without prior approval.  In all cases, any changes proposed and/or implemented by a grantee must assure continued compliance with the applicable statutory, regulatory and policy requirements.  In reviewing a request to change the approved scope of project, HRSA will consider whether the request furthers the mission of the health center by increasing or maintaining access, and improving or maintaining the quality of care for the target population.  Requests must not result in the diminution of the grantee’s total level or quality of health services currently provided to the target population.  Additionally, grantees are reminded that a request to change the approved scope of project must not shift resources away from providing approved services for the target population, and must be accomplished without additional Health Center Program funding.  As appropriate, changes in the approved scope of project also must assure continued service to a Medically Underserved Area (MUA) or a Medically Underserved Population (MUP).  (Please note: a service site does not have to be located in an MUA in order to serve people living in the area.)
A. CHANGE IN SCOPE REQUESTS THAT REQUIRE PRIOR APPROVAL

1. Types of Change in Scope Requests that Require Prior Approval

Based on applicable section 330 program regulations, 42 CFR Part 51c.107(c), 45 CFR Parts 74 and 92, and HHS Grants Policy Statement, prior approval is required for significant changes in the approved budget or program plan including scope of project.
  The following five types of changes are considered significant and, therefore, require prior approval from HRSA:
· Adding a service site not included on Form 5 – Part B: Service Sites, of the grantee’s most recent application for Federal support or approved change in scope request.

· Adding a service not included on Form 5 – Part A: Services Provided, of the grantee’s most recent application for Federal support or approved change in scope request.

· Relocating a service site that was included on Form 5 – Part B: Service Sites, of the grantee’s most recent application for Federal support or approved change in scope request. 
· Deleting a service site that was included on Form 5 – Part B: Service Sites, of the grantee’s most recent application for Federal support or approved change in scope request. 

· Deleting a service that was included on Form 5 – Part A: Services Provided, of the grantee’s most recent application for Federal support or approved change in scope request. 

Grantees should include in their change in scope request a detailed discussion of any potential impact on the total approved section 330 project budget, services provided, number of patients served, and number and type of providers.  Any unique circumstances that are expected to impact the ability of the grantee to meet the expectations for change in scope requests must be fully explained and documented.
Note: Any request for change in scope of project must be accomplished without additional section 330 funds.  Requests for change in scope of project must be approved by the Board of Directors of the grantee with approval documented in the Board minutes prior to submission to HRSA.

Because of the importance of the scope of project, it is expected that grantees will submit any change in scope request requiring prior approval at least 60 days in advance of their desired implementation date, to the extent practicable, following the process described in Section V of this PIN.
2. Special Instructions for Adding a Service Site

a) Adding Sites in the Same Building, Complex or Campus

Health centers may identify an opportunity to add a new location that meets the definition of a service delivery site (see page 5) within the same building or complex/campus where they are already have an established service delivery site providing services to the target population.  In such an instance, a health center must complete a change in scope for prior approval to add the new site if the site would have a separate physical address including a different suite/office/building number.  For example, a change in scope of project is required if a grantee operates a site at 345 Main Street, Suite #4 and will be adding a new site at 345 Main Street, Suite #12.  If the location does not create a separate physical address, no change in scope is required.

b) Adding Migrant Voucher Screening Sites

If a grantee needs to add a new migrant voucher screening site, the grantee must submit a change in scope request for prior approval to add the new screening location.  No change in scope request is necessary to add/delete the specific locations where the grantee maintains contracts for direct services.
c) Changing from Intermittent to Permanent or Seasonal Sites

Grantees may determine that demand for primary care services from the target population at an intermittent site exceeds their expectation to provide services at that location for only a short period of time.  If a grantee determines that the intermittent site should be operated for more than the expected period of time for an intermittent site (two months or less), and the site meets the definition of a service site, the grantee must complete a change in scope request to add the location as a permanent or seasonal service site.
d) Sites Offering a Single Service

Although grantees are not required to provide all services at all service sites, patients must have reasonable access to the full complement of comprehensive services offered by the health center as a whole.  The establishment of a single service or limited service site must be in a location that allows reasonable access to the full complement of services from the health center or access to the required services on a sliding fee scale basis through formal arrangements with other providers in the community.
3. Special Instructions for Adding a Service

While grantees may deliver a service by several different methods, a service will only be included in the grantee’s scope of project if it is delivered directly by the grantee or through a formal written agreement such as a contract, purchase agreement, and/or written arrangement as recorded Form 5- Part A, Services, Columns I and II.  Although the arrangement with another provider under a formal referral arrangement (recorded under Column III on Form 5 – Part A) is within a grantee’s scope of project, the actual service provided by the other provider under the arrangement is not included in a grantee’s scope of project; therefore, if a grantee has been providing a service only through a formal or informal referral arrangement and wishes to begin providing this service directly or through formal agreement as part of their scope of project (e.g., the service is ONLY recorded in Column III and is being moved to Columns I and/or II on Form 5- Part A), the grantee MUST submit a change in scope request to add the service to the scope of project and begin providing this service. Cases where a grantee moves a service(s) from one site to another site in the approved scope of project do not require prior approval.  However, in doing so, grantees should assure that the population accessing the service at the original site will continue to have reasonable access to the service once it is relocated. 

4. Special Instructions for Relocation of a Site

Health centers may engage in different types of relocations to maximize access to services for the target population.  In some cases, this may involve complete relocation, and in others, only partial relocation. 

Grantees moving all clinical services from an approved permanent or seasonal service site to a new location must submit a request for prior approval to relocate the service site. Requests for relocation will be examined to assure continued access for the populations served by the service site to be relocated.  Such requests should demonstrate that the relocation furthers the mission of the health center by increasing or maintaining access and improving or maintaining the quality of care for the target population currently served by the grantee.  Requests for relocation must not result in the diminution of the grantee’s total level or quality of health services currently provided to the target population.
Cases where a grantee is moving only a portion of its current clinical services from an approved permanent or seasonal service site to a new location that is not a part of the approved scope of project, are not considered a relocation of the service site but rather, the addition of a new service site.  In this situation, the grantee must submit a change in scope request to add a service site for the new location as the existing site will continue to operate as a service site, meeting the definition described above in III.B.1.
Changes in locations for intermittent sites (when operated for two months or less) are not considered relocations and, therefore, do not require prior approval.  However, if an intermittent site becomes a permanent or seasonal site (i.e., will be operated for more than two months), the grantee must submit a change in scope request to add the site as a permanent or seasonal site.

5. Special Instructions for Deleting a Site or Service

There may be circumstances that require grantees to cease operation of a site or the provision of a particular service.  Because of the potential implication on access to care for the target population, any request to delete a service or service site from a grantee’s scope of project will not be approved without a full examination of the issues surrounding the perceived need to delete the site or service.  Grantees are reminded that the deletion of a site or a service must not result in elimination or reduction in access to required services under section 330 of the PHS Act for populations currently served by the health center.  Grantees must demonstrate that the requested deletion will not reduce access to services or the ability of current patients to receive the same level of care.  As a reminder, grantees must provide all required services directly or through an established arrangement (i.e., a formal written contract/agreement or a formal written referral arrangement); therefore, a grantee may not request to delete a required service. 

6. Special Considerations for Changes in Scope of Project

a) Future Federal Funding to Support a Change in Scope Request

A key requirement for every change in scope request is that the grantee must document that the requested change can be fully accomplished with no additional Federal support.  In other words, in a request to add a site or service a grantee must demonstrate that adequate revenue will be generated to cover all expenses as well as an appropriate share of overhead costs incurred by the health center in administering the new site or service.  If additional Federal funds will be necessary to fully implement the proposed change in scope, it will not be approved.  Grantees that require additional Federal grant support to implement the proposed change should consider competitive funding opportunities.  Specific eligibility for additional Federal support will be included in each announced funding opportunity.

Grantees considering submitting a change in scope to add a service delivery site that will be the basis for later submission of a competitive grant application (i.e., for Expanded Medical Capacity) should proceed with care.  As stated previously, a change in scope request must include only the level of services that can be maintained without additional Federal support.  Grantees are strongly advised against establishing a new service or site that is dependent on new future grant support, since such support is not guaranteed.
b) Financial Impact

While many grantees have undertaken changes to their scope of project to improve their financial viability, changes in scope of project that are not carefully planned may pose high risks.  A complete financial analysis of the impact of a change in scope is imperative to ensure long-term viability of the health center.  In particular, grantees should examine the overall costs of the activity and the potential for reimbursement as part of this analysis.  Approval of a change in scope request is contingent on submission of a budget demonstrating breakeven (worst case scenario) or the potential for generating additional revenue.  Grantees are strongly encouraged to thoroughly review any change in scope request that could result in a significant increase or decrease in the total budget of the health center.  Because unforeseen events may occur making original projections inaccurate, grantees should continually monitor the progress of their requested change in scope and be prepared to take action should revenues fail to meet or exceed expenses.  Additional revenue obtained through the addition of a new service or site must be invested in activities that further the objectives of the approved health center project, consistent with and not specifically prohibited by section 330(e)(5)(D)(3).
c) Impact on Neighboring Health Centers

Health centers should coordinate and collaborate with other section 330 grantees, FQHC Look-Alikes, State and local health services delivery projects, and programs in the same or adjacent service areas serving underserved populations to create a community-wide service delivery system.  Section 330 of the PHS Act specifically requires that applicants for health center funding have made “and will continue to make every reasonable effort to establish and maintain collaborative relationships with other health care providers in the catchment area of the center.”
  The goal of collaboration is to utilize the strengths of all involved organizations to best meet the overall health care needs of the area’s underserved population.  In addition, continued collaboration among providers will help to ensure that organizations are aware of and, where possible, maximize the benefits of, all organizations.  When a change in scope of project (e.g., the addition or relocation of a service site) is proposed, it is essential that a grantee consider the population(s) served by other existing providers of care, including other section 330 funded health centers, and the impact of the proposed change in scope on the viability of these neighboring health centers.  Meeting the health care needs of the community and target population, ensuring that limited Federal grant dollars are used efficiently and effectively to provide access to as many underserved people as possible and the potential impact of a change in scope request on a neighboring health center(s) are key in decisions related to service area overlap.

The potential for service area overlap through a change in scope request will prompt further review, analysis and resolution before HRSA will be able to make a final decision on a health center’s request.  When a proposed change in scope has the potential to create a service area overlap, documentation of support and/or cooperation from a neighboring health center(s) in the form of a Board of Directors endorsed letter is desirable.  If the health center is not able to document the support of other local providers for its request, it should provide an explanation for the lack of such documentation.  In cases where there may be a service area overlap, additional information such as patient origin studies/analyses or an onsite visit may be necessary prior to a final HRSA decision.  (See Service Area Overlap PIN, 2007-09 dated March 12, 2007 available at: http://www.bphc.hrsa.gov/policy/pin0709.htm.)
7. Criteria for Prior Approval of a Change in Scope Request

All requests for change in scope of project requiring prior approval (see in Section IV.A. of this PIN), will be reviewed to determine if the request: 

1) will not require any additional section 330 funding to be accomplished;
2) does not shift resources away from providing services for the current target population;

3) furthers the mission of the health center by increasing or maintaining access and improving or maintaining quality of care for the target population;

4) is fully consistent with section 330 of the PHS Act and Health Center Program Expectations including appropriate governing board representation for  changes in service sites and populations served;

5) provides for appropriate credentialing and privileging of providers;

6) does not eliminate or reduce access to a required service;

7) does not result in the diminution of the grantee’s total level or quality of health services currently provided to the target population;
8) continues to serve a Medically Underserved Area (MUA) in whole or in part, or Medically Underserved Population (MUP)
 [Please note that a service site does not have to be located in an MUA to serve it];
9) demonstrates approval from the health center’s Board of Directors, with approval documented in the Board minutes; and
10)  does not significantly affect the current operation of another health center located in the same or adjacent service area, preferably, but not necessarily, by documenting support to the extent possible from any neighboring health centers.
B. OTHER CHANGE IN SCOPE REQUESTS

The following changes are not considered significant
 and, therefore, do not require prior approval.  Each grantee is expected to discuss any such changes and/or updates in the next application for Federal support.
· Adding a service to a site where both the service and site are already within the approved scope of project.  If a grantee currently provides a service within the scope of project, no prior approval is necessary to add the service to a service site already in the approved scope of project.  For example, a grantee provides mental health services at one service site and chooses to add that service to another service site already within the approved scope of project; no request for prior approval of the change is necessary.  The service and service site must be previously documented on Form 5 – Part A: Services Provided and Form 5 – Part B: Service Sites, respectively, of the grantee’s most recent application for Federal support or approved change in scope request.

· Change in the number of intermittent sites, previously documented on Form 5 – Part B: Service Sites, of the grantee’s most recent application for Federal support or approved change in scope request.  The number of such sites should be updated at least annually in the application for Federal support.
· Change to providers listed on Form 2: Staffing Profile of the grantee’s most recent application for Federal support or approved change in scope request.  Only those requests affecting providers that are linked with changes in sites or services require prior approval.  No change in scope request is required in cases where a grantee changes the type of provider used to provide a service under the approved scope of project.  For example, if the grantee has been providing mental health services using a social worker and decides to add a psychologist, and there is no change in the services provided (i.e., mental health), the grantee does not need to request prior approval to make this change.
· Change to the hours of operation of a service site previously approved on Form 5 Part B: Service Sites, of the grantee’s most recent application for Federal support or approved change in scope request.  The hours for each site should be updated at least annually in the application for Federal support.

Note that any change in scope of project must be accomplished without additional section 330 funds.

C. CHANGE IN SCOPE DURING EMERGENCIES FOR HEALTH CENTERS

During an emergency, health centers are likely to play an important role in delivering critical services and assisting in the local community response.  Health centers deemed under FTCA should refer to PIN 2007-16, “Federal Tort Claims Act (FTCA) Coverage for Consolidated Health Center Program Grantees Responding to Emergencies.”  (See http://www.bphc/policy/pin0716/.)  

For the purposes of this section, an “emergency” or “disaster” is defined as an event affecting the overall target population and/or the community at large, which precipitates the declaration of a state of emergency at a local, State, regional, or national level by an authorized public official such as a governor, the Secretary of the U.S. Department of Health and Human Services, or the President of the United States.  Examples include, but are not limited to: hurricanes, floods, earthquakes, tornadoes, wide-spread fires, and other natural/environmental disasters; civil disturbances; terrorist attacks; collapses of significant structures within the community (e.g., buildings, bridges); and infectious disease outbreaks and other public health threats.  

In situations where an emergency has not been officially declared, but the health center is unable to operate, HRSA will evaluate on a case-by-case basis whether extraordinary circumstances justify a determination that the situation faced by the health center constitutes an “emergency.”

HRSA recognizes that during an emergency, health centers are likely to participate in an organized State or local response and provide primary care services at temporary locations.  Temporary locations include any place that provides shelter to evacuees and victims of an emergency.  It also includes those locations where mass immunizations or medical care is provided as part of a coordinated effort to provide temporary medical infrastructure where is it most needed.  These temporary locations will be considered part of a health center’s scope of project if all of the following conditions are met: 

(1) Services provided are on a temporary basis;
(2) Temporary locations are within the health center’s service area or neighboring counties, parishes, or other political subdivisions adjacent to the health center’s service area;
(3) Services provided by health center staff are within the approved scope of project; and
(4) All activities of health center staff are conducted on behalf of the health center.
To assure that the emergency response at temporary locations is considered part of the center’s scope of project, the health center must provide the following information to its HRSA Project Officer by phone, e-mail, or fax: (1) health center name; (2) the name of a health center representative and this person’s contact information; and (3) a brief description of the emergency response activities.  Health centers must submit this information as soon as practicable but no later than 15 calendar days after initiating emergency response activities.  HRSA will determine on a case by case basis whether extraordinary circumstances justify an exception to this 15-day requirement.  If the HRSA Project Officer is not available, the health center should contact the BPHC’s main phone line at (301) 594-4110.
If a health center needs to continue operating at a temporary location beyond 90 days from the onset of the emergency, the health center must submit a formal change in scope request to add the site.  Health centers are expected to submit the formal request with sufficient time for HRSA processing.
V. PROCESS FOR CHANGE IN SCOPE OF PROJECT REQUESTS

All grantees considering a change in scope are encouraged to carefully review this PIN prior to initiating a request.  In considering a change in scope, all grantees should review the proposal with their Board of Directors and consult with their Project Officer.
A. MECHANISM TO SUBMIT REQUESTS FOR PRIOR APPROVAL

An electronic process through HRSA’s Electronic Handbook (EHB) has been developed for obtaining prior approval for the five types of change in scope of project requests requiring prior approval (see page 16 of this PIN).  The EHB is designed to streamline the grants administration process and enable grantees to communicate with HRSA and conduct activities electronically.  The EHB can be accessed from anywhere on the Internet using a standard web browser, http://grants.hrsa.gov/webexternal/.  When a grantee initiates a change in scope request, the EHB will assign a tracking number.

Grantees may create and submit a change in scope request in one session, or create and save part of a request, using the assigned tracking number to return as many times as necessary to complete the request before submitting it for HRSA review.

B. CHANGE IN SCOPE DETERMINATIONS AND TIMELINE

Because of the importance of scope of project, it is expected that grantees will request prior approval at least 60 days in advance of their desired implementation date for changes in scope for service delivery sites and services provided.  There may be circumstances where submitting a change in scope request early may not be possible; however, the goal is to minimize these occurrences through careful planning.  Timely submission of a change in scope request is important to ensure Medicaid and Medicare FQHC reimbursement, FTCA coverage, and 340B Drug Pricing benefits for the specific site/service, as appropriate.
If additional information or clarification is needed, the Project Officer will notify the grantee of the deficiencies of the request through the EHB, and the grantee will be given 60 days to provide the additional information.  If the requested information is not provided by the grantee by the end of 60 days, the change in scope request will be denied and the grantee will be notified of this decision through the EHB.  If a request is denied, the grantee will have to submit a new request for prior approval in order to implement the change in scope.
Due to the varying complexity of requests, in some cases it may be necessary to extend the HRSA review period if additional analysis, such as an on-site consultation, is warranted.  In those cases, the grantee will be notified through the EHB within the initial 60 day review period of the potential delays in processing the request.
HRSA will indicate the final decision within 60
 days of a complete change in scope request in one of the following two ways: 

1) Notice of Grant Award (NGA) indicating approval; or

2) an email through EHB indicating disapproval.

C. EFFECTIVE DATE OF APPROVAL

The effective date of an approved change in scope will be no earlier than the date of receipt of a complete request for prior approval.  In cases where a grantee is not able to determine the exact date by which a change in scope (i.e., adding a site or service) will be fully accomplished, grantees will be allowed up to 120 days following the date of the NGA indicating approval for the change in scope to implement the change (e.g., open the site or begin providing a new service).  Therefore, grantees should carefully consider their ability to accomplish the requested change within this anticipated timeframe prior to submitting a request.  If a grantee does not or is unable to implement the requested change in scope within 120 days of approval, the grantee must immediately notify the Project Officer in writing with an appropriate justification for the unanticipated delay and a detailed plan for completing the requested scope change.  The BPHC will consider, on a case by case basis, exceptions to the 120 implementation requirement only if the grantee provides sufficient and compelling justification of the unique and unavoidable circumstances that will prevent the grantee from meeting this expectation.

As a reminder, all grantees should ensure that any application for Federal support documents the total scope of project and all activities added through an approved change in scope of project during the preceding budget period.
VI. ADDITIONAL SCOPE OF PROJECT POLICY ISSUES

A. SCOPE OF PROJECT AND FTCA COVERAGE

FTCA coverage is limited to staff and services that are documented as being within the approved scope of project and included in provider employment agreements or contracts. The requirements and other information regarding FTCA coverage and the deeming process can be found in the following PINs and PALs:
· PIN 1999-08, “Health Centers and The Federal Tort Claims Act”

· PIN 2001-11, “Clarification of Policy for Health Centers Deemed Covered Under the Federal Tort Claims Act for Medical Malpractice”

· PIN 2001-16, “Credentialing and Privileging of Health Center Practitioners”

· PIN 2002-22, “Clarification of Bureau of Primary Care Credentialing and Privileging Policy Outlined in Policy Information Notice 2001-16”

· PIN 2002-23, “New Requirements for Deeming under the Federally Supported Health Centers Assistance Act”

· Program Assistance Letter (PAL) 99-15, “Questions and Answers on the Federal Tort Claims Act Coverage for Section 330, Deemed Grantees”

· PAL 2005-01, “Federal Tort Claims Act Policy Clarification on Coverage of Corporations under Contract with Health Centers”

· PAL 2001-25, “Procedures for General Inquiries on Federal Tort Claims Act Coverage” 
· PIN 2005-19, “Federal Tort Claims Act Coverage for Deemed Consolidated Health Center Program Grantees Responding to Hurricane Katrina.”

· PIN 2007-16, “Federal Tort Claims Act (FTCA) Coverage for Health Center Program Grantees Responding to Emergencies”
These PINs and PALs can be found online at: http://bphc.hrsa.gov/policy/
Questions concerning FTCA should be directed to:

FTCA Program

DHHS/HRSA/BPHC

5600 Fishers Lane, Room 15C-26

Rockville, MD 20857

Phone: 301-594-2469

Fax: 301-594-5224

Page 26

Policy Information Notice 2008-01

Email: HealthCenterFTCA@hrsa.gov
B. SCOPE OF PROJECT AND FQHC MEDICAID PPS OR ALTERNATIVE METHODOLOGY REIMBURSEMENT

After a change in scope of project that may generate a FQHC Medicaid reimbursement

(e.g., PPS or APM) adjustment is approved it is the responsibility of the grantee to notify its State Medicaid Agency of the change(s) within 90 days following HRSA approval.

Most State Medicaid Agencies require a HRSA approved change in scope project to process requests for changes in Medicaid PPS or APM (e.g., rate for new starts or rate increase/decrease).  Please note that the change in scope of project for grantees discussed under this PIN is not the same as a change in the scope of services for increased/decreased reimbursement (PPS or APM) through Medicaid.  The CMS and State Medicaid Agencies define the term “change in the scope of services” to refer to a mechanism for adjusting the reimbursement rate of a FQHC due to “a change in the type, intensity, duration and/or amount of services.”  The HRSA approved change in scope modifies the services or sites in the grantee’s scope of project for the section 330 grant.  It does not approve a “change in the scope of services” for State Medicaid reimbursement purposes.  Grantees should contact their State Medicaid Agency for further information about their “change in the scope of services” policy and procedures.

C. SCOPE OF PROJECT AND MEDICARE FQHC COST-BASED REIMBURSEMENT

After a change in scope of project is approved, it is the responsibility of each grantee to notify its Medicare Fiscal Intermediary in a timely manner following the HRSA approval for the purposes of receiving the Medicare FQHC reimbursement rate.

In order for any new service delivery site(s) to be recognized by Medicare as a FQHC and be reimbursed the FQHC all-inclusive rate, a complete CMS 855A Form must be filed with the appropriate Medicare Fiscal Intermediary. (A copy of the CMS 855A Form is available at: http://www.cms.hhs.gov/cmsforms/downloads/cms855a.pdf).  For each new site added to the approved scope of project, a health center must submit the CMS 855A Form, a copy of the HRSA Notice of Grant award that includes the address for applicable site(s) being enrolled, along with the necessary accompanying documents (see page 41 of CMS-855A) to the appropriate Fiscal Intermediary.  In addition, the Medicare Fiscal Intermediary should be notified within 30 days of all site address changes and changes in ownership.  All other changes to enrollment should be reported within 90 days.
A unique National Provider Identifier (NPI) number is necessary for each site when completing the CMS 855A Form.  The NPI is a standard unique health identifier for health care providers and is assigned by the National Plan and Provider Enumeration System (NPPES).  The NPI is necessary for HIPAA standard transactions under Medicare.

Those transactions include the electronic claim, eligibility inquiry and response, claim status inquiry and response, payment and remittance advice, prior authorization/referral, and coordination of benefits transactions.  Grantees are required to obtain a NPI for each service site in order to bill Medicare, Medicaid and other payers.
Complete instructions for completing the NPI application process is available at:

http://www.cms.hhs.gov/NationalProvdentStand/03_apply.asp#TopOfPage.  Grantees can obtain a NPI number(s) in two ways: 1) by going to the CMS website at https://nppes.cms.hhs.gov to fill out an application on-line; or 2) by completing a paper application form (CMS-10114) available from www.cms.hhs.gov/forms or by calling the

NPI Enumerator at 1-800-465-3203 to request a copy.

D. SCOPE OF PROJECT AND THE SECTION 340B DRUG PRICING PROGRAM

Health centers qualify as covered entities under the section 340B Drug Pricing Program.

Please note, however, that while identification as a service site within a scope of project is necessary for participation in 340B, the program has its own requirements that must be met.  For information on participating in the 340B Program, please call the Office of

Pharmacy Affairs at 1-800-628-6297 or 301-594-4353, or visit the following website: www.hrsa.gov/opa.

E. SCOPE OF PROJECT AND ACCREDITATION

Grantees accredited by an external accrediting body, e.g., the Joint Commission, are responsible for notifying the accrediting body of organizational changes if required by the accrediting body, as these may result in a requirement for an extension survey.  Please refer to the accrediting body’s policies and procedures for further guidance.
VII. CONTACT INFORMATION

If you have any questions or require further guidance on the scope of project policy detailed in this PIN, please contact the Office of Policy and Program Development at 301-594-4300.  If you have questions or require additional assistance regarding the process for requesting prior approval of changes in scope, please contact your Project Officer.
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� Organizations that are designated under the FQHC Look-Alike Program that are seeking a change to their approved scope of project should follow the process outlined in PINs for FQHC Look-Alikes on http://bphc.hrsa.gov/policy/.


� A subrecipient is an organization that “(ii)(I) is receiving funding from such a grant under a contract with the recipient of such a grant, and (II) meets the requirements to receive a grant under section 330 of such Act . . .” (§1861(aa)(4) and §1905(l)(2)(B) of the Social Security Act).  Subrecipients must be compliant with all of the requirements of section 330 to be eligible to receive FQHC reimbursement from both Medicare and Medicaid.  The subrecipient arrangement must be documented through a formal written contract/agreement (Section 330(a)(1) of the PHS Act).


� Note: a "change in scope of project" under section 330 is not the same as "change in the scope of services" in Medicaid as defined in the Benefits Improvement and Protection Act (BIPA) of 2000, Section 702.  The Centers for Medicare and Medicaid Services (CMS) and State Medicaid Agencies define the term “change in the scope of services” as a mechanism for adjusting the Medicaid reimbursement rate of a FQHC due to “a change in the type, intensity, duration and /or amount of services.”  A State approved “change in the scope of service” can result in an increase or decrease in FQHC Medicaid reimbursement.  "Change in the scope of services" is defined differently in each State’s Medicaid Plan.  The State Medicaid Agency must be contacted directly if a change in scope of services is being requested by a health center. 


� For more information regarding the operation of health centers, please refer to PIN 98-23, Health Center Program Expectations, available at http://www.bphc.hrsa.gov/policy/pin9823/default.htm.


� All Program Information Notices (PINs) and Program Assistance Letters (PALs) are available on the HRSA web site


at http://www.bphc.hrsa.gov/policy/.


� Here and throughout this document “established arrangements” are intended to mean an arrangement where a service is provided through a formal written contract or cooperative arrangements (Section 330(a)(1) of the PHS Act).


� Note the statutory requirement in section 330(k)(3) of the PHS Act that “primary health services of the center will be available and accessible in the catchment area of the center promptly, as appropriate, and in a manner which assures continuity.”  In addition, note the regulatory requirement in 42 CFR 51c.303 (m) that community health centers “must be operated in a manner calculated ... to maximize acceptability and effective utilization of services.”


� Section 330(b)(2) of the PHS Act


� Section 330(k)(3)(G) of the PHS Act., 42 C.F.R. Part 51c.303(f)


� Section 330 (a)(1) of the PHS Act


� 12 45 C.F.R. Part 74


� For health centers funded under section 330(e) and/or section 330(g), please see PIN 98-24, Amendment to PIN 97-27, Regarding Affiliation Agreements of Community and Migrant Health Centers, for further discussion of affiliation arrangements.


� Primary health services of the center must also be provided “in a manner which assures continuity.” (PHS Act, section 330(k)(3)(A).)


� This requirement is not applicable to health centers requesting or receiving funding only under section 330(g), (h), and/or (i) of the PHS Act, since those centers are applying to serve populations already recognized as underserved.


� Section 330(a)(1) of the PHS Act


� Section 330(a)(1)(B) of the PHS Act


� Section 330(a)(2) of the PHS Act


� Any activity that results in significant re-budgeting also requires prior approval. See DHHS Grants Policy Statement (HHS GPS): page II-55. http://ftp.hrsa.gov/grants/hhsgrantspolicystatement.pdf


� All approved change in scope requests to add a new service site must be reported to the State Medicaid Agency and the Medicare Fiscal Intermediary within 90 days of approval.  See Section VI of this PIN for further information regarding notification to the State Medicaid Agencies and the Medicare Fiscal Intermediary. 


� Section 330(k)(3)(B) of the PHS Act


� Required for health centers funded under section 330(e)


� Based on applicable section 330 program regulations, 42 CFR Part 51c.107(c), 45 CFR Parts 74 and 92, and HHS Grants Policy Statement


� Please see PIN 2009-03 available at http://bphc.hrsa.gov/policy/pin0903.htm
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