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Waiver of Sovereign Immunity

 The federal government is immune from suit unless 

immunity is waived. 

 The Federal Tort Claims Act (FTCA), 28 U.S.C. §1346(b) 

waives sovereign immunity for: 

 Personal injury, loss of property or wrongful death 

 Caused by negligent or wrongful acts/omissions 

 Of Federal Employees 

 Acting within the scope of employment 

 Waiver is “limited.”



FTCA Coverage Under FSHCAA

 Deemed federal entities, employees, and certain contractors are 

covered under the Federally Supported Health Centers Assistance Act 

(FSHCAA), 42 U.S.C. § 233(g)-(l), for damage for personal injury, 

including death, resulting from the performance of medical, surgical, 

dental, or related functions. 

 Also: 

 Community health centers that receive grants through HRSA’s 

Bureau of Primary Health Care. 

 Deemed federal employees hired by health care entities that have 

FTCA coverage through other statutes.

 Free clinic providers, employees and contractors deemed by 

FSHCAA. 

Note: Volunteers are generally not covered though there are exceptions.



Contractor Coverage Under FSHCAA

 Qualified contractors qualify for FTCA coverage if work a 

minimum of 32.5 hours per week over the course of the 

contract.

 Contractors are exempt from 32.5 hours per week:  family 

practice, internal medicine, pediatrics or ob/gyn 

providers. 

 Contractors need a direct contract with the health center 

and direct payment, e.g., not payment to a corporation. 

42 U.S.C. § 233(g)(5)



Types of Claims Covered
The FTCA is the exclusive remedy for claims arising from 

medical, surgical, dental, or related functions performed by 

PHS employees while acting within the scope of 

employment. 

 Related functions may include those that occur while 

providing medical, surgical, or dental care, but may 

not include strictly administrative functions. 

 At approved delivery site 

 Within scope of services as set forth in the grant 

 Provider was not caring for patient while moonlighting



FTCA Coverage for Assault and Battery

 Assault and Battery Exception 

 Such claims are generally barred from FTCA 

coverage under 28 U.S.C. § 2680(h), BUT 

Under the Public Health Service Act, 42 USC §

233(e), FTCA coverage extends to all PHS 

providers, including “deemed” providers 

covered by FSHCAA for assault and battery 

claims arising within the course of providing 

medical, surgical, dental or related 

functions.



FTCA Coverage for Assault and Battery

Examples: 

1. Patient gives consent for surgery on right leg, 

but doctor mistakenly performs surgery on left.  

FTCA coverage, assuming meets scoping criteria. 

2. Patient is sexually assaulted during a dental 

examination.  The dentist would not have FTCA 

coverage, though the facility may be covered for 

a claim of negligent hiring, credentialing, or 

supervision.



Administrative Exhaustion Requirement

 A claimant must: 

 File within 2 years of the accrual date; equitable tolling does 

apply.

 File a tort claim with HHS before filing an FTCA suit. 

 Request a sum certain. 

 Wait 6 months after filing a claim before filing suit. 

 If a claim is denied, a claimant may either file suit in federal court, or 

a request for reconsideration.  Either must be filed within six months 

of the date of the denial.

 Failure to meet the above requirements is a defense to a subsequent 

lawsuit.



Administrative Exhaustion Requirement



Processing of FTCA Claims

Step 1: Receipt of a Tort Claim
 A tort Claim is “filed” when a valid claim is received by 

the Claims Office.

 A claim number is assigned.

 Note: Notices of Intent, Complaints filed in state court, 

and SF95s/tort claims received by the health centers 

should be promptly forwarded to HHS.  See page 21.



Processing of FTCA Claims

Step 2: Acknowledgment Letter
 The HHS OGC Claims Office, within the General Law 

Division, sends an acknowledgement of receipt of the 

claim to Claimant providing the date the claim was 

received by the Agency and seeks additional information.  

 The letter also explains that if the Agency fails to make a 

determination within 6 months, Claimant may deem the 

claim denied and file suit in U.S. District Court. This 6 

month timeframe is what makes it so important to obtain 

complete scoping information in a timely manner.



Processing of FTCA Claims

Step 3: Health Center Contacted
 HHS OGC Claims Office paralegals contact health centers when tort 

claims are filed and request copies of relevant documents: 

 Deeming/grant application, deeming and renewal letters, Notices 

of Grant Award for more recent CY’s 

 W-2s (or 1099s)  or contracts for providers 

 Practitioner Narrative(s) 

 3 copies of medical records, wrap around insurance coverage 

 A declaration from provider that he or she was not moonlighting



Processing of FTCA Claims

Step 4: Litigation Hold Letter
 Sent when we first reasonably anticipate litigation  

 Includes suggested letter health center may send to its 

employees 

 Litigation holds must remain in place until OGC has 

informed you that it can be lifted.  A claim being denied is 

not a reason to lift a hold.  A court can assess severe 

sanctions against the government if documents are not 

preserved. 



Processing of FTCA Claims

Step 5: Medical Reviews
Medical reviews are prepared by HRSA’s contractor, Kepro, at 

the request of HHS OGC.

 Therefore, HHS OGC maintains that medical reviews are 

privileged since they are requested by OGC paralegals for 

use by HHS OGC counsel in performing a legal evaluation 

of the claim.  

 Medical reviews are only shared with HRSA and DoJ.



Processing of FTCA Claims

Step 6: Attorney Review

 Once the Claims Office has compiled a tort file and, 

generally, when the medical review is complete, it is 

assigned to an OGC attorney for legal analysis and 

recommendation for claim denial or settlement.  

 Analysis and recommendation is privileged.



Processing of FTCA Claims

Step 7: Resolving Claims
 If HHS OGC finds that a claim should be settled, the 

assigned HHS attorney contacts the client, HRSA, as well 

as the Deputy Associate General Counsel for Claims and 

Employment Law in the HHS General Law Division to 

request settlement authority.

 Note:  If the matter is in litigation, the AUSA is required 

to confer with HHS on settlement authority.  HHS will, in 

turn, confer with HRSA as with settlement of claims.



Health Center’s Role in FTCA Cases
 Sends SF-95s/Tort Claims, Notices of Intent and State Court 

Complaints Relating to Medical Malpractice to: (1) email to the HHS 

OGC FTCA mailbox: hhs-ftca-claims@hhs.gov; (2) mail to The 

Department of Health and Human Services, Office of the General 

Counsel, 330 C Street, SW, Suite 2600,Washington, DC 20201; or (3) 

fax to: (202) 619-2922. 

 For unrelated matters (e.g., credentialing, licensing board/NPDB 

issues for medical providers), see page 29 for BPHC help line. 

 Sends Litigation Hold Letters and Preserve Documents 

 Provides Records to HHS and DoJ:  The health center provides 

scoping documents and other records and materials needed during the 

claim and litigation process as well as contact information for 

providers and assists with responding to discovery during litigation.



Health Center’s Role in FTCA Cases
 Works with AUSAs: In FTCA litigation in federal court, Assistant U.S. 

Attorneys from DoJ are trial counsel for all federal agencies, including 

HHS. Their client is the United States itself, not HHS or any other 

federal agency or the health center. DoJ trial counsel normally 

consults only HHS counsel on settlement, but may also advise the 

health center provider of the decision as a courtesy. The health center 

will work with AUSAs on discovery. 

 Witnesses: Federal agency employees, or deemed federal employees, 

may be called as witnesses in FTCA cases, but are not considered to 

be DoJ’s clients. 

 Obtains Status Updates: The health center risk manager may contact 

the OGC paralegal for a general status update on the claim.



Health Professional 

Volunteers at Federally 

Supported Health 

Centers



Volunteers Under FTCA

 Traditionally, volunteer providers at federally supported 

health centers have not been covered by the FTCA.

 DOJ guidance → statute allowing for the use of volunteer 

services must explicitly provide FTCA coverage.

 No such statute existed for volunteers at federally 

supported health centers.



42 U.S.C. §233(q)

 Amendment to FSHCAA

 Specifically extends FTCA coverage to certain volunteers 

at federally supported health centers 

 Only for medical, surgical, dental or related functions

 Went into effect October 1, 2017

 Set to expire October 1, 2022



Qualifying Volunteers
Must: 

 Provide a service eligible for funding under 254b 

 Provide a service at the health center or an approved satellite 

delivery site 

 Be sponsored by the health center 

o Health center must submit an application for each volunteer 

provider to the Secretary of HHS 

o Secretary must determine that the volunteer provider is deemed 

to be an employee of the Public Health Service 

o It is not enough for the health center to be deemed – every 

volunteer provider must also be deemed 

o Just like the health center, volunteers must be redeemed every 

year 



Qualifying Volunteers
Must:

 Not receive compensation from the patient, health center, or any 

third-party (including Medicare and Medicaid) 

o Exception for reasonable expenses incurred by provider in 

provision of services, including travel 

 Be licensed or certified in accordance with applicable state and 

federal laws 

 Health center or provider must provide patient with notice of the 

provider’s limited legal liability 

 Health center must maintain documentation certifying that the 

volunteer provider meets these requirements



The Nature of 

Lawsuits Against 

Primary Care 

Physicians



Why Do Patients Sue?

$$$$

Anger

Surprise

Distrust

Lack of information or no information



In How Many Malpractice Lawsuits Have 

Primary Care Physicians Been Named?



Were Primary Care Physicians 

Surprised by the Lawsuit?



Do Primary Care Physicians Think That 

the Lawsuit Was Warranted?

From:  www.Medscape.com/slideshow/2017-primary-care-

malpractice-report-6009318#3



Was There a Trigger Incident That 

Sparked the Lawsuit?

From:  www.Medscape.com/slideshow/2017-primary-care-

malpractice-report-6009318#3



Nature of Lawsuits Against Primary 

Care Physicians



Percentage of Primary Care Physicians 

Sued, by Region



What Would Primary Care Physicians 

Have Done Differently?

From:  www.Medscape.com/slideshow/2017-primary-care-malpractice-report-6009318#3



Strategies to Prevent Malpractice 

Cases Against a Provider
 Be mindful when establishing provider-patient relationships. Whenever a 

provider gives medical advice, ensure all cautions and standards are being 

exercised as when in a professional practice setting with a patient. 

 Be aware of established standards of care and work within those standards. 

 If clinical practice guidelines, standard operating procedures, or policy and 

procedures have been adopted by the practice settings, use them with each 

patient. 

 If unsure, adopt a conservative approach. 

 Always consider and rule out the most serious conditions first. 

 Practice within your education, training and scope of practice. 

 Ask for help, if needed. Do not be pressured to manage cases outside of your 

expertise.



FTCA Site Visit 

Overview and 

Preparation



What is an FTCA Site Visit?

HRSA may conduct an FTCA site visit at any point during the FTCA 

application review process and/or as part of its oversight responsibilities 

relative to the FTCA program.

The primary focus of the site visits relate to the main parts of the 

annual FTCA application: 

 QI/QA policies and procedures; 

 Risk Management; 

 Credentialing and Privileging; 

 Claims  Management; and 

 Other related FTCA requirements



Criteria for FTCA Site Visit
Factors that may prompt a site visit includes, but are not 

limited to:

 The submission of an FTCA Initial Deeming Application;

 The submission of a FTCA Redeeming Application which, 

demonstrates non-compliance with FTCA program 

requirements; 

 The need for follow-up based on prior site visit findings or 

other identified issues;

 History of medical malpractice claims; and

 Health Center requests site visit (limited and subject to 

approval).



FTCA Site Visit

May through September;

 3 days in length;

 Urgent site visits may occur at anytime; and 

 FTCA aims to be as flexible as possible with 
scheduling, but must complete all site visits on 
time.



Site Visit Team (FTCA Representatives)

HRSA/ BPHC FTCA Team

 FTCA Division representative(s)that may be present during 

the site visit: 

o FTCA Public Health Analyst, 

o FTCA Division Team Leads, 

o FTCA Deputy Division Director, or 

o FTCA Division Director. 

 Normally, 1 or 2 FTCA Division representatives will be on 

site. In some cases, there may be up to 3 FTCA 

representatives when new FTCA staff are undergoing 

training.



Site Visit Team (FTCA Representatives)

Purpose and Responsibilities: 

 Lead and provide oversight to the FTCA Site Visit Team, 

 Lead Entrance and Exit Conferences, 

 Act as FTCA policy expert, 

 Provide tentative approval of compliance issues and 

performance improvements prior to the Exit conference, 

and 

 Address any issues that may arise during the site visit. 



Site Visit Team (MSCG Consultants)

FTCA Site Visits consist of 2 Management Solutions 

Consulting Group (MSCG) consultants: 

 The contractors undergo an internal credentialing 

process that is performed by MSCG. 

 The contractors come from various educational 

backgrounds and include MDs, PHDs, MS, MPH, RN, 

CSW, and other risk management and health related 

areas. 

 Some consultants also perform site visits for the 

Health Center Program and review applications during 

the FTCA Deeming application process.



Pre-Site Visit Activities
 The health center will receive a site visit notification letter via email. 

 The letter will provide the proposed dates of the site visit. 

 The health center should reply back via email to confirm receipt of 

the site visit notification email. 

 A call with the FTCA site visit team will be arranged to assist you in 

preparing for the visit. 

 HRSA conducts 2-3 webcasts (usually in April) prior to the visits to  

prepare grantees for site visit.  

 A sample agenda and list of documents to have available on site will 

be provided on the pre-site visit call.



Site Visit Agenda Overview
 FTCA staff and consultants typically arrive on site around 8:30 am 

each day.

 The Entrance Conference begins shortly after arrival.

 Meeting with Board members typically follows the Entrance 

Conference.

 Site Visit Team will tour of facility. 

 Document review and interviews begin after the tour of the facility, 

on Day 1,  and last until the Exit Conference on Day 3. 

 Exit Conference, inclusive of findings, and recommendations for 

improving quality of care and safety for patients and staff.



Health Center Staff
During the Site Visit, key Health Center staff should be 

available:

 Health Center staff can be present onsite or may 

participate via phone conference, Skype or any other 

forms of telecommunication that are available to the 

Health Center.

 The Health Center should determine which staff should 

participate and determine what means of 

telecommunication may be required.

 While participation during the Entrance and Exit 

Conferences are helpful, if participants are not able to 

attend both, that is not an issue.



Examples of Key Staff
The following are examples of staff that should attend the FTCA Entrance and 

Exit Conferences, and be available if requested: 

• Senior Health Center and Management Staff, 

• Board Members, 

• CMO, 

• CEO, 

• Individuals in charge of QI/QA, 

• Individuals in charge of Credentialing/Privileging 

• Risk Management, 

• Claims Management , and 

• Individuals in charge of Tracking Systems.



Evaluation During Site Visit

• Consultant Review of Policies & Associated Documents 

o Prior to the site visit 

o During site visit 

• Meetings with Health Center Staff 

o Review of daily processes 

o Staff availability 

o Key Staff, i.e. Risk Manager or designee 

• Consultant Interviews 

• Consultant Feedback



Program Requirements Overview

The site visit team will review the following areas to 

confirm program compliance: 

• QI/QA policies and procedures;

• Risk Management policies and procedures;

• Credentialing and Privileging policy and procedures; 

• Claims  Management policy and procedures;  and

• Other related FTCA requirements



QI/QA Program Requirements
• QI/QA Plan 

• QI/QA Committee Meeting Minutes 

• Governing Board Minutes (six most 

current Board minutes) 

• Health Center Bylaws 

• Governing Board Roster 

• Scope: Forms related to scope of service 

(Form 5A, B, and C) 

• Clinical Protocols and references used to 

develop protocols

• Documentation that clinical protocols 

have been updated in the past 3 years 

• Sample performance reports presented 

to the QI/QA Committee(s) and Board 

• Minutes of provider staff meetings for 

the past 6 months 

• Copy of the most recent UDS report 

• Minutes of Risk Management meetings



Risk Management Program Requirements
 Health center maintains and has implemented the following to reduce the risk of 

adverse outcomes that could result in medical malpractice or other health or 

health-related litigation:

o Risk Management program 

o Risk Management procedures 

 The health center annual health care Risk Management training plan for staff 

members based on identified areas/activities of highest clinical risk for the health 

center; i.e. Obstetrics procedures , infection control and HIPPA; 

 Risk Management annual report and Quarterly Risk Management assessments 

(data/trends, reports); 

 Position description(s) for an individual (risk manager) responsible for the 

coordination of health center Risk Management activities and any other associated 

Risk Management activities; and 

 Infection Control policies and procedures. (see site visit protocol for detailed 

requirements)



Credentialing Program Requirements
The Health Center should maintain operating policy and procedures on 

Credentialing. Files will be reviewed on the following:

Current licensure, registration, or certification using a primary source; 

 Education and training for initial credentialing, using: 

o Primary sources for LIPs 

o Primary or other sources (as determined by the health center) for OLCPs and 

other clinical staff; 

 Completion of a query through the National Practitioner Data Bank (NPDB); 

 Clinical staff members’ identity for initial credentialing using a government-

issued picture identification; 

 Drug Enforcement Administration (DEA) registration; and 

 Current documentation of basic life support training.



Privileging  Program Requirements
The Health Center should maintain operating policy and procedures on 

Privileging. This is performed in conjunction with an evaluation of the health 

care practitioner’s clinical qualifications and/or performance. Files will be 

reviewed on the following:

 Verification of fitness for duty, immunization, and communicable disease 

status; 

 For initial privileging, verification of current clinical competence via 

training, education, and, reference reviews; 

 For renewal of privileges, verification of current clinical competence via 

peer review or other comparable methods (for example, supervisory 

performance reviews); and 

 Process for denying, modifying or removing privileges based on assessments 

of clinical competence and/or fitness for duty.



Claims  Management Program 

Requirements
 Prior to the site visit, the consultants will have reviewed the Medical Liability 

Claims Policy and Procedures for your health center. 

o They may have questions related to your policies and procedures. 

 The consultants will also want to see any professional liability claims you have had 

for the last five years and they will want to see documentation of all internal 

analysis of any claims and or allegations: 

o Your Peer review process 

o QI/QA Committee Risk Management Committee, and board minutes 

 The consultants will want to review documentation of medical malpractice/risk 

management training you have provided the health center staff. 

o Connect claims to training, education,  privileging, peer review and performance 

review



Site Visit Report and Findings
 HRSA will develop and share an FTCA site visit report with the health 

center, typically within 6-8 weeks of the site visit.

 The report will have two categories Site Visit findings and 

Performance review findings:   

o The report will convey the site visit findings and determinations 

regarding the health center’s implementation of FTCA deeming 

requirements. 

 The Performance Improvement Areas (PIAs) will focus on: 

o High needs areas for the health center, that are not compliance 

issues, but need consideration for improvement 

o Areas of improvement to support patient safety and risk 

management



Additional Resources
Site Visit Resources: https://bphc.hrsa.gov/programrequirements/svguide.html

Site Visit Protocol: https://bphc.hrsa.gov/ftca/site-visit-protocol

Policy Resources: 

• Health Center Program Compliance Manual: 

https://bphc.hrsa.gov/programrequirements/compliancemanual/introduction.html

• FTCA Policies for Health Centers: https://bphc.hrsa.gov/ftca/health-center-policies

• Phone: 

o Health Center Program Support 

o 1-877-464-4772 

o 8:00 AM to 5:00PM (ET) 

• Online: 

o Contact form: 

https://bphccommunications.secure.force.com/ContactBPHC/BPHC_Contact_Form

https://bphc.hrsa.gov/programrequirements/svguide.html
https://bphc.hrsa.gov/ftca/site-visit-protocol
https://bphc.hrsa.gov/programrequirements/compliancemanual/introduction.html
https://bphc.hrsa.gov/ftca/health-center-policies
https://bphccommunications.secure.force.com/ContactBPHC/BPHC_Contact_Form

