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2B H o} 16.6% 51% 4.9%
(Wilson et al, 19%)

rhomss o 2, 20000 2.9% 6.6%
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9) WHO. Quality of care: patient safety. World Health Assembly 55.18 Agenda item 13.9, 18 May 2002.
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20) United State Government Accountability Office. 2010. PATIENT SAFETY ACT: HHS Is in the
Process of Implementing the Act, So Its Effectiveness Cannot Yet Be Evaluated(Report to

Congressional Committees). 7.
21) Carolyn Hoffman, Paula Beard, Dominique Yu. 2008. Building a Safer System: The Canadian Adverse
Event Reporting and Learning System Consultation Paper. Canadian Patient Safety Institute. 14.
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22) Carolyn Hoffman, Paula Beard, Dominique Yu. 2008. Building a Safer System: The Canadian Adverse
Event Reporting and Learning System Consultation Paper. Canadian Patient Safety Institute. 15.

23) Patient Safety Organization Privacy Protection Center. [online] 2012 [cited 2012.6.11].
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30) Carolyn Hoffman, Paula Beard, Dominique Yu. 2008. Building a Safer System: The Canadian Adverse
Event Reporting and Learning System Consultation Paper. Canadian Patient Safety Institute. 14.

31) Carolyn Hoffman, Paula Beard, Dominique Yu. 2008. Building a Safer System: The Canadian Adverse
Event Reporting and Learning System Consultation Paper. Canadian Patient Safety Institute. 13.

32) Carolyn Hoffman, Paula Beard, Dominique Yu. 2008. Building a Safer System: The Canadian Adverse
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<H% 3> uF B4AA 2 95 A P4 §E(Patient
Safety and Quality Improvement Act of 2005, PSQIA)

PATIENT SAFETY AND QUALITY IMPROVEMENT ACT OF 2005

Public Law 109-41
109th Congress

An Act

To amend title IX of the Public Health Service Act to provide for the improvement of
patient safety and to reduce the incidence of events that adversely effect patient safety.

Be it enacted by the Senate and House of Representatives of the
United States of America in Congress assembled,

SECTION 1. SHORT TITLE ; TABLE OF CONTENTS.

(a) SHORT TITLE.—This Act may be cited as the "Patient Safety and
Quality Improvement Act of 2005”.

(b) TABLE OF CONTENTS.—The table of contents for this Act is as
follows:
Sec. 1. Short title; table of contents.
Sec. 2. Amendments to Public Health Service Act.

“PART C—PATIENT SAFETY IMPROVEMENT

“Sec. 921. Definitions.

“Sec. 922. Privilege and confidentiality protections.

“Sec. 923. Network of patient safety databases.

“Sec. 924. Patient safety organization certification and listing.

“Sec. 925. Technical assistance.
“Sec. 926. Severability.

SEC. 2. AMENDMENTS TO PUBLIC HEALTH SERVICE ACT.
(a) IN GENERAL.—Title IX of the Public Health Service Act (42 U.S.C. 299
et seq.) is amended —
(1) in section 912(c), by inserting ”, in accordance with part Cc/”
after "The Director shall”;
(2) by redesignating part C as part D;

(3) by redesignating sections 921 through 928, as sections 931
through 938, respectively;
(4) in section 938(1) (as so redesignated), by striking 921" and

inserting "931” ; and
(5) by inserting after part B the following :
“PART C—PATIENT SAFETY IMPROVEMENT
"SEC. 921. DEFINITIONS.
“In this part:
“(1) HIPAA CONFIDENTIALITY REGULATIONS.—The term
‘HIPAA confidentiality regulations’ means regulations promulgated
under section 264(c) of the Health Insurance Portability and
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Accountability Act of 1996 (Public Law 104 - 191; 110 Stat. 2033).

“(2) IDENTIFIABLE PATIENT SAFETY WORK PRODUCT.—
The term ‘identifiable patient safety work product’ means patient
safety work product that—

“(A) is presented in a form and manner that allows the
identification of any provider that is a subject of the work
product, or any providers that participate in activities that are a
subject of the work product;

“(B) constitutes individually identifiable health information
as that term is defined in the HIPAA confidentiality regulations;
or

“(C) is presented in a form and manner that allows the
identification of an individual who reported information in the
manner specified in section 922(e).

“(3)  NONIDENTIFIABLE PATIENT SAFETY WORK
PRODUCT.—The term ‘nonidentifiable patient safety work product’
means patient safety work product that is not identifiable patient
safety work product (as defined in paragraph (2)).

“(4) PATIENT SAFETY ORGANIZATION.—The term ‘patient
safety organization’ means a private or public entity or compo- nent
thereof that is listed by the Secretary pursuant to section 924(d).

“(5) PATIENT SAFETY ACTIVITIES.—The term ‘patient safety
activities’ means the following activities:

“(A) Efforts to improve patient safety and the quality of
health care delivery.

“(B) The collection and analysis of patient safety work
product.

“(C) The development and dissemination of information with
respect to improving patient safety, such as rec- ommendations,
protocols, or information regarding best practices.

“(D) The utilization of patient safety work product for the
purposes of encouraging a culture of safety and of providing
feedback and assistance to effectively minimize patient risk.

“(E) The maintenance of procedures to preserve con-
fidentiality with respect to patient safety work product.

“(F) The provision of appropriate security measures with
respect to patient safety work product.

“(G) The utilization of qualified staff.

“(H) Activities related to the operation of a patient safety
evaluation system and to the provision of feedback to
participants In a patient safety evaluation system.

“(6) PATIENT SAFETY EVALUATION SYSTEM.—The term
‘patient safety evaluation system’ means the collection, management,
or analysis of information for reporting to or by a patient safety
organization.

“(7) PATIENT SAFETY WORK PRODUCT.—
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“(A) IN GENERAL.—Except as provided in subparagraph
(B), the term ‘patient safety work product’ means any data,
reports, records, memoranda, analyses (such as root -cause
analyses), or written or oral statements—
“(i) which—

“(I) are assembled or developed by a provider for reporting to
a patient safety organization and are reported to a patient safety
organization; or

“(I) are developed by a patient safety organization

for the conduct of patient safety activities;
and which could result in improved patient safety, health care
quality, or health care outcomes; or

“(ii) which identify or constitute the deliberations or analysis
of, or identify the fact of reporting pursuant to, a patient safety
evaluation system.

“(B) CLARIFICATION.—

“(i) Information described in subparagraph (A) does not
include a patient’'s medical record, billing and discharge
information, or any other original patient or provider record.

“(ii) Information described in subparagraph (A) does not
include information that is collected, maintained, or developed
separately, or exists separately, from a patient safety evaluation
system. Such separate information or a copy thereof reported to a
patient safety organization shall not by reason of its reporting be
considered patient safety work product.

“(ii1) Nothing in this part shall be construed to limit—

“(I) the discovery of or admissibility of information
described in this subparagraph in a criminal, civil, or
administrative proceeding;

“(II) the reporting of information described in this
subparagraph to a Federal, State, or local governmental agency
for public health surveillance, investigation, or other public
health purposes or health oversight purposes; or

“(Il1) a provider's recordkeeping obligation with
respect to information described in this subparagraph under

Federal, State, or local law.

“(8) PROVIDER. —The term ‘provider means —
“(A) an individual or entity licensed or otherwise
authorized under State law to provide health care services, including
“(1) a hospital, nursing facility, comprehensive out— patient
rehabilitation facility, home health agency, hos- pice program,
renal dialysis facility, ambulatory sur- gical center, pharmacy,
physician or health care practi- tioner’s office, long term care
facility, behavior health residential treatment facility, clinical
laboratory, or health center; or
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“(ii) a physician, physician assistant, nurse practi- tioner,
clinical nurse specialist, certified registered nurse anesthetist,
certified nurse midwife, psychologist, certified social worker,
registered dietitian or nutrition professional, physical or
occupational therapist, pharmacist, or other individual health
care practitioner; or
“(B) any other individual or entity specified in regula-

tions promulgated by the Secretary.

“SEC. 922. PRIVILEGE AND CONFIDENTIALITY PROTECTIONS.

“(a) PRIVILEGE.—Notwithstanding any other provision of Federal, State, or
local law, and subject to subsection (c), patient safety work product shall be
privileged and shall not be—

“(1) subject to a Federal, State, or local civil, criminal, or administrative
subpoena or order, including in a Federal, State, or local «civil or
administrative disciplinary proceeding against a provider;

“(2) subject to discovery in connection with a Federal, State, or local
civil, criminal, or administrative proceeding, including in a Federal, State, or
local civil or administrative disciplinary proceeding against a provider;

“(3) subject to disclosure pursuant to section 552 of title 5, United
States Code (commonly known as the Freedom of Information Act) or any
other similar Federal, State, or local law;

“(4) admitted as evidence in any Federal, State, or local governmental
civil proceeding, criminal proceeding, administrative rulemaking proceeding, or
administrative adjudicatory proceeding, including any such proceeding against
a provider; or

“(5) admitted in a professional disciplinary proceeding of a professional
disciplinary body established or specifically authorized under State law.

“(b) CONFIDENTIALITY OF PATIENT SAFETY WORK PRODUCT.

Notwithstanding any other provision of Federal, State, or local law, and subject
to subsection (c), patient safety work product shall be confidential and shall not
be disclosed.
“(c) EXCEPTIONS. —Except as provided in subsection (g)(3)—
“(DEXCEPTIONS FROM PRIVILEGE AND CONFIDENTIALITY.—
Subsections (a) and (b) shall not apply to (and shall not be construed to
prohibit) one or more of the following disclosures:
“(A) Disclosure of relevant patient safety work product for use in
a criminal proceeding, but only after a court makes an in camera
determination that such patient safety work product contains evidence
of a criminal act and that such patient safety work product is material
to the proceeding and not reasonably available from any other source.
“(B) Disclosure of patient safety work product to the
extent required to carry out subsection (f)(4)(A).
“(C) Disclosure of identifiable patient safety work product if
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authorized by each provider identified in such work product.

“(2) EXCEPTIONS FROM CONFIDENTIALITY.—Subsection (b) shall
not apply to (and shall not be construed to prohibit) one or more of the
following disclosures:

“(A) Disclosure of patient safety work product to carry out patient
safety activities.

“(B) Disclosure of nonidentifiable patient safety work product.

“(C) Disclosure of patient safety work product to grantees,
contractors, or other entities carrying out research, evaluation, or
demonstration projects authorized, funded, certified, or otherwise
sanctioned by rule or other means by the Secretary, for the purpose of
conducting research to the extent that disclosure of protected health
information would be allowed for such purpose under the HIPAA
confidentiality regulations.

“(D) Disclosure by a provider to the Food and Drug Administration
with respect to a product or activity regulated by the Food and Drug
Administration.

“(E) Voluntary disclosure of patient safety work product by a
provider to an accrediting body that accredits that provider.

“(F) Disclosures that the Secretary may determine, by rule or
other means, are necessary for business operations and are consistent
with the goals of this part.

“(GQ) Disclosure of patient safety work product to law enforcement
authorities relating to the commission of a crime (or to an event
reasonably believed to be a crime) if the person making the disclosure
believes, reasonably under the circumstances, that the patient safety
work product that 1s disclosed is necessary for criminal law
enforcement purposes.

“(H) With respect to a person other than a patient safety
organization, the disclosure of patient safety work product that does
not include materials that—

“(1) assess the quality of care of an identifiable provider; or
“(i1) describe or pertain to one or more actions or failures to
act by an identifiable provider.

“(3) EXCEPTION FROM PRIVILEGE.—Subsection (a) shall not
apply to (and shall not be construed to prohibit) voluntary disclosure of
nonidentifiable patient safety work product.

“(d)  CONTINUED PROTECTION OF INFORMATION AFTER

DISCLOSURE. —

“(1) IN GENERAL.—Patient safety work product that is dis-
closed under subsection (c) shall continue to be privileged and confidential
as provided for in subsections (a) and (b), and such disclosure shall not
be treated as a waiver of privilege or confidentiality, and the privileged
and confidential nature of such work product shall also apply to such
work product in the possession or control of a person to whom such
work product was disclosed.
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“(2) EXCEPTION. —Notwithstanding paragraph (1), and sub- ject to
paragraph (3)—

“(A) if patient safety work product is disclosed in a criminal
proceeding, the confidentiality protections provided for in subsection
(b) shall no longer apply to the work product so disclosed; and

“(B) if patient safety work product is disclosed as pro- vided
for in subsection (c)(2)(B) (relating to disclosure of nonidentifiable
patient safety work product), the privilege and confidentiality
protections provided for in subsections (a) and (b) shall no longer
apply to such work product.

“(3) CONSTRUCTION. —Paragraph (2) shall not be construed
as terminating or limiting the privilege or confidentiality protec— tions
provided for in subsection (a) or (b) with respect to patient safety work
product other than the specific patient safety work product disclosed as
provided for in subsection (c).

“(4) LIMITATIONS ON ACTIONS.—

“(A) PATIENT SAFETY ORGANIZATIONS. —

“(1) IN GENERAL.—A patient safety organization shall
not be compelled to disclose information collected or
developed under this part whether or not such
information 1s patient safety work product unless such
information 1is identified, is not patient safety work
product, and is not reasonably available from another
source.

“(il) NONAPPLICATION.—The limitation contained in
clause (i) shall not apply in an action against a patient
safety organization or with respect to disclosures
pursuant to subsection (c)(1).

“(B) PROVIDERS.—An accrediting body shall not take an
accrediting action against a provider based on the good faith
participation of the provider in the collection, development,
reporting, or maintenance of patient safety work product in
accordance with this part. An accrediting body may not require a
provider to reveal its communications with any patient safety
organization established in accordance with this part.

“(e) REPORTER PROTECTION. —

“(1) IN GENERAL.—A provider may not take an adverse
employment action, as described in paragraph (2), against an
individual based upon the fact that the individual in good faith
reported information —

“(A) to the provider with the intention of having the
information reported to a patient safety organization; or
“(B) directly to a patient safety organization.

“(2) ADVERSE EMPLOYMENT ACTION.—For purposes of
this subsection, an ‘adverse employment action’ includes—

“(A) loss of employment, the failure to promote an
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individual, or the failure to provide any other employment-

related benefit for which the individual would otherwise be

eligible; or

“(B) an adverse evaluation or decision made in relation

to accreditation, certification, credentialing, or licensing of

the individual.
“(f) ENFORCEMENT. —

“(1) CIVIL MONETARY PENALTY.—Subject to paragraphs
(2) and (3), a person who discloses identifiable patient safety work
product in knowing or reckless violation of subsection (b) shall be
subject to a civil monetary penalty of not more than $10,000 for
each act constituting such violation.

“(2) PROCEDURE.—The provisions of section 1128A of the
Social Security Act, other than subsections (a) and (b) and the
first sentence of subsection (c)(1), shall apply to civil money
penalties under this subsection in the same manner as such
provisions apply to a penalty or proceeding under section 1128A of
the Social Security Act.

“(3) RELATION TO HIPAA.—Penalties shall not be imposed
both under this subsection and under the regulations issued
pursuant to section 264(c)(1) of the Health Insurance Portability
and Accountability Act of 1996 (42 U.S.C. 1320d-2 note) for a
single act or omission.

“(4) EQUITABLE RELIEF.—

“(A) IN GENERAL.—Without limiting remedies available
to other parties, a civil action may be brought by any
aggrieved individual to enjoin any act or practice that violates
subsection (e) and to obtain other appropriate equitable relief
(including reinstatement, back pay, and restoration of benefits)
to redress such violation.

“(B) AGAINST STATE EMPLOYEES.—An entity that
1s a State or an agency of a State government may not assert
the privilege described in subsection (a) unless before the time
of the assertion, the entity or, in the case of and with respect
to an agency, the State has consented to be subject to an
action described in subparagraph (A), and that consent has
remained in effect.

“(g) RULE OF CONSTRUCTION.—Nothing in this section shall
be construed—

“(1) to limit the application of other Federal, State, or local
laws that provide greater privilege or confidentiality protections
than the privilege and confidentiality protections provided for in
this section;

“(2) to limit, alter, or affect the requirements of Federal,
State, or local law pertaining to information that is not privileged
or confidential under this section;
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“(3) except as provided in subsection (i), to alter or affect
the implementation of any provision of the HIPAA confidentiality
regulations or section 1176 of the Social Security Act (or
regulations promulgated under such section);

“(4) to limit the authority of any provider, patient safety
organization, or other entity to enter into a contract requiring
greater confidentiality or delegating authority to make a disclosure
or use in accordance with this section;

“(5) as preempting or otherwise affecting any State law
requiring a provider to report information that is not patient
safety work product; or

“(6) to limit, alter, or affect any requirement for reporting to
the Food and Drug Administration information regarding the
safety of a product or activity regulated by the Food and Drug
Administration.

“(h) CLARIFICATION.—Nothing in this part prohibits any person
from conducting additional analysis for any purpose regardless of
whether such additional analysis involves issues identical to or similar
to those for which information was reported to or assessed by a
patient safety organization or a patient safety evaluation system.

“(i)  CLARIFICATION OF APPLICATION OF HIPAA
CONFIDENTIALITY REGULATIONS TO PATIENT SAFETY
ORGANIZATIONS. —For  purposes of  applying the HIPAA
confidentiality regulations —

“(1) patient safety organizations shall be treated as business

associates; and

“(2) patient safety activities of such organizations in relation

to a provider are deemed to be health care operations (as
defined in such regulations) of the provider.

“(j) REPORTS ON STRATEGIES TO IMPROVE PATIENT

SAFETY.—

“(1) DRAFT REPORT.—Not later than the date that is 18
months after any network of patient safety databases is
operational, the Secretary, in consultation with the Director, shall
prepare a draft report on effective strategies for reducing medical
errors and increasing patient safety. The draft report shall include
any measure determined appropriate by the Secretary to encourage
the appropriate use of such strategies, including use in any
federally funded programs. The Secretary shall make the draft
report available for comment and submit the draft report to the
Institute of Medicine for review.

“(2) FINAL REPORT.—Not later than 1 year after the date
described in paragraph (1), the Secretary shall submit a final
report to the Congress.
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“SEC. 923. NETWORK OF PATIENT SAFETY DATABASES.

“(a) IN GENERAL.—The Secretary shall facilitate the creation of, and
maintain, a network of patient safety databases that provides an interactive
evidencebased management resource for providers, patient safety organizations,
and other entities. The network of databases shall have the capacity to accept,
aggregate across the network, and analyze nonidentifiable patient safety work
product voluntarily reported by patient safety organizations, providers, or other
entities. The Secretary shall assess the feasibility of providing for a single point
of access to the network for qualified researchers for information aggregated
across the network and, if feasible, provide for implementation.

“(b) DATA STANDARDS.—The Secretary may determine common
formats for the reporting to and among the network of patient safety databases
maintained under subsection (a) of nonidentifiable patient safety work product,
including necessary work product elements, common and consistent definitions,
and a standardized computer interface for the processing of such work product.
To the extent practicable, such standards shall be consistent with the
administrative simplification provisions of part C of title XI of the Social
Security Act.

“(c) USE OF INFORMATION. —Information reported to and among
the network of patient safety databases under subsection (a) shall be used to
analyze national and regional statistics, including trends and patterns of health
care errors. The information resulting from Public such analyses shall be made
available to the public and included information. in the annual quality reports
prepared under section 913(b)(2).

“SEC. 924. PATIENT SAFETY ORGANIZATION CERTIFICATION AND
LISTING.
“(a) CERTIFICATION.—
“(1) INITIAL CERTIFICATION.—An entity that seeks to be
a patient safety organization shall submit an initial certification to the
Secretary that the entity —
“(A) has policies and procedures in place to perform each of the
patient safety activities described in section 921(5); and
“(B) upon being listed under subsection (d), will comply
with the criteria described in subsection (b).
“(2) SUBSEQUENT CERTIFICATIONS.—An entity that is a
patient safety organization shall submit every 3 years after the date of
its initial listing under subsection (d) a subsequent certification to the
Secretary that the entity —
“(A) is performing each of the patient safety activities described
in section 921(5); and
“(B) is complying with the criteria described in sub— section
(b).
“(b) CRITERIA.—
“(1) IN GENERAL.—The following are criteria for the initial
and subsequent certification of an entity as a patient safety organization:
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“(A) The mission and primary activity of the entity are to
conduct activities that are to improve patient safety and the quality
of health care delivery.

“(B) The entity has appropriately qualified staff (whether
directly or through contract), including licensed or certified medical
professionals.

“(C) The entity, within each 24-month period that begins after
the date of the initial listing under subsection (d), has bona fide
contracts, each of a reasonable period of time, with more than 1
provider for the purpose of receiving and reviewing patient safety
work product.

“(D) The entity is not, and is not a component of, a health
insurance issuer (as defined in section 2791(b)(2)).

“(E) The entity shall fully disclose—

“(1) any financial, reporting, or contractual rela-
tionship between the entity and any provider that con-— tracts
with the entity; and

“(i1) if applicable, the fact that the entity is not managed,
controlled, and operated independently from any provider that
contracts with the entity.

“(F) To the extent practical and appropriate, the entity
collects patient safety work product from providers in a standardized
manner that permits valid comparisons of similar cases among
similar providers.

“(G) The utilization of patient safety work product for the
purpose of providing direct feedback and assistance to providers to
effectively minimize patient risk.

“(2) ADDITIONAL CRITERIA FOR COMPONENT
ORGANIZATIONS.—If an entity that seeks to be a patient safety
organization 1s a component of another organization, the following are
additional criteria for the initial and subsequent certification of the entity
as a patient safety organization:

“(A) The entity maintains patient safety work product
separately from the rest of the organization, and establishes
appropriate security measures to maintain the confidentiality of the
patient safety work product.

“(B) The entity does not make an unauthorized disclo— sure
under this part of patient safety work product to the rest of the
organization in breach of confidentiality.

“(C) The mission of the entity does not create a conflict of
interest with the rest of the organization.

“(c) REVIEW OF CERTIFICATION.—

“(1) IN GENERAL.—

“(A) INITIAL CERTIFICATION.—Upon the submission by an
entity of an initial certification under subsection (a)(1), the Secretary
shall determine if the certification meets the requirements of
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subparagraphs (A) and (B) of such subsection.

“(B) SUBSEQUENT CERTIFICATION.—Upon the submission

by an entity of a subsequent certification under subsection (a)(2),

the Secretary shall review the certification with respect to

requirements of subparagraphs (A) and (B) of such subsection.

“(2) NOTICE OF ACCEPTANCE OR NON-ACCEPTANCE.—If the
Secretary determines that—

“(A) an entity’s initial certification meets requirements
referred to in paragraph (1)(A), the Secretary shall notify the entity
of the acceptance of such certification; or
“(B) an entity’s initial certification does not meet such
requirements, the Secretary shall notify the entity that such
certification is not accepted and the reasons therefor.

“(3) DISCLOSURES REGARDING RELATIONSHIP TO PRO-
VIDERS. —The Secretary shall consider any disclosures under subsection
(b)(1)(E) by an entity and shall make public findings on whether the
entity can fairly and accurately perform the patient safety activities of a
patient safety organization. The Secretary shall take those findings into
consideration in determining whether to accept the entity’s initial
certification and any subsequent certification submitted under subsection
(a) and, based on those findings, may deny, condition, or revoke
acceptance of the entity’s certification.

“(d) LISTING.—The Secretary shall compile and maintain a listing of
entities with respect to which there is an acceptance of a certification
pursuant to subsection (c)(2)(A) that has not been revoked under subsection
(e) or voluntarily relinquished.

“(e) REVOCATION OF ACCEPTANCE OF CERTIFICATION.—

“(1) IN GENERAL.—If, after notice of deficiency, an oppor- tunity
for a hearing, and a reasonable opportunity for correction, the Secretary
determines that a patient safety organization does not meet the
certification requirements under subsection (a)(2), including subparagraphs
(A) and (B) of such subsection, the Secretary shall revoke the Secretary’s
acceptance of the certification of such organization.

“(2)  SUPPLYING CONFIRMATION OF NOTIFICATION TO
PROVIDERS. —Within 15 days of a revocation under paragraph (1), a
patient safety organization shall submit to the Secretary a confirmation
that the organization has taken all reasonable actions to notify each
provider whose patient safety work product is collected or analyzed by
the organization of such revocation.

“(3) PUBLICATION OF DECISION.—If the Secretary revokes the
certification of an organization under paragraph (1), the Secretary shall —

“(A) remove the organization from the listing maintained under
subsection (d); and
“(B) publish notice of the revocation in the Federal Register.
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“(f) STATUS OF DATA AFTER REMOVAL FROM LISTING. —

“(1) NEW DATA.—With respect to the privilege and confiden-
tiality protections described in section 922, data submitted to an entity
within 30 days after the entity is removed from the Ilisting under
subsection (e)(3)(A) shall have the same status as data submitted while
the entity was still listed.

“(2) PROTECTION TO CONTINUE TO APPLY.—If the privilege
and confidentiality protections described in section 922 applied to patient
safety work product while an entity was listed, or to data described in
paragraph (1), such protections shall continue to apply to such work
product or data after the entity is removed from the listing under
subsection (e)(3)(A).

“(g) DISPOSITION OF WORK PRODUCT AND DATA.—If the Sec
—-retary removes a patient safety organization from the listing as provided for
in subsection (e)(3)(A), with respect to the patient safety work product or
data described in subsection (f)(1) that the patient safety organization received
from another entity, such former patient safety organization shall—

“(1) with the approval of the other entity and a patient safety
organization, transfer such work product or data to such patient safety
organization,

“(2) return such work product or data to the entity that submitted
the work product or data; or

“(3) if returning such work product or data to such entity is not
practicable, destroy such work product or data.

“SEC. 925. TECHNICAL ASSISTANCE.

“The Secretary, acting through the Director, may provide tech- nical
assistance to patient safety organizations, including convening annual meetings
for patient safety organizations to discuss method- ology, communication, data
collection, or privacy concerns.

“SEC. 926. SEVERABILITY.

“If any provision of this part is held to be unconstitutional, the
remainder of this part shall not be affected.”.

(b) AUTHORIZATION OF APPROPRIATIONS.—Section 937 of the
Public Health Service Act (as redesignated by subsection (a)) is amended by
adding at the end the following:

“(e) PATIENT SAFETY AND QUALITY IMPROVEMENT.—For the
purpose of carrying out part C, there are authorized to be appropriated such
sums as may be necessary for each of the fiscal years 2006 through 2010.”.

(c) GAO STUDY ON IMPLEMENTATION. —

(1) STUDY.—The Comptroller General of the United States
shall conduct a study on the effectiveness of part C of title IX of the
Public Health Service Act (as added by subsection (a)) in accomplishing
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the purposes of such part.

(2) REPORT.—Not later than February 1, 2010, the Comp- troller
General shall submit a report on the study conducted under paragraph
(1). Such report shall include such recommendations for changes in such
part as the Comptroller General deems appropriate.

Approved July 29, 2005.
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<HEEZ 4> o5 F7IERHA A #S 72 (the National
Patient Safety Agency Regulations)

2001 No. 1742
NATIONAL HEALTH SERVICE, ENGLAND
The National Patient Safety Agency Regulations 2001

Made 7th May 2001
Laid before Parliament 9th May 2001
Coming into force 2nd July 2001

The Secretary of State for Health, in exercise of the powers conferred upon him
by sections 16(4) and 126(4) of, and paragraphs 12 and 16 of Schedule 5 to, the
National Health Service Act 1977 18D and of all other powers enabling him in
that behalf, hereby makes the following Regulations:

Citation, commencement, extent and interpretation
1.— (1) These Regulations may be cited as the National Patient Safety Agency
Regulations 2001 and shall come into force on 2nd July 2001.
(2) These Regulations extend to England only.
(3) In these Regulations—
“the Act” means the National Health Service Act 1977,
“the Agency” means the National Patient Safety Agency established by
the Order;
“the chairman” means the chairman of the Agency;
“health service body” shall be construed in accordance with section 4 of the
National Health Service and Community Care Act 1990 182);
“member” means a member of the Agency other than the chairman;
“non-officer member” means a member who is not an officer of the
Agency;
“the Order” means the National Patient Safety Agency (Establishment and

181) 1977 c.49 ; section 16 was substituted by paragraph 9 of Schedule 4 to the Health Act 1999 (c. 8)
("the 1999 Act"); section 126(4) was amended by 65(2) of the National Health Service and
Community Care Act 1999 (c. 19) ("the 1990 Act") and by paragraph 37(6) of the 1999 Act;
paragraph 12 of Schedule 5 was amended by article 7 of S.I. 1985/39 , by paragraph 9 of schedule 1
to the 1990 Act, by paragraph 60(e) of Schedule 1 to the Health Authorities Act 1995 (c. 17) and by
paragraph 39(4) of Schedule 4 to the 1999 Act. See section 128(1), as amended by section 26(2)(g)
and () of the 1990 Act, for the definitions of “prescribed” and “regulations”’. The functions of the
Secretary of State under these provisions are, so far as exercisable in relation to Wales, transferred
to the National Assembly for Wales by article (2)(a) of the National Assembly for Wales (Transfer of
Functions) Order 1999, S.I. 1999/672, as amended by section 66(5) of the 1999 Act

182) 1990 c. 19.
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Constitution) Order 2001 183),

(4) In these Regulations, unless the context otherwise requires, any reference
to a numbered regulation is a reference to the regulation bearing that number in
these Regulations, and any reference in a regulation to a numbered paragraph is
a reference to the paragraph bearing that number in that regulation.

Appointment and tenure of office of chairman and non-officer members

2.—(1) The chairman and non-officer members shall be appointed by the

Secretary of State.

(2) Subject to regulation 5 (termination of tenure of office), the term of office
of the chairman and non-officer members shall be such period, not exceeding
four years, as the Secretary of State shall specify on making the appointment.

(3) Subject to regulation 3 (disqualification for appointment), the chairman and
any non-officer member shall, on the termination of his office, be eligible for
re—appointment.

Disqualification for appointment
3.— (1) Subject to regulation 4 (cessation of disqualification), a person shall be
disqualified for appointment as the chairman or as a non-officer member if —

(a) he has within the preceding five years been convicted in the United
Kingdom, the Channel Islands or the Isle of Man of any offence and
has had passed on him a sentence of imprisonment (whether suspended
or not) for a period of not less than three months without the option of
a fine;

(b) he has been adjudged bankrupt or has made a composition or
arrangement with his creditors;

(c) he has been dismissed, otherwise than by reason of redundancy, from
any paid employment with a health service body;

(d) he is a person whose tenure of office as the chairman or as a member
or director of the health service body has been terminated on the
grounds that—

(i) it was not in the interests of, or conducive to the good
management, of the health service body or of the health
service that he should continue to hold that office,

(i) he failed, without reasonable cause, to attend any meeting of
that health service body for a period of three months or more,
or

(iii) he failed to declare a pecuniary interest or withdraw from
consideration of any matter in respect of which he had a
pecuniary interest;

(e) he has had his name removed, by a direction under section 46 of the
Act, from any list prepared under Part II of the Act, and has not
subsequently had his name included in such a list or he is suspended
as respects the provision of Part II services by a direction made

183) S.I 2001/1743.
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pursuant to section 49A(2) or 49B(1) of the Act (or has had his name
removed or is suspended under any corresponding provision having
effect in Scotland, Wales or Northern Ireland).

(2) For the purposes of paragraph (1)(a), the date of conviction shall be
deemed to be the date on which the ordinary period allowed for making an
appeal or application with respect to the conviction expires or, if such an appeal
or application is made, the date on which the appeal or application is finally
disposed of or abandoned or fails by reason of its not being prosecuted.

(3) For the purposes of paragraph (1)(c) a person shall not be treated as
having been in paid employment by reason only of his having been the
chairman or a member or director of a health service body.

Cessation of disqualification

4.—(1) Where a person is disqualified under regulation 3(1)(b) by reason of
having been adjudged bankrupt—

(a) if the bankruptcy is annulled on the ground that he ought not to have
been adjudged bankrupt or on the ground that his debts have been paid
in full, the disqualification shall cease on the date of the annulment;

(b) if he is discharged, the disqualification shall cease on the date of his

discharge.

(2) Where a person is disqualified under regulation 3(1)(b) by reason of his
having made a composition or arrangement with his creditors —

(a) if he pays his debts in full, the disqualification shall cease on the date

on which such payment is completed; and

(b) in any other case, it shall cease on the expiry of the period of five
years beginning on the date on which the terms of the deed of
composition or arrangement are fulfilled.

(3) Subject to paragraph (4), where a person is disqualified under regulation
3(1)(c) he may, after the expiry of two years beginning on the date on which
he was dismissed, apply in writing to the Secretary of State to remove the
disqualification, and the Secretary of State may direct that the disqualification
shall cease.

(4) Where the Secretary of State refuses an application to remove a
disqualification no further application may be made by that person until the
expiry of the period of two years beginning with the date of the application and
this paragraph shall apply to any subsequent application.

(5) Where a person is disqualified under regulation 3(1)(d), the disqualification
shall cease on the expiry of the period of two years beginning on the date of
the termination of his tenure of office or such longer period as the Secretary of
State specifies when terminating his period of office but the Secretary of State
may, on application being made to him by that person, reduce the period of
disqualification.

Termination of tenure of office of chairman and non-officer members

5.—(1) The chairman or a non-officer member may resign his office at any
time during his term of office by giving notice in writing to the Secretary of
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State.

(2) Where the Secretary of State is of the opinion that it is not in the
interests of, or conducive to the good management of, the Agency or of the
health service that the chairman or a non-officer member should continue to
hold office, he may forthwith terminate his tenure of office by giving him notice
in writing to that effect.

(3) If the chairman or a non-officer member fails to attend any meeting of
the Agency for a period of three months the Secretary of State shall forthwith
terminate that person’s tenure of office unless he is satisfied that—

(a) the absence was due to reasonable cause; and
(b) the person in question will be able to attend meetings of the Agency
within such a period as the Secretary of State considers reasonable.

(4) Where a person has been appointed to be the chairman or a non-officer
member, and—

(a) he becomes disqualified for appointment under regulation 3, the
Secretary of State shall forthwith notify him in writing of such
disqualification; or

(b) it comes to the notice of the Secretary of State that time of his
appointment he was so disqualified, he shall forthwith declare that
the person in question was not duly appointed and notify him in
writing to that effect,

and upon receipt of any such notification, his tenure of office, if any, shall be
terminated and he shall cease to act as such chairman or non-officer member.

(5) If it appears to the Secretary of State that the chairman or a non-officer
member has failed to comply with regulation 10 (disability on account of
pecuniary interest) he may forthwith terminate that person’s tenure of office by
giving him notice in writing to that effect.

Appointment of vice-chairman

6.— (1) Subject to paragraph (2), the chairman and members may appoint one
of the non-officer members to be vice—chairman for such period, not exceeding
the remainder of his term as a member, as they may specify on appointing him.

(2) Any member so appointed may at any time resign from the office of
vice—chairman by giving notice in writing to the chairman.

(3) Where the chairman has died or has ceased to hold office, or where he is
unable to perform his duties as chairman owing to illness, absence or any other
cause, references to the chairman in the Schedule to these Regulations shall, so
long as there is no chairman available to perform his duties, be taken to include
references to the vice—chairman.

Appointment of committees and sub-committees

7.— (1) Subject to such directions as may be given by the Secretary of State,
the Agency may, and, if so directed by him, shall, appoint committees of the
Agency consisting wholly or partly of members of the Agency or wholly of
persons who are not members of the Agency.
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(2) A committee appointed under this regulation may, subject to such
directions as may be given by the Secretary of State or the Agency, appoint
sub—committees consisting wholly or partly of members of the committee
(whether or not they are members of the Agency) or wholly of persons who are
not members of the Agency or the committee.

(3) Regulations 3 and 4 apply to the appointment of members of committees
and sub-committees appointed under this regulation as they apply to the
appointment of members of the Agency.

Arrangements for the exercise of functions

8. Subject to such directions as may be given by the Secretary of State, the
Agency may make arrangements for the exercise, on behalf of the Agency, of
any of its functions by a committee or sub- committee appointed by virtue of
regulation 7 or by an officer of the Agency in each case subject to such
restrictions and conditions as the Agency thinks fit.

Meetings and proceedings

9.— (1) The meetings and proceedings of the Agency shall be conducted in
accordance with the rules set out in the Schedule to these Regulations and with
Standing Orders made under paragraph (2).

(2) Subject to those rules, to regulation 10 (disability on account of pecuniary
interest) and to such directions as may be given by the Secretary of State, the
Agency shall make, and may vary or revoke, Standing Orders for the regulation
of its proceedings and business, including provision for the suspension of the
Standing Orders or any of them.

(3) Subject to such directions as may be given by the Secretary of State, the
Agency may make, vary and revoke Standing Orders relating to the quorum,
proceedings and place of meeting of any committee or sub—committee of the
Agency; but subject to any such Standing Orders, the quorum, proceedings and
place of meeting shall be such as the committee or sub—committee may
determine.

Disability of chairman and members in proceedings on account of
pecuniary interest

10. — (1) Subject to the following provisions of this regulation, if the chairman
or a member has any pecuniary interest, direct or indirect, in any contract,
proposed contract or other matter and is present at any meeting of the Agency
at which the contract, proposed contract or other matter is the subject of
consideration, he shall at the meeting and as soon as practicable after its
commencement, disclose his interest and shall not take part in the consideration
or discussion of the contract or other matters or vote on any question with
respect to it.

(2) The Secretary of State may, subject to such conditions as he may think
fit to 1mpose, remove any disability imposed by this regulation in any case in
which it appears to him in the interests of the health service that the disability
should be removed.
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(3) The Agency may, by Standing Orders made under regulation 9(2),
provide for the exclusion of the chairman or a member from a meeting of the
Agency while any contract, proposed contract or other matter in which he has a
pecuniary interest, direct or indirect, is under consideration.

(4) Any remuneration, compensation or allowances payable to the chairman or
a member by virtue of paragraph 9 of Schedule 5 to the Act (pay and
allowances) shall not be treated as a pecuniary interest for the purpose of this
regulation.

(5) Subject to paragraphs (2) and (6), the chairman or a member shall be
treated for the purpose of this regulation as having an indirect pecuniary
interest in a contract, proposed contract or other matter if —

(a) he, or a nominee of his, is a director of a company or other body,
with which the contract was made or is proposed to be made or
which has a direct pecuniary interest in the other matter under
consideration; or

(b) he is a partner of, or is in the employment of, a person with whom
the contract was made or i1s proposed to be made or who has a
direct pecuniary interest in the other matter under consideration;

and in the case of married persons living together the interest of one spouse
shall, if known to the other, be deemed for the purpose of this regulation to be
also an interest of the other.

(6) Neither the chairman nor a member shall be treated as having a
pecuniary interest in any contract, proposed contract or other matter by reason
only —

(a) of his membership of a company or other body if he has no beneficial
Interest in any securities of that company or other body; or

(b) of an interest in any company, body or person with which he is
connected as mentioned in paragraph (5) which is so remote or
insignificant that it cannot reasonably be regarded as likely to
influence him in the consideration or discussion of, or in voting on,
any question with respect to that contract, proposed contract or other
matter.

(7) Where the chairman or a member—

(a) has an indirect pecuniary interest in a contract, proposed contract or
other matter by reason only of a beneficial interest in securities of a
company or other body; and

(b) the total nominal value of those securities does not exceed £5,000 or
one-hundreth of the total nominal value of the issued share capital of
the company or body, which ever is the lesser; and

(c) if the share capital is of more than one class, the total nominal value
of shares of any one class in which he has a beneficial interest does
not exceed one-hundreth of the total issued share capital of that class,

this regulation shall not prohibit him from taking part in the consideration or
discussion of the contract or other matter, or from voting on any question with
respect to it without prejudice however to his duty to disclose his interest.

(8) This regulation applies to a committee or sub-committee as it applies to
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the Agency and applies to a member of any such committee or sub—committee
(whether or not he is also a member of the Agency) as it applies to a member
of the Agency.

(9) In this regulation—

“public body” includes

(a) any body established for the purpose of carrying on, under national
ownership, any industry or undertaking or part of any industry or
undertaking;

(b) the governing body of any university, university college or college
school or hall of a university; and

(c) the National Trust for Places of Historic Interest or Natural Beauty
incorporated by the National Trust Act 1907 184);

“securities” means —

(a) shares or debentures, whether or not constituting a charge on the
assets of a company or other body, or rights or interests in any
share or such debentures; or

(b) rights (whether actual or contingent) in respect of money lent to, or
deposited with, any industrial or provident society or building society;

“shares” means shares in the share capital of a company or other body

or the stock of a company or other body.

Reports by the Agency

11. The Agency shall make reports to the Secretary of State in such manner
and at such time as the Secretary of State may direct, and shall furnish to the
Secretary of State such information as he may from time to time require.

Signed by authority of the Secretary of State for Health

John Denham
Minister of State,
7th May 2001 Department of Health

184) 1907 c. 36.
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SCHEDULE Regulation 9(1)

RULES AS TO MEETINGS AND PROCEEDINGS OF THE AGENCY
1. The first meeting of the Agency shall be held on such day and at such
place as may be fixed by the chairman, and he shall be responsible for the
convening the meeting.

2.— (1) The chairman may call a meeting of the Agency at any time.
(2) If a requisition for a meeting, signed by at least one third of the total
number of members, is
presented to the chairman, and the chairman either—
(a) refuses to call a meeting; or
(b) without so refusing, does not within 21 days after the requisition has
been presented to him call a meeting,
those members may forthwith call a meeting.
(3) Before each meeting of the Agency, a notice of the meeting which —
(a) specifies the principal business proposed to be transacted at it, and
(b) is signed by the chairman or by an officer of the Agency authorised
by the chairman to sign on his behalf,
shall be delivered to each member, or sent by post to his last known address,
at least seven clear days before the day of the meeting.
(4) The proceedings of any meeting shall not be invalidated by a failure to
deliver such notice to any member.
(5) In the case of a meeting called under sub-paragraph (2) above by
members, the notice shall be signed by those members and no business other
than that specified in the notice shall be transacted at the meeting.

3.— (1) At any meeting of the Agency the chairman or, in his absence, the
vice—chairman (if there is one and he is present) shall preside.

(2) If the chairman and any vice—chairman are absent, such other non-officer
member present as the other members present shall choose for the purpose shall
preside.

4. Every question at a meeting shall be determined by a majority of votes of
the members present and competent to vote on the question and, in the case of
an equality of votes, the chairman or, in his absence, the person presiding at the
meeting shall have a second or casting vote.

5.—(1) Subject to sub-paragraph (2) below, no business shall be transacted
at any meeting unless at least the third of the membership (the chairman being
included for this purpose in the reckoning) is present.

(2) The chairman and at least two members shall be present at the meeting
of the Agency which is convened for the purpose of appointing a person to act
as the Chief Executive.

6.— (1) The minutes of the proceedings of a meeting shall be drawn up and
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shall be signed at the next ensuing meeting by the person presiding at that
next meeting.

(2) The names of the members present at a meeting shall be recorded in the
minutes.
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EXPLANATORY NOTE
(This note is not part of the Regulations)

These Regulations make provision concerning the membership and procedure of
the National Patient Safety Agency (“the Agency”) which is a Special Health
Authority established under the National Health Service Act 1977 by the
National Patient Safety Agency (Establishment and Constitution) Order 2001.

In particular, these regulations provide for the appointment and tenure of office
of the chairman and members of the Agency (regulation 2), for disqualifaction
for appointment (regulations 3 and 4) and for the termination of office
(regulation 5). Also included is provision relating to the appointment of a
vice-chairman of the Agency (regulation 6), the appointment of, and exercise of
functions by, committees and sub—committees (regulations 7 and 8), the conduct
of proceedings (regulation 9 and the Schedule) and disability on account of a
conflict of interest (regulation 10).

Provision is also made for requiring the Agency to furnish reports and certain
other information to the Secretary of State (regulation 11).
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<EZE 5> 95 7R AH(AE 2 FAA)dd #SE HE A
3) & (the National Patient Safety Agency (Establishment
and Constitution) Order)

2001 No. 1743
NATIONAL HEALTH SERVICE, ENGLAND
The National Patient Safety Agency
(Establishment and Constitution) Order 2001

Made 7th May 2001
Laid before Parliament 9th May 2001
Coming into force 2nd July 2001

The Secretary of State for Health, in exercise of the powers conferred upon him
by sections 11(1), (2) and (4) of, and paragraph 9(7)(b) of Schedule 5 to, the
National Health Service Act 1977185 and of all other powers enabling him in
that behalf, hereby makes the following Order:

Citation, commencement, extent and interpretation

1.— (1) This Order may be cited as the National Patient Safety Agency
(Establishment and Constitution) Order 2001 and shall come into force on 2nd
July 2001.

(2) This Order extends to England only.

(3) In this Order “the Agency” means the National Patient Safety Agency
established by this Order.

Establishment of the Agency
2. There is hereby established a Special Health Authority which shall be
known as the National Patient Safety Agency.

185) 1977 c. 49; section 11 was amended by paragraph 31 of Schedule 1 to the Health Services Act
1980 (c. 53), by Schedule 10 to the National Health Service and Community Care Act 1990 (c. 19)
(“the 1990 Act”), by paragraph 2 of Schedule 1 to the Health Authorities Act 1995 (c. 17) (“the
1995 Act”) and by paragraph 6 of Schedule 4 to the Health Act 1999 (c. 8) (“the 1999 Act”);
sub—paragraph (7) was inserted in paragraph 9 of Schedule 5 by paragraph 7(2) of Schedule 1 to
the 1990 Act and was amended by paragraph 60(b) of Schedule 1 to the 1995 Act. The functions of
the Secretary of State under these provisions are, so far as exercisable in relation to Wales,
transferred to the National Assembly for Wales by article 2(a) of the National Assembly for Wales
(Transfer of Functions) Order 1999, S.1.1999/672, as amended by section 66(5) of the 1999 Act.
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Functions of the Agency
3. Subject to and in accordance with such directions as the Secretary of
State may give 186 the Agency shall perform—

(a) such functions in connection with securing improvements in the quality
of care and treatment provided for persons under the health service,
and

(b) such other functions,

as the Secretary of State may direct.

Constitution of the Agency
4. The Agency shall consist of —
(a) a chairman,
(b) not less than 12 and not more than 15 members who are not officers
of the Agency,
(c) the chief executive of the Agency, and
(d) one officer of the Agency.

Remuneration of members

5. The Agency is hereby specified for the purposes of paragraph 9(7)(b) of
Schedule 5 to the National Health Service Act 1977 (definition of “relevant
authority” for the purposes of paying remuneration to members of Health
Authorities and certain Special Health Authorities).

Public meetings
6. The Public Bodies (Admission to Meetings) Act 1960187(3) shall apply to
the Agency.

Signed by authority of the Secretary of State for Health
John Denham
Minister of State,
7th May 2001 Department of Health

186) See, in particular, sections 16D, 17 and 18 of the National Health Service Act 1977 (c. 49);
sections 16D and 17 were inserted by section 12(1) of the 1999 Act. Section 18 was amended by
Schedule 10 to the 1990 Act, by section 3(8) of the 1995 Act, by paragraph 9 of Schedule 1 to the
1995 Act and by section 12(3) of the 1999 Act.

187) 1960 c. 67; see paragraph 1(g) of the Schedule to the Act, which was inserted by paragraph 91
of Schedule 1 to the Health Authorities Act 1995 (c. 17).
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EXPLANATORY NOTE
(This note is not part of the Order)

This Order provides for the establishment and constitution of a Special Health
Authority, to be known as the National Patient Safety Agency (“the Agency”)
to exercise such of the Secretary of State’s functions in connection with the
implementation and oversight of measures to maintain and improve the safety of
patients treated by the National Health Service and such other functions as he
may direct it to perform.

Article 2 of the Order establishes the Agency, the functions of which are
described in article 3 and are to be specified more particularly in directions
given by the Secretary of State. Provision is also made for the constitution of
the Agency (article 4), for the remuneration of members of the Agency (article
5 and for the admission of the public to meetings (article 6).
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<HEEZ 6> 9= NHS Report a patient safety incident<
Patient and the public A H 1

NPSA home Site map Contact us
Accessibility Textsize Smaller | Normal | Larger m
oot National Patient Safety Agency
| [Seasch
Ahout 5| Curl vision| Our Board| Mews| Events{ Jobs| Corporate publications| Find us| Fesdback|
M
!_!I
Homa » Pleoss Ssk w Shae your eipedence s Esport 80 inchien = Accegiance

# Report an incident )
it iz impantant that you acknowledge and undarstand the Tollewing thres things to raport to the NPSA,

Accepiance 1. The NPS5A does not have powers to investigate indsvidual cases of complaints ebout the NHS
organisation thal provides your cara. Tao find oul wha can help you make a complaint aboul your
EpE[‘;l‘ﬁn‘. case, or lake iagal actian, sea Maks a complainl

2. Tha MFSA does not intend 10 keep information identifying individual patients or
heaithcare staff.

3. By completing the form hal follows you are giving the NPSA your permission 1o process
the information you provide in onder 1o kearn aboul patient salely, Details about how we
wsa your information is given in our privacy policy and 1o procass the informalion you
provide in order 1o leam about patent satety Details about how we use vour Information s gven
in our privacy policy end Fraquently Asked Questions(FA0s)  Thank you

Terms & Condiions of Use  Freedom of information

Infarmaticn Chartes Privacy policy NEAS m
#2010 Nateral Satent Satery Agency A ——d &) Direct E==xz=um
Powned by Eeayaite CUE mmmmm“unmrmn.mmquWM|mmm

Curvend informalinn iy be found B awew 48 oo uil
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Step 1

W' r wewry Ehal pirg o SSemusdiu you kivow has had & Bed dgani oo sitdisl bn T aaihoar sostemn, We weou i o 1o ks aboul pour anpsarsncs @ wa Lan moek 10 slog (L e pganing o
athare The informstion you cam proads will halp un de B

Flgase ansmer Jll quastions that an mvmd*
% please tesl u% who pow ane:

[ o pérsen aMected

[T a retative, parmar, frend or caner

[T comeane ek | |

% At what stage during youe care did the Incidant soours

S weat il i adksh oilles lading {iih manihes il & s il |

[T Awaitabitiy of | accems o can

[T piagreais

[EF rrmmmem

[ Dimscrarge

™1 ongeing nr falims up cane

7] Qb - pimass chafinm s | ]

0 s i s e oy i

& wias the Incident related to {tick one or more):

Erwiw wltpiben P ssch eplion Lebuw ' Gueis w1 e sas wiidos |
[T Awailabainy of sxaf® | sarvices
[T Corcrdinption of care

[Tl Devvices | equipment

[T 1 inducriom

[F] Lack of commusicenion

[T Medieation probism

[ Pt noties | prcors

[l Patsarst aociiene

[l ef-hmm

[T s dnkimed 13 chonck: the patient
[T stall mmrrezai's wbibt

[ akuse

[T imkncam

] Olher -pmass dafine e | I

[Step1] Step2 Gtep3  Step4  Skep 5  Step € Ctep 7
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Step 2

This stap asks yoo for trestnsent detalls and abook the Bapact the ncident has fad

Flgase ansmer Jll quastions that an rnmd*

Piease tell us what the patient was being treated for?
|ﬂm7m“ﬂﬁtﬁﬁ e

r&‘_ﬁmnpﬂumman«p physical or mental harm?

1 e
Elne
Which of fleese most accurately describes the arm the patient suftersd?
Wim scmrrpies b sach spiies beboe (ipEne mearpiss 0 o T s |
(77 The pamsam nesdi weira Sbiryibos ur mins Featinam
|7 The patieni nesued furkter frastment, or ancthar procedees
7| e patssm sufluiad ssarmarmm of loeg-tarm harm
[T T st i
[ o erve abawe:

Piease tell us how this has alfected th i
et | us how experience = patie

on btk [masimum TRE woeds]

Step 1 & [Step 2] Step 3 Step 4
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Shep 3
This step asks you for infarmation on wiene the ncident ooommred

% 1n which country did this incldent accur?
[F] Englares

[T wakes
[T Horthern [retand
171 scatiznd

[ othesr - plezss define here; | ]

* Was the Incident related to an overndght stay in a hospitad or a mental kealth umit / Tacilivy?
Vi

s

% wihiore i 1t kappen? {Tek mne oF mdare from e Hat below]
™ Homa

| GF Sergery | heakh conire

[ iy

[T} oprician

[ Dental practice

[T} Puittic pace (Tor @xamoke road, park o shopping centra}
] Ramisamal carm

[] ambutsnce | patiens transport sereics

T et

[T} Merta heahth usit | Pacitty

[T Learming dnabitties unt: / facity

[ ot - s o Hiwm: | ]

Step 1 S Step 2 [Step 3] Step 4 Step & Stap &
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Step 4

This step asks you Tor some mane detall om the lecation and time of the icdent(s),

* Pleas: sebect a mare detailed bocation for the incident:

Menkal healkh wndt [ inciity
Lr:_lnnmrrmhril:r\g
[Tl oy e

[ smcurm uamit

[T aothie - plaases cafing hasa: | |
When did the patient beconse sware that an incldent had occwrred?

[T] ety

| Labar, IF known, plsgme ball we the dabe (or ecample 1901272004 |
'1,. Uskrram
Did It soour during the;

[ piawy garnon-2amo0) [

[77] g e am- v (7] unboss

When did the incident happen?

™1 Data (for axampla 1971304}

[ edervzsnn

If there were 3 serbes of Incidemts, please tell ws the start and end dates;
Fewrt date {for sxampie 15/ 123004 | |

End date [for examgle 10 1203004) |
[T This i st engeing

Stap 1 # Step 2 & Step 3 5 [Step 4]
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Step 5

1 rsaemibsars of staff mers invohoed, cha 1l us sboot thee beluw, A8 quastim in B dey sre cptionat

Types of staff inwvolved in the inclidents
[Tl ambutance staff

[Tl pocter

[] entist  dental nurss
[T Heakh wingor

[ Mickwite

[Tl nurse

[Tl optican

[T tharagin

[T crarmisr

[IL..'IHIQ‘AH

[T Ot - priaien chafirvm hiara: | ]

Did staft tell the patient what went wrong?
[T v
[Fne

[T visk sura

P stalt did not tell the patient what went weong, low did By find cury

i pEUN DRrwTipn) Prace | asdaan 1000 wonds)

Was lanquage an bssue?
[} v
[l

[ hict sure

Why do yauw think this incident happensd?
[t gour demcription hers jmuimum 1008 worda|

Step 1 Stap 2 S Skep 2 1 Step 4
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Step &
I adeliien 10 how pEtkeis ane hacmed, B b maly imgerant 19 enderstand i cartain goops of patiects sre o o ek of Being hermed thes athere. To bels us ind this out, pleais
angwer afl QuEsions ar are m

% please describe the gender of the patient
‘We ¥ s DECIUSE IS ImEartant for as 10 identify common featunes of thise sho siffer injury 25 wall a3 the way they become harmied,

[ payte

Tl remain

[T other- pissse define here [ ]

% Please (o6l us the age of the patient at that tme

e e e e e (0 DmpaiEant far s o el pesinon feaiurad of Thiss s saffar injucy s wall as the sy they became hae il
[Tl nder ¢

[T7 14 wewry

(7 a-1% vmarm

™7 15-24 voars

[Tl 3234 vears

| 2344 Vo

(7] st s
[ ET " e
[T a7 voars
71 7584 reava

[T arver &% vears

Clep 1, Step2., Step3 s Clepd4 s Step5 ./  [Step 6]  Skep T
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Step 7

This s B Las# Slep n e Sormm. W realy mould s 1o knoe whetler vou havs 1 Ehis incid werberra aban, sl 5 ol arid slin how vou heard aboul Be BPSA

Hawe you already reported the ncident and if =0 fo whom?
TG g Darecriphan s dEndeimasm 1000 worda)

If Ehis has been reported, then please tell ws what happened
PWrle geir dsseriphen hare fmawimum 1000 words|

How did you find abowt the NPSA {National Patient Satety Agency)?
T pour drkcxipiion hide |masimum 10 wonds) '

1s there anything =lse you woubd Bike to tell us about this incident?
T armthing eha here |maxivum 1050 wonds| '

Thim m the Lae page af Ha fnem.
I wour mre hapyry with ALL rf'rulr armwars complste the meagarn ieng “Kubenil” befow
To change an s, use The "RElUrn’ oeton 0 1 10 tha priious sbep, of obd on 3 "STep® in the grograss ba bolow.

Stepl / Stap2 s Step3 /s Stepd4 s Step5 s Shap & [Step 7]
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<HEEZ 7> 93 NHS Report a patient safety incident<
Healthcare staff A X 3L

Palient Esfely hore  Sile mae

Elomes w Fepol s pedert salaly woidenl » HealPioars s2T [Epat

IN THIS SECTION Healthcare staff reporting Sea also
Patart salsly nCidenis are 3y snnbanded or unaspaded ncidani which could nave, & did, lnagio Lankic
:.,3:::'“3 PECATLONEY harm far one or moTe pahenis recerng NHS-hmded heaithcane Batant gafely dala Rooources
Heltheare siafl T i Peds Sy sl iBg O CAMMESNE ) Med arline 1oims, pladgas email
raparing panentatit kg@nn e nhe UK

lorn monut reporkng patent sainty mcidenis

Report a patient safety incident here

rFeeashcan staft | ool e

GF Gtafl | repan hece

L]
]
o CF gl | uplond Sagreficey Evenl sl (SEA) e
]

AnzesTibEia TIT | repart iare

Privacy policy

# Pmvacy poficy | now peheni salely incdem reporia are uzed

Terms @ conabions ol ues - Freadom ol infermation - inRrmahon ChansnP ey Fellty m m

Frimmrad S Catontle I Direct i
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7}. Health care staff

1. The Patient Safety incident occurred in : Acute/ General hospital

Key incident details

When and whers?

47 Date on which the mcident accurred: *
# Date;| Day|= Nonlh | [Year [=] [ Setio today's date |

OR © Date unknown

2 Time of incident: *
® Praciad Timg | Howrs 1= Kmate 'l-
OoR Tima St

OR Tima unkmown

What happeaned?
M7 Plegse categoriss the Patient Safsty Incident from e folbowing choices: *

Please selad |

100 in which becation tid Be incident ocour? *

Flease selec =

5  Please dascribe what happenad: *

INZT 1t tha incident was a Mever Event, pleass specify. 1! not, pleass leave hlank:

ID03 Please categorise the Patient Safety Incident from the following choices:

e Access, admission, transfer, discharge (including missing patient)
e C(Clinical assessment (including diagnosis, scans, tests, assessments)
e Consent, communication, confidentiality

e Disruptive, aggressive behaviour

e Documentation (including records, identification)

e Implementation of care and ongoing monitoring / review

* Infection control incident

e Infrastructure (including staffing, facilities, environment)

e Medical device / equipment

* Medication

e Patient abuse (by staff / third party)
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* Patient accident

e Self-harming behaviour
e Treatment, procedure

* Other

ID04 In which location did the incident occur?

e General / acute hospital
e Public place (specify)

* Residence / home

e Social care facility

e Other

e Unknown

* Not applicable

IN27 If the incident was a Never Event, please specify.

If not, please leave blank:

Incidents are considered to be never events if :

* The incident either resulted in severe harm or death or had the potential to
cause severe harm or death.

+ There is evidence that the never event has occurred in the past and is a
known source of risk (for example through reports to the National Reporting and
Learning System or other serious incident reporting system).

+ There is existing national guidance or safety recommendations, which if
followed, would have prevented the incident from occurring.

« Occurrence of the never event can be easily identified, defined and measured
on an ongoing basis.

If the incident is believed to be a Never Event please complete this field with
the text 'never event' or specify the never event for example: 'wrong route
administration of chemotherapy'. If it is not a Never Event this field should be
blank.

The full 'never events' 2012/13 list for reference is:
1. wrong site surgery

2. wrong implant/prosthesis

3. retained foreign object post-operation

4. wrongly prepared high-risk injectable medication
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5. maladministration of potassium-containing solutions

6. wrong route administration of chemotherapy

7. wrong route administration of oral/enteral treatment

8. intravenous administration of epidural medication

9. maladministration of Insulin

10. overdose of midazolam during conscious sedation

11. opioid overdose of an opioid-naive patient

12. inappropriate administration of daily oral methotrexate
13. suicide using non-collapsible rails

14. escape of a transferred prisoner

15. falls from unrestricted windows

16. entrapment in bedrails

17. transfusion of ABO-incompatible blood components

18. transplantation of ABO-incompatible organs as a result of error
19. misplaced naso- or oro-gastric tubes

20. wrong gas administered

21. failure to monitor and respond to oxygen saturation
22. air embolism

23. misidentification of patients

24. severe scalding of patients

25. maternal death due to post partum haemorrhage

| PD0O1 Was the patient actually harmed? - Yes - Low/Moderate/Severe

FDO1  Was the patient actually harmed? ¥
Select whether the patent was hammed;

& Yeg
Mo

P2 Using the following gradings, pleass indicate ihe degres of harm to the pathent {severity ). ¥
B Low (Minimal harm - patiend|s) required extra observislion o mmor trestment)
Moderats (SN0 ienm ham - patens) requined hamher eaiment, or procedure)
Severe (Fermanent o kng lerm harm)
Dwath (Caised by e Patien Safely Incident)

F002  Did any actions minimise the impact of the incident on the patient? ¥
Yes
Mo
Dant ko

POOL  WhSt was the sffect of the Patient Safery Incident on the patlent?
¥ou may make more than one selection by hoking the bax beiow ™

| Plaase salect =

| 'woald like ta add & second Choice
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| PDO1 Was the patient actually harmed? - Yes - Death

EO01  Was the patient actuaily harmed? ¥

& Ype
No

P02 Using the following gradings, please indicate the degree of harm to the patient [severity):

Oniy Select Deamh 24 the defree of harm if the PADRAE deed BS 3 direct Fesull of thit enChoent. CRcK hene Tor furtnes

AATUElons of e 14 praceed

Low [Minmmal harm - pabentis) required exira obsenyalion or menor reatment)
Moderate (Shoet 1amm Rarn - Gahendis) required funher eaimen], o prooedune)
L Bevere [Permanent or long term haem)
|® | Death (Causen by the Patien] Salety inciaent)

| PD0O1 Was the patient actually harmed? - NO

PDO1  Was the patient actually harmed? *

Ves
[® Mo

FDO%-A You have selected that the patient was not harmed. Please indicate the potential degree of harm that the patient could
have exparienced: ¥
Hane
Law {Minimal harm - patientis) required extra ebservation or minar reatment)
Moderate {Short term harm - patient{s) required further treatment, or procedure)
Severe [Fermanent or iong term harm)
Death [Caused by the Patient Safety Incident)

FO42  Did any actions prevent the incident from reaching the patient? (L. was this a ‘near miss'?) ¥

Yes
No

PD12 Please indicate the specialty or service area in which the incident occurred:

e Accident and emergency (A&E)
* Anaesthetics

* Diagnostic services

e Learning disabilities

e Medical specialties

e Obstetrics and gynaecology

e Surgical specialties

¢ Other specialties

e Other

e Unknown

* Not applicable
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Contributing factors

Wikal were The appasent cantribuling factors? (Tick amy thal apply)

I7) Commumcation factors mcludes versal, wwitten and non-verbal batwean ndvituais, leams.
andior arganaations)

17| Educabon and training factors(s g svalabisy of raining)

71 Equipment and resources factors(e g clenr machine dispiays, poof working order size,
placement. easa of usej

I7] Madication leciorsiwhans one of mers druge droctly candribuled b the incidenl )

12 Organisateon and sirategic factorsie 9. orjanicabonal stuches, confracior / agency use, cultura)
I7] patsent factors(e g chnical condilion, socal | physical [ prychological fackars reiationahips |

I Task factorsimcludes work guidalines | procedures | pobcies svailabity of decision making aids)
I Team and social factersinciudas rode definitions, feadership. support, end cullural fctors |

[T work and environment factars(s g poorexcass sdmnisitation, physical anvroamant, work isat
and hours of work, Bme '[I'H!H.I'H:I

I Other
I Unknown

Please describe any BClions planned or aken 1o date to prevent a reoccumence: (optional)

B your vinw, whisl wire T underying causes or pvents which, if reclifed, may prewait the incident from harming
anather patient Foptional)
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In e wpctnn yous ane askad |0 povide Eformshon st ity Hall memibars inohed @ e Paten) Safes; inodent el vod & fepofg

Staff member details

01

spo7

5003

About the mamber of staff

Staff type: *

| Please salert =

Staft status: ™
[Flease sokec] [+

Please select the role of this statf member in the incident from the following options: ™

| Plagse salact =

This persan s the reporer of the Patkem Sately Incien

SDO1 Staff type

Ambulance staff

Diagnostic and therapeutic staff

Manager

Medical staff

Nurse / midwife / health visitor

Optician / optometrist

Pharmacy staff

Support staff (clinical and administration)
Other

Unknown

SD02 Staff status

Agency

In-house bank / NHS professionals
Locum

Permanent employee / contractor
Visiting care-provider

Other

Unknown

237




i 1 st You a0 EDSCy WhEer you would lke 308 rapon 10 De macs avalabee i your oo MHS Crganisation, i in SEng-50 whamer you would ke 1o e keniiiad 55 e
1eporier o1 nol

Your NHS organisation

Mexl steps

YNOT  In which country did the incident occur? *

|Fﬁaasasaiaq:l |

YHED  The report will be 220l 1o e NPSA You may alio choose 10 share Mis repon beally with youd organisation (7 you do, it may T
be accessed by ine person i charge of patient safety In your arganisation, for gxample a Mk Manager or & Clinical
GOVETENCE L e
Waould you like your arganisation te see a copy of this repont?
O Yes
© Mo

Your opinion

YHET  Pleaza tell us how ywou think this form could be improwed: {optional) T
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Patient Safety Incident Report Overview
Acute Care Setting - INCIDENT 1D 10138544

Patient Safety Incident details

Incident Location: Unknown

17 Dec 2012 |, Time: Unknown
Incident Category.

Patient accident = Shps, trips, falis
Incident Description: 123

MNever Events.

[Edi]

Patient Summary

Patient 1.

Sox Female

DOBE: Gate unknown

Ethnic category: White

Actual harm: No

Preveniative actions: No
Disabilities. Leaming disability (ies)
Location: An adult specialty
Specialy. Surgical speciaiies
Specialty. Cardiac surgery

Group: None

Contributing Factars:
Patient factors

[Edi]

Staff Involved Details

Staff 1.

Sta type: Medical siafr

Staff type: Foundation Year 1 (FY1)
Staff stalus: Agency

Incigent reporter. Yes

Staff role: Assisting with care delivery / procedure / reatment

[Eai]

Your Organisation

Country: England
Shared with organisation: Yes
Organisation name: AIREDALE NHS TRUST

Date Form Completed - 171272012

[Edr)
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PO12

PO1E

. Ambulance service

Community and general dental service

Fieass indicate the speciaity or service area in which the incident occurmed; *
|Pepse seled =]

Piease ndicate whether any of the fellowing routes of sedation were used: (thck amy that apply)(optional)

Inhalation
1 intravenous
| oral
Other

4. Community optometry/optician service

In ¥l wacien you ar saked in proves niomesen sbodl sy madical devios nvaied n e Palen] Selely Tedios) you i eperieg

Medical device/equipment incident details

About the device

ML

Pieasa salact from the foliowing cholces to Indicate the ype of davics: #
Plepse calect -

Mg

Cumrant location of the devico{s]{optional)

Mg

Prosiuct namejoptionsl)

MOl Model:joptional)
MO0s  Catsloguee numben|optional)
MonG  Serial numbenjoptional)

(LR

Minufacturer: pptanaly

LU

Supperioptions)
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MO0 Batch number;{optional)

[E10 Expiry dote{optiomal)
& [pte Cay = Monih = Yoar =
R Diate unkmown

UETT  Date manulactured:jopticnal)

# Dare Day = Monih - Year =

aR Diate unkmown

WO1T  Guantity dafective:joptional)

5. Community pharmacy
6. General practice

7. Learning disabilities service

POT2  Plaass imdicats the specialty of Service area in which the incident sccurred:
|Please saipct =]

POY4  Was the patient defained under 3 section of the Mental Health Act at the time of the incident? *
¥ Yes

No
DAt know

hl applicanle

Please specify the relevant section: [optional)

8. Mental health service

FO13 Mental Health Care Programme Approach (CPA) < ¥

Please salact |-r

POi4  Was the patisnt detained under 3 section of the Mental Healn Act at the time of the incident? #

Yes
Ko

o0’ ko
N applicatie
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PD13 Mental healthcare Programme Approach (CPA)

Standard
Covers patients who are being treated by a single mental health professional

and have mental health problems that do not entail major risks.

¢ Enhanced
Covers patients who have complex mental health problems. They are often a
risk to themselves or others, and are in touch with several different members of

the psychiatric multi-disciplinary team.

e Non-CPA
Covers mental health patients whose initial assessment is incomplete or who
are being treated by their GP only.

Other

Unknown

Not applicable
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L}, GP staff : General Practice and out-of-hours report form

Informiaticn about the Patient Salely Incident

GP and out-of-hours incident details

Incident detalls

INIT  |rthe imcident was 3 Never Event, pleass specify. If not, please leave blank:

INOT  Diate on which the incident cecurred: ™
& Dae:| Day[=] Wonth [=] vear[=] | S=1t0100ay's aate
ORr Ciate unkrowm

INGZ  Time of incident: *
& Precise Time: | Hours [=] Minute[=]
OR © Time Siok -
OR © Time unknosm

IND3 In which lscation did the incident ocour?

FOOE  Please indicate the specialty or service area in which the incident occurred; ¥
FiasE Sec! [=]

[HOT  Please describe what happensd; ™
|

MOE  Please categorise the Patient Satety Incident from the following choices; ¥
PRasE Seec] [#]

IM20 ‘Whien did you first become aware of this? *
@ Date. | Day [x] | Month L] Year [»] | Set 10 today's date.
OR © Date wnkmown

IH13  Wno sise has besn notified? | Tick any that appiy)
Coroner
Dafence organisations
Medicines & Healthcare Products Regulatory Authority (MHRA)
Local Trust risk management
Other
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Imformatan about the patient{s), and any medication and or medical device involved i the Pahent Satety Incident

Patient, medication and equipment details

Patient details

PD1G  WWas the patient actually harmed? ¥

Yes
Mo

N2 How many patients were involved? ¥

One pabent
Miuiple patients

| IN24 How many patient were involved? - 1. one patient

PO0S  Using the following gradings, please indicate the degree of harm Lo the patient {severity): *

Low [Minimal harm - patient{s) required extra observation or minor treatment)

Moderate [Short term harm - patient(s) required further treatment, or procedure)
Severe (Permanent or fong term harm)

Death (Caused by the Patient Satety Incident)

FDI0  What was the effect of the Patient Safety incident on the patient?
¥ou may make more than one selection by ficking the box balow *

Pleass selecl [=]
| ‘would ke 10 add a second choice

POG1  Date of birth: *
& Date | Day [7] | Month (] vear[+]
oR Diale wnknown

PDOZ  Sex®

It aie

Femaie
Indeterminate

Mool staled [ unkmdwn

FO11  Ethnic category: ¥
Fease seler] (=]

| IN24 How many patient were involved? - 2. Multiple patient

2601 Please indicate the approximate number of patients affected by degree of harm: *

None (Mo harm occurred)

Low {Minimal harm - patient(s) required extra cbservation or minor treatment)
Moderate (Short term harm - patent{s) required further treatment, or procedure)
Savers (Permanent or long term harmj

Death (Caused by the Patient Safety Incident)

L =]

= = i = R = |
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Medication details (if refevant to Incident)

MDOS  Approved [drug) name:
MO0l At what stage duning the medication process did an actual or potential error ocour?
Flease selec =l
MDOZ  For this Patient Safety incident involving medicine, please select the appropriate description:
Please seiect [=
Equipment details (If relevant to incident)
DEOT  Please select from the foflowing cholces to indicate the type of devics:
Flease sedect =]
DEDY  Product name:
DED4  Model:
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Your detalls

RP24  The NPSA may wish to discuss the incident with you, Please provide the name of the practice or out-of-hours ?
provider

STO1 St type:
Plzase seiect [=]

AFSS  Reporters name: 7
Please enter your name. (I you provide yeur fame [en Vs ommalion wil be included on any 1epans senl Back i your
prganisatea)

RPF22  Reporters NHS email address:
Fiease eier your work 2-mai’ S0avess This Informaibioen will De ananed Wil your ear orgamnisaion

AP0 Would you like your NHS onganisation to S&eé 3 copy of this report?
Ths rEpiT Wil De sem 10 e NPSA You ma)y iso cNo0se 10 Save: IS Repar Inealy Wil pour NHS organsanon, If yoeu o, F may be
Aeeesss by iNe peraon in afsge of satleni Safely i Wour vganisaion, for examoe & Risk Manager ar a Cineal Govermance Lead
L]

YEes
i1

RFOE  Organisation name:

_ Check Name: |

QADT  Please tell us how you think this form could be improved: ?
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3. GP staff : GP Out of hours Significant Event Audit Upload

Uplond your compleiesd Signficast Evem Audl hom

Wl BEcapl Mmos! formEn ncudng srannaed imagel. Whe'n PO, [Henio INCHI0R Coniac) el of P rarme of Y oiganisslion 9 Mal we may conlec) you for Aethet
irinimation # nucsssary Althougm Wi & 8 secur wehsts we wolld b grataiul f yvou vousd (wher possibia| kindgy semove ary natsnt idemfahia information such as amen
adresses alc

Fiaasn Oick on (oo b Select e SE& e [ HUEEL )

i choi o Lisloail 1o subsind ins SEA to the WPaa [ Thload |

Trul o for fUDmITHNG @ compistad Sgnmicant Exnl Audl b D NFEA
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4. Anaesthesia staff : Anaesthetic specialty-based incident details

Infarmation about 1he Patent Safely Incident

Anaesthetic specialty-based incident details

Incident detalls

RPDS  Organisation name: *

IM03  In which location did the incident oceur? *
Plaase seiect =]

(M6 Add B sibe name, 8. for identitying the hospital far a multli-hespiml organisaton: *

15 Add o department | ward | theatre of leam name if appropaiate. e for kentifying whene the incidant seeurred:

MO1 D on which the incisent occurrsa: *
® Dae Doy [=] Month [=] vear (=] Betio ioday's ase |
DR ' Date unkncam

IMOZ  Time of incident: *
® pragiee Time Hours [=] masrute =]
ORD Time St | Fleass seler | -
OR ' Time unknown

[MOT  Please describe what happened: *

[M12  Add some Keywords to help classify te incident *

IMIT  if the inchdent was 3 Mever Evant, please specify. i not, pleass leave blank:

IMO5  Please categonse the Patent Satety Incident trom the foliowing choices: *

Please select. |
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IMD5  What were the apparent contributing factors? {Tick any that apply| *

Communication factors (includes verbal, written and non-verbal between individuals, teams, and/or
organisations)

Education and training factors (e.g. availability of training)

Eguipment and resources factors (e.g. clear machine displays, psor working order, size, placement,
case of use}

Madication factors (whoere one or more drugs directly contributed to the incident)

Organisation and strategie factors (e.g. srganisational structure, contractor | agency use, culture)
Patient factors (e.g. elinical eondition, sacial | physical | paychological factors, relatianships)
Task factors (includes wark guidelines / procadures | policies, availability of decision making aids)
Toam ond social factors (includes robe definitions, leadership, support, and cultural factors)

Work and environment factors (o.g. poorexcess administration, physical environment, work load and
hours of Work, tme ressures)

Dther
Unknown

1N Please describe any actons planned or taken fo date 1o prevent a Necccurmence:

IM13  Who slse has been notified? (Tick any that apply)
Coroner
Defence organisations
Modicines & Healthcare Products Regulatory Authority (MHRA)
Local Trust risk managemant
Other

INO3 In which location did the incident occur?

- General/Acute Hospital
- Mental Health Unit/facility
- Other
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Infcamation aboul the patienl(s), and any medication ang or medical dewce ivoived in the Pabent Safesy incidenl

Patient. medication and equipment details

Patient details

POIE  \Was the patient actualty harmed? *

Yes
Mo

| PD16 Was the patient actually harmed? - Yes

FOO3  Using the tollowing gradings, please indicate the degree of harm to the patent (saventy):

Low {Minimal harm - patient(s) required exira observation or minor treatment}
Moderate (Shorn term harm - patient{s) required furthar treatment, or procedure)
Severs (Permanent or long term harm)

Death [Caused by the Patient Safety Incident)

FDO1  Date of birth: ¥
& Date Cay =] Monh =] vear =]
OR Diale unknown

POO2  Bex:™

Male

Famate
Indejenmnats

Mal St [ nknawn

FO11  Ethnic caiegory: *
Please select =]

FO22  Modified ASA Grading of the patient: *
Phegse selecl [=]

PO Operation site: ¥
Plegse setecl [=]

FO24  Please specify the pracedune by prionty: ¥
Flease saiect [=]

FOZ5  Please specify the patient's positon;
Please saject . (=

FOIC  Please specify the anaesthetic procedure: *
Fieass waiec =

| woubd [ike 10 add a second choice
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| PD16 Was the patient actually harmed? - No

POTZ  Did amy actions prevent the incident from reaching the patent? (Le. was this a ‘near miss'?) *

Yes
o

POOS-A You have selected that the panent was not harmed. Please indicate the potential degree of harm that the patient could have
experignced: ¥
Hone
Low (Minimal harm - patient(s]) required extra chservation or minor treatmant)
Mogerate [Short term harm - patient{s) required further treatment, or procedure)
Severs (Permanant or long term harm)
Death (Caused by the Patment Satety Incident)

PDZT Do you want to provide patient details? *

Yes
Mo

Equipment detaiis

DEQT  Please sebect from the following choices to indicate the type of device: ¥
Please seiecl [=]

DEOY  Product name:

DEQ4 Model
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5TOt  Staff type:
Plsiiie sl =
5TO4  Please select the robe of this Staff member in the incident fram the fallowing options: ¥
ITOI Sl status: *
Preace salec ol
STR4  Who was the most senior Anaesthetist with the patient at the time of the incident?
RFOS  meponers name:
Pigage anfar o nama (W vou prowde Jour name M g minrmanon i be ikt an Siy repods senf Sacd 1o pour ovanisation
RFZ

QaG1

Reporier's NHS email address:
Please gnter youw wark e-mal adivess This dformaton wit fe shared will yolr inca organsalion,

Please tell us how you think this form could be improved:
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dol glow HHEI £AE Ao & Foo Tt AME.

O A M A

o Mt ki
o\ ¥ I

=
Bl AdoR A8 F4 AF |- 44Ee] opd 3
A Agoke] Fejrk £x q 43e paser 3
Gl % 5EF Aot Felsk |- FAHOR Aot FAANE QY o
EAAA Aot A2 w) AQ% A7t BT,

- A Aop7t EutA Ao w I8t

dolrb wiAE e W pw age 4w, s dwa) fads
439 A9 c1e=ss vpA e 4hd A 2e] 23

7Fedol Ea.
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5. Al 5

(1) Ak AL 1997/08/04
(2) 13 T ofF: A

(3) A &y of F 2P (A3} A HY)
(4) At A= &+ FTAQ T &
A5 EE A5 5T @S ol old gk dAAle 2 A=A A
b ol AlEg Wgtoy, FHe] oAlEE FAbol YEhY RS EA
g S dEHE 45 =45y fRAE0 R Qlste dF oyt 4=
Hi 4 F97F AystE 9 FEE Yo v AdEY
(5) Mo ek A A
T WY Ul gEs dodl= b &3 wHdAela, wxAdd 3
A WS Zte B9 EE/ T (methicillin resistant  staphylococcus
epidermidis, MRSE)&= #57|7F 71 5§45 Holma w7k o]& o]
Foflo} WtASt= A7t B
- vt A XA 352 HEAS Sdo] Ayste] #H7EHATE o2
AZatA] G AL 754 EHeH, YFddd= o Xd 255 #
ofiffo] n gk Ao B w, I AHE HI= o
(6) BHiF
8l ALl FA 3
- W WA A7 oA = T AFaLvt
Y EE WH T St et s AldE dert 28
wele] FFo= A dlo] ‘Hd U fgE'S dod=
HolHa o= HYdA A4 7Hg &5k WA o] 7] wiitol
dRle]l & 7hsAde] ASE olg 7| oA o] WA gk o}
3 7 UdS a2l o] WA ol 7HE ThsAd ol
E2 3AE 9 7o dA #Esior 3
WA BE Asto] A wt
EEELIEE I ERY GRS e JR/F HERT ojeh
‘EAE AT AL EAT H7l 9 o] oA Ao g
R
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<FEF 14> SASAGAET

AA BAGA Boke] ol ¥

(Incident type)

A4 g g9
59 (Classification) & ek 1 a9l wiAstel o] o] ouA #AF RHHEE dh= 3
71 (Concept) oln) o] HAeA && +g
-5 (Class) v 23k AMR Y] 7 &2 HF
o o oty | 7 Aol 58l Slulel Austel Az dek P
2 2}H(Patient) AR s ve A
217} 2] (Healthcare) A& FAANINAY FAAY =27 A8 AlRlelu AGALE 7L whe A
A7 (Health) g%ﬁgjﬁﬁiﬁlﬂ;gq gofata] gk Aol A A eka g A F, A
ok (Safety) Bdad g8 98s 8] 5T HaRE A
918 (Hazard) A3E 4 5 de S 7H A A9 5& A
AF3H(Circumstance) AR, AA, AFel Al e v 4 e ddely a9l
AF (Event) ghatell Al LA AY Statel eig oW A
7 4| (Agent) wots fusts €% de B, 5L Alzd
gapeba =
(Patient safety) A74pe e #EE 52 e APS 8o 7hed Ham UAh
el W] Sl 714 Aoy &dnths AjwEe ATy Fo AFo FEoM wEy
(Fealtheare-assodiated harm) Ad g S8
o ocideny | BRI BERE AAE FAAY FAL + 9 Ao 43
2.5 (Error) oOxg g2 A P& Fdse AS AaAY 9 AgS L3 A
94H(Violation) SRAz, 71E wE e gk 1ol g
918 (Risk) Abgle] ol &
?{iﬁa}iﬁmm@ Aae ek AT ¢ Aot Abdle] A U 4
7 2 F(Near miss) atol Al A A o mdEskA] gk Al
RS Bl A Teagon Fad At wae e A
Fralek Apxiferd
(Harmful incident A As7E LAg A
[adverse event])
98l (Harm) AA7E & Fxo] ol 18a/5E AVA BT ofE 2L A
24 (Disease) A d 52 AAA 7EEA
EAHInjury) MA &2 5ol o3 fue Ao &4
31%5(Suffering) FHHoR % o g Fd
Aol (Disability) ;]Zd 52 @A fde A ofud Fo) AA 72 F2 Ve Fell, &
o Ae, e a/5e s EE e A
711 2.2l Ao el Abziel 1S FURATIEE Jddnn BaEE A, dF
(Contributing factor) 2o o
AR £ ol 54 wEo $UdHE /M Aldoew RREE AAEY WE
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% 7 A9

=4
SAFEA] ,
! .. gxlo] Mely =AE
(Patient characteristics) Fel A °
24 (Attributes) o Alg 52 2dWH)Y A(H), 54, & 54

Al B4
(Incident characteristics)

O () kS EA Aol dojubs A&l uhA vE HHo R Fad SulE EEoRiy A
(Adverse reaction) gl o idakA] 3k 98
F-2-8(Side effect) A =t FH FE] oty B HdE deixl 53
ot 7h53k =] AL 1% 5 5
E M= w18k e Ao A 2E §8-F
(Preventable) 54 A= I8 F JS Aoz AYALs] 2 8
17 (Detection) ARAE s e gy &5
<ka} 2 2l (Mitigating Ao A HBE FE= o' A S dusAY WS dslete dded &
factor) 5

S} A3 (Patient outcome) | A Fe REFHo 7 oy Aoz ¢lsle] WAYFE Sxjo] gk I

el A=

Doston of e offl Aoz E WA sl wst /|7 A A8

EXEE

ot AA &2 FEAHe " Aoz oate] WAE 2o 3k o3k
(Organizational outcome) A FEAOR of| Aoz Qlgte] 1A Zo] th3at o

Nags _  oan ; } ) _ _ ]
(imeh(j’raﬁng action) of| Apzde] WAG o] % sE B AY M) Y8 WA B S 4%

(G R e
(Actions taken to reduce o' At #HE 999 FEoly e gasta #AYsta 2ds] 9 &5
risk)

= 91 (Resilience) Aol ARle &M o oysta, Wast, datdta, Ak A2 Ju

2(Quality) el AEA AT LA 0 FFoA AEE A% A%l AsAE 2t

AT A% Ao A%
Az

(System failure)

NP

(System improvement)

Ry TLEAQ Ale] WA A HiEH o dEhE ARS HA AR FAE A
(Root cause analysis) TAdste] oW Ale] 7]ofgk Q1S Fohlle AAA el RHEAQ] ¥
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