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[DEPARTMENT of HEALTH

Protecting, Maintaining and Improving the Health of Minnesotans

|
[ June 5, 2001

Dawn Nelson
949 111th Ave. N.W,
Coon Rapids, MN 55448

Dear Ms, Nelson:

The attached investigative report indicates that evidence of violation of parental rights was
substantiated as it relates to Unity Flospital.

The report summarizes the findings based on a review of the hospital's records and interviews with
hospital staff. '

(M\. If you have any questions, please contact me.

Sincerely,

mSWﬁigﬂor

- Office of Health Facility Complaints
Division of Facility and Provider Compliance
Telephone: (651) 215-8754  Fax: (651) 215-8712

"Enclosure
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MINNESOTA

DEPARTMENT of HEALTH

Protecting, Maintaining and Improving the Health of Minnesotans

Summary Investigation Report
PUBLIC

Facility:
Unity Hospital Report #: H0132011
550 Osbome Road,
Fridley, MN 55432 .
Anoka County Date: May 24, 2001
Date of Visit: 3/14 to 3/21/01 By:  Christina Baltes, RN
Time of Visit: 7:30 a.m. Special Investigator
Nature of Visit:

An unannounced substantial allegation survey was initiated on 3/14/01 at Unity Hospital in order
to investigate alleged violations of the Conditions of Participation for accredited hospitals

participating in Medicare, specifically, Surgical Services at 42 CFR 482 51 (b) and Medical Staff
Services at 42 CFR 482.22.

The allegation is: On 1/22/00, physician #3 violated parental rights to informed consent when he

circumecised patient (S) without parental knowledge and consent. The physician did such a poor job
that patient (S) needed to have additional surgery.

Investigative Findings:

All employees and persons were interviewed in private as desired and given the Tennessen
Statement. See Appendix A for additional information.

The medical staff bylaws, rules and regulations indicate on page 7 of 21 under Informed Decision
Making/Consents that, "Patients shall be given by their physicians/dentists/podiatrists, complete and
current information concerning the diagnosis, treatment, alternatives, risks, and prognosis as is
required by the practitioner's ethical and legal duty. The information given shall be in terms and
language the patient can reasonably be expected to understand and shall include the likely medical
or psychological results of the treatment and its alternatives." This bylaw, rule and regulation
continues to state that the physician will document this consent in the chart.

The hospital medical record for patient (S), when reviewed, indicated that he was born on 1;’21/00
and was circumcised on 1/22/00 by physician #3. When reviewed, the physician progress notes in
the hospital medical record of patient (S) indicated that on 1/22/00, physician #3 documented “circ
done.” A review of patient (S’s) medical record, person (R’s) medical record, and interviews
conducted between 3/14 to 3/21/01 with direct care nurses, employees #48, #33, #5, and #23,
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adminstrative staff #18, health unit coordinator employee #8, and physicians #49, #36 and #3

verified that informed consent for patient (S’s) 1/22/00 circumcision was not obtained as required
prior to the procedure. '

Person (R) verified during a 3/6/01 interview that she was not appraoched by physician #3 or any
other person for an informed consent prior to patient (8°s) circumcision. Person (R) stated that she
“found out” that patient (S) had been circumcised two hours after the procedure. Person (R) stated
that the next day physician #3 apologized to her for not obtaining consent prior to the circumecision.
Post partum documentation in person (R’s) medical record by physician #3, dated 1/23/00, indicated

“Doing well. Upset about circ {circumcision] being done [without] discussion beforehand, ete. I
apologized [and] discussed.”

Interview with physician #3 on 3/20/01 verifeid that informed consent was not obtained prior to
patient (S’s) circumcision. Physician #3 stated that the hospital had changed the Informed Consent
Form requirements within the last year and had dispensed with the Informed Consent Form for
circumcisions. Physician #36, a surgical services co-ordinator, verified in a 3/14/01 interview, that
the hospital had not required physicians doing circumcisions to utilize the Informed Consent Form
but verifeid that informed consent should be obtained and documented before any surgical
procedures, including circumcisions. Physician #49, stated in a 3/20/01 interview, that he continues
to utilize the Informed Consent Form and that the mursing staff usually places the Informed Consent
Form on the chart. Employee #8, a Health Unit Coordinator (HUC), verified that blank consent

forms are automatically placed on the charts of all male babies but that some physicians do not
utilize them.

The patient care policies and procedures, dated 3/99, on informed decision making, indicate that, "A
verification of Informed Consent form, indicating the surgical, invasive, or endoscopic procedure
is to be completed by hospital staff or the physician and reviewed with the patient or legal
representative prior to the procedure.” The policy states at item III. C. that "Informed decision
making and consent is required for all medical procedures and treatments with more than slight risk
or that may change the patient's body structure." This policy goes on to provide contradicting
information by stating at IV. C that an informed consent is not required for a newborn circumcision.

Dorland’s Hiustrated Medical Dictionary, 27th Edition, defines circumcision as “the removal of all
or part of the prepuce or foreskin.” The American Family Physician August 1995 article on
“Neonatal Circumcision Techniques” [52 (2):511-8, 519-20] indicate that “Informed consent must
be obtained from parents or guardians, based on an objective understanding of the medical and social
implications of circumeision, including potential complications from the procedure.” This article

cites hemorrhage, local infection, sepsis, meatal ulceration and poor cosmetic results as potential
complications of a circumcision.

Documentation in a note dated 3/2/00 from Metropolitan Urologic Specialists, and interview with
person (R) on 3/6/01, verifed that after the circumcision, “.... a 2 mm skin tag was noted at the left
dorsal aspect of the foreskin near the circumcision site. Mild residual foreskin was noted laterally
and dorsally.” Documentation dated 1/10/01 indicated that the circumcision area was revised at a
same day outpaitent surgical cenier on 1/10/01.
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CONCLUSION: Substantiated as it relates to a violation with regards to parental rights to
informed consent prior to patient (S’s) circumcision. Documentation and interviews with person
(R), employees #48, #33, #5, #23, #18, #8, and physicians #49, #36 and #3 verified that informed

consent for patient (8’s) 1/22/00 circumcision was not obtained from either of his parents prior to
the procedure.

This unannounced substantial allegation survey was done in conjunction with complaint #’s
#H0132010, and H0132012. During the course of the investigation, the hospitals compliance with
the following Federal requirements were reviewed: Nursing Services at 42 CFR 482.23 (b) and
Patient Rights at 42 CFR 482.13 (a), (b), (¢), (¢) and (£), for case #H0132010 and H0132012, and
Surgical Services at 42 CFR 482.51 (b) and Medical Staff at 42 CFR 482.22 for case #H0132011.

The results of the survey are documented in a HCFA 2567 - Statement of Deficiencies. A Synopsis
of the deficeint practices are as follows:

D ] L
/]
]

+ aLlib TS DASC J1E; 1€ » ACES:
The Condition of Participation for Patients' Rights at 42 CFR 482.13 was not met.
1) The hospital failed to establish a process for prompt resolution of patient grievances, to inform
each patient of the right to lodge a grievance with the State Agency directly and to provide the phone
number for the State Agency. See documentation at Tag A752.
2) The hospital failed to assure that the governing body approved the hospital's grievance process
and assumed or delegated in writing the responsibility for the review and resolving of grievances.
See documentation at A753.
3) The hospital failed to assure the presence of a grievance process which includes a mechanism for
timely referral of patient quality of care or premature discharge concerns to the appropriate
Utilization and Quality Control Peer Review Organization. See documentation at A754.
4) The hospital failed to establish a clearly explained procedure for the submission of a patient's
written or verbal grievance. See documentation at A755.
5) The hospital failed to establish a grievance process that specified time frames for review of the
grievance and the provision of a response. See documentation at A756.
6) The hospital failed to provide patients who had voiced or filed a grievance, a wriften notice of
it's decision in response to the grievance. See documentation at A757.
7) Hospital staff failed to assure that patients were afforded the right to be involved in the treatment
and care they receive. See documentation at A760.
8) The hospital failed to assure that patients were afforded the right to receive information with
regards to the hospital's policies on the implementation of advance directives, their right to make
medical care decisions and to formulate advance directives. See documentation at A761.
9) The hospital failed to assure that a system was in place for staff to take a proactive approach to
identify events and occurrences that may constitute or contribute to abuse and neglect, o protect
patients from abuse during investigation of allegations of abuse, neglect, or harassment, investigate
in a timely and thorough manner all allegations of abuse, neglect, or mistreatment, and report and
respond to the allegations of abuse, neglect, and harassment of al} forms, whether from staff, other
patients, or visitors. See documentation at A765.

10) Hospital staff failed to assure that restraints were utilized only when other less restrictive
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measures have been found to be ineffective in protecting patients from harm. See documentation
at A770. '

11) Hospital staff failed to obtain physician's orders for the use of physical restraints. See
documentation at A771. : '

12) Hospital staff failed to modify plans of care for restrained patients. See documentation at A774,
13) Hospital staff failed to assure that orders for restraints end at the earliest possible time. See
documentation at A777.

14) Hospital staff failed to assure that restrained patients were continually assessed, monitored, and |
reevaluated. See documentation at A778.

15) Hospital staff failed to assure that staff who have direct patient contact utilize restraints in a
proper and safe manner. See documentation at A779.

LICE = L A154
failed to ensure that the m

1) The hospital

AR

yund at 4 'R 48 Medical Staff:
edical staff enforces its bylaws to carry out its

responsibilities. See documentation at A067.
2) The hospital failed to assure that the medical staff bylaws include a requirement that a physical

examination and medical history be done no more than 7 days before admission for each patient. See
documentation at AQ72.

48 \.'l;I prvice he o deficien actices:
he Condition of Participation for Nursing Services at 42 CFR 482.23was not met.
1) The hospital failed to assure that the nursing service on One and Two West had adequate

numbers of personnel to provide nursing care to meet the needs of restrained patients. See
documentation at A077.

2) Hospital staff failed to assure that a registered nurse supervise and evaluate nursing care. See
documentation at A083.

3) Hospital nursing staff failed to ensure that nursing care plans were developed and kept current.
See documentation at A084.

4) Hospital staff failed to administer Heparin to patient (W) in accordance with the orders of the
practitioner. See documentation at AQ87.

D) A deficier V2 d at 4 _ edica rvice
1} The hospital failed to assure that all entries in the medical record were authenticated and dated

promptly with the identity and discipline of the person responsible for ordering the service. See
documentation at A102.

[
&' L)

The Condition of Participation for Surgical Services at 42 CFR 482.51 was not met.

1) The hospital failed to assure that when nursing assistants assist physicians as scrub nurses or
surgical technicians, they perform these duties under the supervision of a registered nurse. See
documentation at A253.

2) The hospita] failed to assure that the surgical services maintain a current roster of practitioners
specifying the surgical privileges of each practitioner. See documentation at A255.
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3) Hospital staff failed to assure the presence of properly executed informed consent forms for
surgical procedures. See documentation at A258.

4) The hospital failed to ensure that a complete and up to date operating room register was
maintained. See documentation at A261.
5) Hospital staff failed to assure that an operative report describing techniques, findings, and tissues

removed or altered was written or dictated immediately following surgery and signed by the surgeon.
See documentation at A262.

Deficient practice lis he as also noted at 4 R 482.43 Discharge Planning

1) Hospital staff failed to assure that patients who were transferred to another facility was
transferred with all the necessary medical information in order for the receiving facilities to provide
appropriate follow up care. See documentation at A343.

xc: Facility and Provider Compliance Division - Licensing & Certification
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APPENDIX A

During the course of the investigation:

o A o o O o o O

-

The hospital’s main and obstefrics operating areas were toured

The hospital’s medical staff bylaws, rules and regulattons were reviewed
The hospital’s staff training with regards to informed consent was reviewed
Personnel and credential files were reviewed

Staff were interviewed

Patients were interviewed

Physicians were interviewed

Complainants were interviewed

16 additional medical records (eight babies and eight mothers) were reviewed with regards
to informed consents prior to circumcision '

Wiitten statements were reviewed
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Printed: 04/25/2001
DEPARTMENT OF HEALTH AND HUMAN SERVICES FORM APPROVED
HEALTH CARE FINANCING ADMINISTRATION

OME NO. 0938-039]
STATEMENTOFDERICIENCIES  [(X1) PROVIDER/SUPPLIER/CLIA {X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY
AND PLAN OF CORRECTION IDENTIFICATION NUMBER: A. BUILBING COMPLETED

C
24-0132 B.WING 3/26/01

(i OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, ZIP CODE
UNITY HOSPITAL 550 OSBORNE ROAD
FRIDLEY, MN 55432

XH 1D SUMMARY STATEMENT OF DEFICIENCIES 1D
PREFIX (EACH DEFICIENCY MUST BE PRECEEDED BY FULL PREFIX
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG

PROVIDER'S PLAN OF CORRECTION (Xs)
(EACH CORRECTIVE ACTION SHOULD BE Cogf%“

CROSS-REFERENCED TO THE APPROPRIATE
DEFIQJENCY)

A 000| INITIAL COMMENTS A 000

An unannounced substantial allegation survey was
started on 3/14/01 to investigate complaints
#H0132010, #H0132011, and H0132012. During the
course of the investigation, the hospitals compliance
with the following Federal requirements were
reviewed: Nursing Services at 42 CFR 482.23 (b) and
Patient Rights at 42 CFR 482.13 (a), (b), (c), (e} and
(f), for case #H0132010 and H0132012, and Surgical
Services at 42 CFR 482.51 (b) and Medical Staff at
42 CFR 482.22 for case #H0132011. The sUrvey was
cxpanded to review areas of deficient practices
identified in this HCFA 2567,

A) The Hospital was not in compliance with the

™ Medicare Conditions of Participation at 42 CFR.
( J 482.13 for Patient Rights based on the following
o deficient practices;

1) The hospital failed to establish a process for prompt
resolution of patient grievances, to inform each patient
of the right to lodge a grievance with the State Agency
directly and to provide the phone mumber for the
State Agency. See documentation at Tag A752.

2} The hospital failed to assure that the goveming
body approved the hospital's grievance process and
assumed or delegated in writing the responsibility for
the review and resolving of grievances. See
documentation at A753,

3) The hospital failed to assure the presence of a
grievance process which includes 2 mechanism for
timely referral of patient quality of care or premature
discharge concerns to the appropriate Utilization and
Quality Control Peer Review Organization. See
documentation at A754,

4) The hospital failed to establish a clearly explained

LABORATORY DIRECTOR'S OR PROVIDER/SUPPLIER REPRESENTATIVE'S SIGNATURE TITLE {%6) DATE

(*} denotes a deficiency which the institution may be excused from correcting providing it is delermined that other

ients. Except for nursing homes, the findings above are disclosable 90 days following the date of survey whether or not a
s, the above findings and plans of comection are disclosable 14 days following the date these documents are made

re cited, an approved plan of correction is requisite to continued program participation.

A Miciency statement ending with an asterisk

C _Ards provide sufficient protection to the pat
plan of comrection is provided. For nursing home
available to the facility. If deficiencies a

JRM HCFA-2567(09-92) ATGO2L199 7LKF11 If continuation sheet 1 of69
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procedure for the submission of a patient's written or
verbal grievance. See documentation at A755.

5) The hospital failed to establish a grievance process
that specified time frames for review of the grievance

and the provision of a response. See documentation at
AT56,

6) The hospital failed to provide patients who had
voiced or filed a grievance, a written notice of it's
decision in response to the grievance. See
documentation at A757.

7) Hospital staff failed to assure that patients were
afforded the right to be involved in the treatment and
care they receive. See documentation at A 760,

8) The hospital failed to assure that patients were
afforded the right to receive information with regards
to the hospital's policies on the implementation of
advance directives, their right to make medical care
decisions and to formulate advance directives. See
documentation at A761.

9) The hospital failed to assure that a system was in
place for staff to take a proactive approach to identify
events and occwrrences that may constitute or
contribute to abuse and neglect, to protect patients
from abuse during investigation of allegations of
abuse, neglect, or harassment, investigate in a timely
and thorough manner all allegations of abuse, neglect,
or mistreatment, and report and respond to the
allegations of abuse, neglect, and harassment of all
forms, whether from staff, other patients, or visitors.
See documentation at A7635.

10) Hospital staff failed to assure that restraints were
utilized only when other less restrictive measures have
been found to be ineffective in protecting patients

FORM APPROVED
HEALTH CARE FINANCING ADMINISTRATION OMRB NO. 0938-0391
STATEMENTOFDEFICIENCIES  {(X1) PROVIDER/SUPPLJER/CLIA {X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY
AND PLAN OF CORRECTION IDENTIFICATION NUMBER: A. BUILDING COMPLETED
C
) B. WING
. 24-9132 : 3/26/01
|
" R Lorrroviom OR SUFPLIER STREET ADDRESS, CITY, STATE, ZIP CODE
UNITY HOSPITAL 550 OSBORNE ROAD
FRIDLEY, MN 55432
(x4) D SUMMARY STATEMENT OF DEFICIENCIES ID PROVIDER'S PLAN OF CORRECTION (X5)
PREFIX (EACH DEFICIENCY MUST BE PRECEEDED BY FULL PREFIX (BACH CORRECTIVE ACTION SHOULD BE COMPLETE
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROPRIATE
DEFICIENCY)
A 000 A Q00

ORM HCFA-2567(09-92)

|
A

ATGO2) 199

7LKF11 1f continvation sheet 2 of69
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FORM APPROVED
HEALTH CARE FINANCING ADMINISTRATION OMB NO. 0938-0391
- STATEMENTOFDEFICIENCIES  [(X1) PROVIDER/SUPPLIERICLIA (X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY
| AND PLANOF CORRECTION IDENTIFICATION NUMBER: A. BUILDING COMPLETED
| o
I
| 24-0132 B. WING
_]( N 3/26/01
.....& OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, ZIP CODE
UNITY HOSPITAL 550 OSBORNE ROAD
FRIDLEY, MN 55432
‘ (X4) ID SUMMARY STATEMENT OF DEFICIENCIES D PROVIDER'S PLAN OF CORRECTION (X5)
PREFIX (EACH DEFICIENCY MUST BE PRECEEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE COMELETE
TAG REGULATORY OR LSC JDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROFRIATE
DEFICIENCY)
A 000 A 000

from harm. See documentation at A770.

11) Hospital staff failed to obtain physician's orders

for the use of physical restraints. See documentation
at A771.

12) Hospital staff failed to modify plans of care for
restrained patients. See documentation at A774.

13) Hospital staff failed to assure that orders for
restraints end at the earliest possible time. See
documentation at A777.

14} Hospital staff failed to assure that restrained
patients were continually assessed, monitored, and
reevaluated. See documentation at A778.

15) Hospital staff failed to assure that staff who have
direct patient contact utilize restraints in a proper and
safe manner. See documentation at A779.

The Condition of Participation for Patients' Rights at
42 CFR 482.13 is not met. The cumulative effect of
the hospital's staff practices resulted in the hospital's
inability to ensure the provision of quality health care
in a safe environment, promote statutorily mandated
patient care and places patients in immediate jeopardy.

B) Deficient practices listed below were also found at
42 CFR 482.22 Medical Staff;

1) The hospital failed to ensure that the medical staff

enforces its bylaws to carry out its responsibilities, See
documentation at A067.

2) The hospital failed to assure that the medical staff
bylaws include a requirement that a physical
examination and medical history be done no more
than 7 days before admission for each patient. See

ORM HCFA-2567(09-92)
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