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Introduction

The New York State Department of Health’s (NYSDOH) Office-Based Surgery (OBS) Program
is dedicated to promoting and improving patient safety and quality health services for all patients
undergoing procedures performed in an accredited OBS setting in New York State.

In accordance with New York State Public Health Law Section 230-d, all physicians, physician
assistants (PA), specialist assistants (SA) and podiatrists must report specific adverse events
occurring in relation to the performance of OBS to the Office of Quality and Patient Safety (OQPS) of
the NYSDOH. Such reportable adverse events shall be reported to OQPS within three business days
of the occurrence of the event; suspected transmission of bloodborne pathogens must be reported
within three days of becoming aware of a suspected transmission.

OQPS has developed an electronic adverse event reporting (AER) tool that is designed to assist
OBS practices in reporting adverse events and submitting medical records more efficiently as required
by Public Health Law § 230-d.

Failure to report adverse event information falls within the definition of professional
misconduct identified in Section 6530(48) of NYS Education Law.

A. Adverse Events that must be reported according to Public Health Law (PHL) §
230-d

1. Patient death within thirty (30) days: a patient death within 30 days of undergoing OBS;

2. Unplanned transfer: to a hospital; or an emergency department visit within seventy-two (72)
hours of office-based surgery for reasons related to the office-based surgery encounter;

3. Unscheduled hospital admission or assignment to observation services: within seventy-two
(72) hours of the office based surgery, for longer than twenty-four (24) hours,

4. Any other serious or life-threatening events: those events identified by DOH & defined as
Serious Reportable Events by the National Quality Forum

« Examples of serious or other life-threatening events:
o Incorrect surgery or invasive procedure performed on a patient.

o Surgery or invasive procedure performed on the incorrect site or incorrect person.



o Unplanned return to the OR after discharge from an OBS office for a procedure related
to the OBS procedure.

5. Any Suspected Health Care Transmission of a Bloodborne Pathogen (BBP): a suspected
transmission of a bloodborne pathogen (BBP) from a healthcare practitioner to a patient or
between patients originating in an OBS practice as a result of improper infection control
practices. BBP include but are not limited to: Hepatitis B virus, Hepatitis C virus and Human

Immunodeficiency Virus.

B. Who Must Report Adverse Events:

« ALL Licensed physicians, PA’s, SA’s and podiatrists directly or indirectly involved in the OBS
procedure must file an adverse event report. Mandated reporters involved in the OBS
procedure, which typically includes the proceduralist and the sedation/anesthesia providers,
may file a single report or each licensee may file separate reports.

« It is the personal responsibility of each mandated reporter to ensure that an adverse event
report has been reported.

« ANY physician, PA and/or SA, or podiatrist in a hospital or other setting who believes or
becomes aware of a patient complaint, complication, condition, emergency department visit,
hospital admission or death that occurred status post an OBS procedure.

C. Adverse Event Reporting:

« OBS Physicians, PA’s, SA’s, or podiatrists should provide all information requested on the
form.

« Non-OBS reporters should provide all available information to them when submitting a report.

o All licensed physicians, PA’s and/or SA’s, or podiatrist directly involved in the OBS procedure
should be advised that an AER has been submitted.



D. Electronic Adverse Event Report Form Submission:

The Adverse Event Reporting system is a secure web-based application.

The secure URL to access the AER is: https://obsaer.health.ny.gov/

An account is not required to access the AER

A Password is not required to access the AER.

This web-based AER works with Internet Explorer 11+, Chrome, Safari, & Firefox. Please use

the latest version for the best experience.

When opening the webpage, you will immediately be brought to the AER form.

There is no ability to save a partially completed AER form. You must complete the
AER form in its entirety in order to submit the form to the NYSDOH.

You may contact us for assistance at:

(518) 408-1219 or at obs@health.ny.gov

NYS Department of Health

Attn: Office Based Surgery

Office of Quality and Patient Safety
Empire State Plaza

Corning Tower, Room 1938
Albany, NY 12237


https://obsaer.health.ny.gov/
https://obsaer.health.ny.gov/
https://obsaer.health.ny.gov/
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I. Accessing the electronic AER form

1. To access the electronic AER form, navigate to https://obsaer.health.ny.gov/
2. You will be taken to the first page of the form.

There will not be an option to save while completing the Adverse Event Report. Please do not close this browser window of tab until the AER is submitted.

Welcome to the NYS DOH Office Based Surgery Adverse Event Report Database

Overview
In accondance with New Yok State Pubéc Health Liw Section 230.d, all hysicians, physican sssistants (PA) and speciskst asaistants (SA) snd podiarists must reportspecifc sdverse
events (htips /www health ny govipr 17/) occurring in relation 1o the performance of office-based surgery (OBS) to the Office of Quality and Patient Safety

(0QPS) of the NYS Department of Health Such reportable adverse events shall be reported to OQPS within three business days of the occurrence of the event. suspected transmission of
bloodborne pathogens must be reported within three days of becoming aware of a suspected transmission.

Failure to report this information falls within the definition of
Who Must Report Adverse Events:

in NYS Education Law.

ALL Licensed physicians, PAs, S&'s and poaams«s dwecﬂy orindirectly involved in the OBS procedure must fie an adverse event report. Mandated reporters involved in the OBS
procedure, usually this includes the provider, may file

tis the personal responsibilty of each mandated :epoﬂef 10 ensure that an adverse event report has been fied

ANY physician. PA and/or A or podiatrist in a hospital or other satting who believes or becomes aware of a patient compiaint, compiicabion. condibon, emergency department visit,
hospital admission or death that occurred status post an OBS procedure

each icensee may fie separate reports

Event Reporting:
+ OBS MDs, PAs andlor SAs, or podiatrists should provide all information requested on the form.
* Non-OBS reporters should provide all the information that they have when submitting a report
+ Alllicensed physicians. PA andior A or podiatrist directly mvolved in the OBS procedure showd be advised of the adverse event report submission

Please do not close this browser window or tab until the AER is submitted. Please review the form before beginning, an offline version may
be printed for use as a in the

Yy

1.0 Mandated Reporter

A mandated reporter is any physician, physician assistant or specialist assistant. or podiatrist directly or indirectly involved in an OBS procedure associated with a reportable adverse event
Mandated reporters are expected to complete the OBS adverse event form within 72 hours of the occurrence of the adverse event and/or within 72 hours of becoming aware of these events.

Page 5 of 27
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II. Navigating through the form

Office-Based Surgery

A. Using the Navigation Pane

1. The AER form has 12 sections:

I.
ii.

Introduction/Mandated Reporter
Practice Information

ili.  Event Detail
iv.  Procedure
v.  Sedation Anesthesia
vi.  Participating Staff
vii.  Patient Demographics
viii.  Patient History
ix. Home Medication
X.  Quality Improvement
xi.  Upload Additional Documentation
xii.  Attestation

2. To navigate to any section at any time while viewing the form, click on the navigation pane on

the left. Clicking on the section links will take you to that section in the form.

OBS Adverse Event Report

7.0 Patient Demographics

Compiete the filds below regarding the patient invalved in the adverse event

’ 7.1 Patient Name

Last name:

Suffx foptional)

Mias Last name: opbonal)

3. The section you are currently viewing will always be highlighted via the navigation pane on the
left.

Page 6 of 27
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B. Using the Next and Back buttons

1. On each page of the form, there will be a Back and Next button. These buttons are located at
the upper right-hand and bottom right-hand corners.

0BS Adverse Event Report ("]

Procedure

2.0 Practice Information

2.1 Accreditation Information
practices that parform off 25 defined by PHL §230-d require accrediation by an agency dessgnated by the New York State Department of Health

Provide the accreditation infarmation for the practice sile whare the procedure was performed

Particpating Staft
Patient Demographics [

Patient Hstory

Home Medication

Quality Improvement

Upload Additional Documentation
tation

Was the OBS practice aceredited atthe time of the procedure? (aptionsi)

select One

This practice is accredited by the following agsncy. fopfional)

Select One

What is the practice accreditation ID number
(a5 # appears on the practice accreditation certificate). (opfional)

& Offline Print Version

2.2 Practice Information
Provide the practice site information where the procedure was performed.

2. Clicking on either button will take you to the section preceding (Back button) or after (Next
button) the section you are currently viewing. You can also see which section you are currently
viewing by looking at the navigation pane on the left-hand side.

OBS Adverse Event Report o
Suite or ficor number {optionsl)

City foptionsl)

State (Do not changs)

2ip code (optonal)

Phone number joptional)

Upload Additional Documentation Fax number foptionsl)

Antes

Whatis your practice specialty? (optional)
Select One

® Offline Print Version

g
5

© Begin New AER
«Back > Next

Page 7 of 27
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I11.

Filling out the AER form

A. Required sections and questions on the form

1.

In each section, there are questions that are required and must be answered. Upon beginning
each section, the navigation pane will display the number of required fields for the section in a
red box.

OBS Adverse Event Report (7]

5.0 Sedation/Anesthesia

Please complete the fields below regarding the medicabions, d - ged durng the !, and, periods

5.1 Pre-Procedure Information
ASA Classification

Select One ' a

Number of hours since last sating solid food

Select One A

Number of hours since last drinking clear liquids

Select One

Were ini to the patient. dure or ot 40
the arrival in the office?
Select One oL
Provids e name of pre-procedure medications administered

Antianxiety (anxiolytic):

Required questions are identified in bold font. As you click on and/or leave fields empty,
validation and/or error messages display to the right of the question in orange or red font.

0BS Adverse Event Report L]

IntroducionMandated Raporter .

3.0 Event Detail

Procedure Proude spesied reportabie ty occured

B\

3.1 Date of Discovery
What date was it first discovered an adverse event had occurred?

P

3.2 Adverse Event Type and Details
- A

fislds for esch type seiected.

@A lsast ons typs of adverss event typs must b checkel

Unplanned transfer from the OBS practice to the hospital

vistte gency depa 72 hours

0 B H BEAE

§§§%§§;

{HE L
5

in the hospi 72 hours

Page 8 of 27
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3.

Depending on the answers provided on the form, certain questions may become required or
not required in real-time. The navigation pane will dynamically update with a red box,
showing you the sections that have required questions that need to be answered and the
number of those required fields. A green box with a check mark will display once all required
questions in that section are answered.

OBS Adverse Event Report ]

 Back 3 Next
8.0 Patient's Health History

Provids the patient's health history by completing the fislds the below:

8.1 Patient Height and Weight
Plesse fif out patient’s height and weight

Height. Ft

Select One T A
Height- In

select one T A
Weight. Ibs

© Begin New AER 8.2 Medical History
Seiect afl pertnent medial conditons for the patient in the sections below and provide addibonal delails when appicabie

Welcome to the NYS DOH Office Based Surgery Adverse Event Report Database

Overview

In hy Jstanis (FA) and fat "
‘events (nitps./ivwenehealth ny govlprofessonalsioffcs-t gery to the Offce of Cuality and Patient Safety
{0aP: 0 OQPS within thres b
sge
i Educaton Law

WHho Must Report Adverse Events:

AL Ucensed ph PAs, S&s and Mandated reporters invoived in the 0BS

procedure P nd provider. may fle 3 single report or each licensee may fie separate regorts

E
= tis the personal resgonsibity of each mandsted reporter o ensure that an aduerse event report has been fied
= ANY physicisn. FA:andior SA.or podiavist in a hospial bes i

hospitsl s o "

‘complication. consition. emergeney deparment vist

Event Reporting:
- 085 MDs, Phs andior Sis, or podiatrsts should provids sl informafion requested on the form.
- Nen0BS houd provide 31

FAgndor 54 o

Please do not close this browser window or tab until the AER is submitted, Please review the form before beginning, an offline version may
be printed for use as a worksheet in collecting the necessary information.

1.0 Mandated Reporter

s 2ny physiian, gh "
Mandsted reporiers. 72 2 hours these suents

Page 9 of 27
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4. Asyou are filling out each section, depending on the answers provided, required questions
and/or fields will dynamically update their answer field or instructions. Also, when meeting the
field requirements by answering the question correctly a green check mark will display next to
that field.

'0BS Adverse Event Report L]

IntroductionMandated Reporter

“
Practice Information & 5.1 Pre-Procedure Information

ASA Classification
Event Detal 5

Mot Scored N [

Number of hours since last eating solid food

Select One Ml X

Number of hours since last drinking clear liquids

Select One A

Were 0 the patient pi dute of prescribed prior 1o
the arrival in the office?

Select One Ml

Provide the name of pre-procedure medications administered
Antianxiety janxiolytic):

A

5. Also, upon meeting all field requirements for each section by answering the questions correctly
a green box with a check mark will display in the navigation pane.

OBS Adverse Event Report 2]

Introduction/Mandated Reporter =

. € Back
Practice Information g
12.0 Contact

Please complete the fields below fo identify the primary contact person for any necessary follow-up on this adverse event report.

Sedation Anesthesia v ¥ Check here if the Mandated Reporter also the Contact

Parlicipating Staff = Last name

: |

Patient Demographics v | L4

Firstname

a
| L]
Quality Improvement - Credentials
v
| MD °

Upload Additional Documentation v
Other credential specified {optional)
Attestation s
| e
= Submit OBS AER
Phone number
& Offline Print Version |ﬂ 34)1332434 | A
© Begin New AER Email {optional)
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B. Additional questions displaying

Office-Based Surgery

Depending on the answers provided on the form, additional questions that need to be
answered may dynamically display.

OBS Adverse Event Report

Introducion/Mandated Reporter

Pationt History

Home Medication

Quality Improvement

Upload Adddional Documentation

Attestation

OBS Adverse Event Report

Introduction/Mandated Reporter
Practice Information

Participaling Stafl

Patient Demagraphics

3.2 Adverse Event Type and Details
Gheck all adverse event types that apply. Gomplete the comesponding feids for sach type selected

@A least one type of adverse event type must be checked

Unplanned transfer from the OBS practice to the hospital

Unscheduled vist 1o the emergancy department within 72 hours

Unseheduied cbservation stay in the hospital within 72 hours

Unscheduled admission to the hospital within 72 haurs for longer than 24 hours

Death within 30 days of the procedure

Suspected iransmissian of a bloadbome pathogen

Serious or fe-threatening event

3.2 Adverse Event Type and Details
Check ail adverse event types that apply Complete te comesponding fields for each type seiected

¥ Unplanned transfer from the OBS practice to the hospital

‘Was the patient transferred to the hospital from the office by EMS?

Select One .

Transporting EMS service {optional)

Transfer date

Reason for translorring the patisnt

Select One .

Unscheduled visi 10 the emergency depanment within 72 hours

Unschedulad obsarvation stay in the hospital within 72 hours

Unscheduled admission to the hosgital within T2 hours for longer than 24 haurs.

Page 11 of 27
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IV. Saving the AER form

A. AER forms that are in progress

1. AER forms in progress cannot be saved. As you are filling out the form, do not reload the
webpage. Questions or fields that are answered will retain their answers as you page through
the form’s sections by using the Next or Back buttons or the navigation pane on the left.

2. If you reload the webpage, questions or fields you have previously answered will lose their
values. The entire AER form will be put back into its default, blank state.

B. Saving and Submitting the form

1. Once all required questions have been answered, the user will be able to click the Submit OBS
AER button on the navigation pane on the left.

=

Introduction/Mandated Reporier

OBS Adverse Event Report

There will not be an option to save while completing the Adverse Event Report. Please do not close this browser window or tab until the AER is submitted.

\Welcome to the NYS DOH Office Based Surgery Adverse Event Report Database

Overview

In accordance with New York State Public Health Law Section 230-d, all physicians, physician assistants (PA) and specialist assistants (SA) and podiatrists must report specific
adverse events (hitps:/iwww health.ny.gov/professionalsiofiice-based_surgery/) occurring in relation to the performance of office-based surgery (OBS) to the Office of Quality and
Patient Safety (OQPS) of the NYS Department of Health. Such reportable adverse events shall be reported to GQPS within three business days of the occumence of the event;
suspected transmission of bloodbeme pathogens must be reported within three days of becoming aware of a suspected transmission

Failure to report this information falls within the definition of professional misconduct identified in Section 6530(48) of NY'S Education Law.

Who Must Report Adverse Events:
« ALL Licensed physicians, PA's, SA's and podiatrists directly or indirectly inveolved in the OBS procedure must file an adverse event report. Mandated reporters invelved in
the OBS procedure, usually this includes the proceduralist and the sedation/anesthesia provider, may file a single report or each licensee may file separate reports.
» ltis the personal responsibility of each mandated reporter to ensure that an adverse event report has been filed.
= ANY physician, PA andfor SA or podiatrist in a hospital or other setting who believes or becomes aware of a patient complaint, complication, condition, emergency
department visit, hospital admission or death that occurred status post an CBS procedure

Event Reporting:
« OBS MDs, PAs andior SAs, or podiatrists should provide all information requested on the form
« Non-OBS reporters should provide all the information that they have when submitting a report.
» All licensed physicians, PA and/or SA, or podiatrist directly involved in the OBS procedure should be advised of the adverse event report submission.

Please do not close this browser window or tab until the AER is submitted. Please review the form before beginning, an offline
version may be printed for use as a worksheet in collecting the necessary information.

1.0 Mandated Reporter

A mandated reporter is any physician, physician assistant or specialist assistant, or podiatrist directly or indirectly involved in an OBS procedure associated with a reportable
adverse event. Mandated reporters are expected to complete the OBS adverse event form within 72 hours of the occurrence of the adverse event and/for within 72 hours of
becoming aware of these events.

2. Click on the Submit OBS AER button to submit the AER form. You can click on this button
from any section once it is activated as indicated by the button changing to a darker orange

color.

Page 12 of 27
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3. After clicking on the Submit OBS AER button, you will be redirected to a confirmation page
with information about the form you just submitted.

OBS Adverse Event Report

Success! Your information has been successfully submitted

NYS DOH Office Based Surgery Adverse Event Report Confirmation
n Ad Report (AER) F

Your AER Report ID) R or is d0BIb44a10d

Name of Practic arter. Eddy Murph

Date of Procedure: Jun 28, 2019 Name of patient (Last, First). (John , Josef)

Print Confirmation and Submitted Data

ubmit a new AER, chek the bution below

To retu to the home page

Retun to AER Home Page

I you have any questions, you may contact the NYS Department of Health Office Based Surgery Program at (518) 408-1219 or obs@health.ny.gov.

4. A copy of the AER submitted will also display under the header the following information
was just submitted further down on the page.

OBS Adverse Event Report

I Sucoess! Your information has been successfully submitiad

NYS DOH Office Based Surgery Adverse Event Report Confirmation

s d08Ib44a-10d Jate of AER subr

parter. Eddy Murph
First). (John , Josef)

ate
Print Confirmation and Submitted Data

To retum to the home page or submit a new AER, chek the button below

Return lo AER Home Page

f you have any questions. you may contact the NY'S Department of Health Office Based Surgery Program at (518) 408-1219 or obs@health.ny.gov.

5. To keep a copy of this page for your records, click on the Print Confirmation and
Submitted Data button.

OBS Adverse Event Report

Sucoess! Your information has been successfully submitiad

NYS DOH Office Based Surgery Adverse Event Report Confirmation
n Ad Report (AER) F age for yo

or is d0BIb44a-10d Date of AER submissicn Jul 01, 2019,

jame of ithing A
Print Confirmation and Submitted Data

To retum 1o the home page or submit 3 new AER cick the buttan beiow

Return lo AER Home Page

f you have any questions. you may contact the NY'S Department of Health Office Based Surgery Program at (518) 408-1219 or obs@health.ny.gov.

Name of Mandated Reparter. Eddy Murph

Name of patent

First) (John , Josef)

Page 13 of 27
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Office-Based Surgery

6. You can print to PDF and/or save a paper copy of both the confirmation and the AER form that

was just submitted.

Print

Total: 35 pages

Destination

Pages

Layout

Mare setmings:

B saveasFOF -
all -

Portrait -

NYS DOH Office Based Surgery Adverse Event Report Confirmation
ou have successhully subeitted an Adverse Event Repert (AER), Please print this page for your
reconds.

Your AER Report 1D Refersnos Number is d08fbéda-10d
Date of AER submission Jul 01, 2019.

Name of Practica/Organization submiting AER
Name of Mandated Reporter. Eddy Murph
Date of Procedure: Jun 28, 2019

Name of patient (Lsst, First): (John , Josef)

To retur fo the hore page o subeit a new AER., cick the button below.

1 you have sny questians, you may contact the NYS Department of Heath Offce Based Surgery
Program at (518) 4081219 o obs@Neaith.ny.gov.

The following information was submitted:

1.0 Mandated Reporter

A mandated reporter is any physician, physicien assistant or specialist
‘sssistan, o podialrist diectly of indiectly invoived in an OBS procedure
‘sssocisted with 8 reportable adverse event Mandsled reporters are
‘expected o complets the DBS sdverss event fom wilhin 72 hours. of the
‘accumence of the Bdverse event anaior wilhin 72 Nours of DECOMING aware
o these events.

1.1 Type of Report
Solect the type of report.

Page 14 of 277
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7. The AER Report ID Reference Number is needed when submitting a subsequent AER
form to update a previously reported adverse event.

OBS Adverse Event Report

Success! Your information has been successfully submitted

NYS DOH Office Based Surgery Adverse Event Report Confirmation
Report (AER). Please print this page for your rec;

oris dobioasatod ||

ithing AER Name of Mandated Reparter. Eddy Murph

Date of Procedure: Jun 28, 2019 Name of patient (Last, First). (John , Josef)

Print Confirmation and Submitted Data

anew AER, chick the button below

To retu to the home page

Retun to AER Home Page

I you have any questions, you may contact the NYS Department of Health Office Based Surgery Program at (518) 408-1219 or obs@health.ny.gov.

Page 15 of 27
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V. Uploading documents with the AER form

1. Inthe Upload Additional Documentation Section, multiple documents can be saved and
submitted with the AER.

OBS Adverse Event Report

€ Back > Next

11.0 Supporting/Additional Documents
Additonal documentation regarding this adverse event may be included by uploading hes al) Example
are: history & physical, pre-pr intra~ op and post pr records, and

helpful in the review of reported adverse events

The NYS DOH OBS Program frequently requests medical records as part of the review of Adverse Event Reports. The type of events for which medical records are most frequently requested
are
+ Death or Serious Physical Injury
+ Cardiac/Respiratory Arest
+ Need for Rescue: Airway c and
+ Altered Level of Consciousness; Loss of Consciousness
« Hemorrhage class Il o higher
+ Unplanned retum to OR prior to discharge from the OBS practice
+ Unplanned retum to the OR after discharge from an OBS offce for a procedure related to the OBS procedure
« Any adverse event defined by the +National Quality Forum's (NQF) Serious Reportable Event for Surgery o Invasive procedures @
+ Malignant Hyperthermia

| + Bloodbore Pathogen Transmission

File type (optonsi)

(Select a document type)

- Submit OBS AER Upload a file connected 1o this AER (You will have to reupload a fie if an AER  (aptional)

‘submission did not submit correctly)

# Offline Print Version | Choose Files | No file chosen °
© Begin New AER

2. To upload a document, first choose the file type for the documents you are uploading. When

uploading multiple files, the files must be of the same type. There are seven document types:
i.  AER Documents
ii. Autopsy/ME
iii.  Consult
iv.  Dialysis Center MR
v. EMS MR
vi. Hospital MR

vii.  Practice MR

Introdue ionMandatod Reporter

Practico Information ¢ Back ad m
Event Detal . Rag
11.0 Supporting/Additional Documents

Addtional documantation regarding ihis adverse event may be included by uploading documents here (optonal) Examples of documentation helptul in the review of reported adverse events
are. history & physical, pre-procedure assessments. intia- op and post procedure documentation. anesthesa/sedation records, and discharge documentation

The NYS DOH OBS Program frequenty requests medical records as part of the review of Adverse Event Reports. The type of events for which medical records are mast frequently requested
are

Parvcipating Staft « Death or Serious Physical Injury
« Cardiac/Respiratory Arrest

[y e——— « Nood for Rescue, Arway L and or
« Aored Lovel of Consciousness. Loss of Consciousness.
+ Hemorrhage class Il or higher

Pavent Hstory o v

« Unplanned retum to OR prior to discharge from the OBS practce

« Unplanned retum to the OR after discharge from an OBS office for a procedure related to the OBS procedure

« Any adverse event defined by the +National Guality Forum's (NGF) Serious Reportable Event for Surgery of Invasive procedures @
« Malignant Hyperthermia

« Bloodborme Pathogen Transmission

Fila type (optional)
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A. Uploading one file with the form

1. To upload only one file with the AER, click on the Choose Files button.

OBS Adverse Event Report

Introduction/Mandated Reponer
Practice Informaton
Evant Dotad

Procedure

Participating Staff

Patient Demographics

= Submit OBS AER
& Offiine Print Version
© Begin New AER

11.0 Supporting/Additional Documents

Addibonal be included by

Examples of
are: history & physical . intra- op and post 3

Office-Based Surgery

« Back =2 Next

helphd in the review of reponted adverse avents

are:

+ Death or Serious Physical Injury
« CardiaciRespiratory Arest
+ Mesd for Rescue: Airway . Unanficipated C: i or

The NYS DOH OBS Program frequently requests medical records as part of the review of Adverse Event Reparts. The type of events for which medical recards are mest frequently requested

+ Atered Lavel of Conseiousness; Loss of Consciousnass

+ Hemohage class Il or highar

+ Unplanned returm 1o OR prior to discharge from the OBS practice

« Unplanned return to the OR after discharge from an OBS ofice for  procedure related to the OBS procedure

« Any adverse event defined by the +National Cality Forum s (NQF) Serious Reportabie Event for Suigery or Invasive procedures @
+ Malignant Hyperthermia

+ Bloodbame Pathogen Transmission

File type (optiona)

(Select a document type) v o
Upload a file connected to this AER (You will have to reupload a file if an AER  (optional)
Choose Files | No file choden °

2. And, select the file you want to upload and click the Open button.

NEW
YORK
STATE

OBS Adverse Event Report

Patient Demographics
[Pabent History
Home Medicabon

Quality Impravement

< Submit OBS AER
© Begin New AER

@ Open
Q& )~ [0 s tbrwes s Documents » Fax v imbo
Organiae = New folder = 1
7 Favorites Documents library Amingaby Foder +
B Desktop. Inbex
B Downlosds. Meme Date modied Type Sae
L Recent Places
S I B WelcomeFax S/ IA3PM  TIFF image I sKE
G Libraries =
¥ Documents
o) Music
) Pictures
B videc:
1 Computer
& osic
a. =
File name: WelcomeFex « [aiFies -
Open [+
« Unplanned retum ta the OR after 'ge from an OBS office for a o
+ Any aduerse event defined by Guality Fonum for Susgery o Invasive pr
« Malignant Hyperthenmia
+ Bloodborne Pathogen Transmission
File type (cptona)
(Select & gocument tvpe) e
Upload a fle connecied fo this AER (You will have to reupload a fle dan AER (optional)
submission did not submit correctly)
Choose Files | No file chosen °
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The file you uploaded will be shown on the Upload screen.

0BS Adverse Event Report

3.

IntrodufionMandated Reporter

SR 11.0 Supporting/Additional Documents

Procedure Additonal documentation regarding this adverse event may be included by uploading documents here (cptional). Examples of documentation helpful in the review of regorted adverse events
are: history & physical, p and post procedure records,

Sedation Anesthesia The NYS DOH OBS Program frequently requests medical records as part of the review of Adverse Event Reports. The type of events for which medical records are mast fraquently requested
are

Participating Staff Desath or Sericus Physical Injury
CardiaxiRaspiralory Arrest

Nead for Rescus. Airvay andt or
Aerad Level of Conscrousness. Loss of Consciousness

Hemorrhage ciass Il or higher

Patient Demographics

Patient History Unplanned retum 1o OR prior 1o discharge from the OBS pracice
Unpianned retum 1o the OR after discharge from an OB office for a procedure related 1o the OBS procedure
Home Medication Ay the +National s (NOF) R Event for Surgery or ®
Malignant Hyperthermia
Pr— Bioodbome Pathogen Transmission
ad A 1D
File type (ptions)
AER Documents N @
 Submit OBS AER Upload to this AER (You Heifan AER (optiona))

& Offine Print Version s pmi code of ethics. pdf ° I

© Begin New AER

< Back  Next
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B. Uploading multiple files with the form

1. To upload multiple files to the AER, click on the Choose Files button.

OBS Adverse Event Report L]

« Back =2 Next

IntroductioniMandated Reponer

11.0 Supporting/Additional Documents

Addibonal e included by optional), Exanples helph in the review of repoted advers vents
are: history & physical . intra- op and post :
The NYS DOH OBS Program frequently requests medical recerds as part of the review of Adverse Event Reports. The type of events for which medical records are most frequently requested
are:
Paricipating Staff + Death or Serious Physical Injury
« CardiaciRespiratory Arest
[ L— + Mesd for Rescue: Airway . Unanficipated C: i or
+ Atered Lavel of Conseiousness; Loss of Consciousnass
+ Hemohage class Il or highar
+ Unplanned returm 1o OR prior to discharge from the OBS practice
« Unplanned return to the OR after discharge from an OBS ofice for  procedure related to the OBS procedure
« Any adverse event defined by the +National Cality Forum s (NQF) Serious Reportabie Event for Suigery or Invasive procedures @
+ Malignant Hyperthermia
+ Bloodbame Pathogen Transmission
File type (optional)

(Select a document tvpe) ©

© Begin New AER

2. Hold down the CTRL keyboard key while simultaneously selecting multiple files in the Explorer
window. Once all files are selected, click on the Open button.

[ = ]
NEW @ Open —
YORK L -
STATE The| Uv\ Ji v Libraries » Documents » Scanned Documents b « [ 4 |[ Search Scanned Documents P
Organize »  New folder = 0 @
|8 Downloads ~ * [y :
ocuments library
Arrange by:  Folder ¥
OBS Adverse Event Re ST Scanned Documents o
@ OneDrive L =
Name Date modified Type Size
Introduction/Mandated Reporter 4y Libraries | Documents 9/1]/20181:12 PM  File folder
[ Documents =] Welcome Scan 9/1§/2018112 PM  JPEG image 505 KB
Practice Information 6 b gl Music
[ Pictures
Event Detail 3 B8 videos =

4 8 Computer
» &, 0s(C)

'Sedation Anesthesia

- € Network

File name: Welcome Scan ~ | All Files b
Patient Demographics
| Open { Cancel

4

Upload a file connected to this AER (You will have to (optional)
reupload a file if an AER submission did not submit correctly)
(Qualty Improvement s Choose Files | 2 files
@
Upload Additional Documentation o

< Back - Next

Offline Print Version

Page 19 of 27



Electronic Adverse Event Report (AER) User Guide Office-Based Surgery

3. The Upload screen will indicate how many files have been attached to the form. Both files will be
classified as the one file type selected on the screen.

(OBS Adverse Event Report
ot i Reporter 8
i

11.0 Supporting/Additional Documents
regaring Examples e
are matory & prysical.pregoce inra- op ans post

e NYS of
are

- Death or Serious Physical Injury

» CamiscRessiratory Amest

- Nesafor Msngement
« Arered Leuel of Conzsiousness: Loss of Conssiousnass

- Hemormhage oisss Il o higner

. NOF) o
- Malignant Hyperthermia
- Bloodboms Pathagen Transmission

Fi typs foptons))

[ 7] e

Uload a fl connected to this AERoptions)

| Choose Files | 2 files | @
& Offine Print Version

_ Back > Next
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VI. Printing a blank AER form to paper

1. To print the AER form to paper, click on the Offline Print Version button on the left
navigation pane. Offline Print Version will only display a blank AER form for printing to
paper, regardless of whether the electronic AER is filled out in the browser window.

OBS Adverse Event Rep

In accordance with New York State Public Health Law Section 230-d. all physicians, physician assistants (PA) and specialist assistants (SA) and
Introduction/Mandated Reporter podiatrists must report specific advarse events (hitps /iwww health ny goviprafessionals/ofiice-based_surgery/) occurring in relation to the performance of
office-based surgery (OBS) to the Office of Quality and Patient Safety (OQPS) of the NYS Department of Health. Such reportable adverse events shall be
Practice Informati reported to OQPS within three business days of the occurrence of the event; suspected transmissicn of bloodborne pathogens must be reperted within
three days of becoming aware of a suspected transmission

Event Detail Failure to report this information falls within the definition of professional misconduct identified in Section 6530(48) of NYS Education Law.
Who Must Report Adverse Events:
Procedure = ALL Licensed physicians, PA's, SA's and podiatrists directly or indirectly involved in the OBS procedure must file an adverse event report
Mandated reporters involved in the OBS procedure, usually this includes the proceduralist and the sedationfanesthesia provider, may file a single
Sedation Anesthesia report or each licensee may file separate reports.

Itis the personal respansibility of each mandated reporter to ensure that an adverse event report has been filed
ANY physician, PA and/or SA or podiatrist in a hospital er other setting who believes or becomes aware of a patient complaint, complication
cendition, emergency department visit, hospital admission or death that cccurred status post an OBS procedure

Parlicipating Staff

Event Reporting:

« OBS MDs, PAs andfor SAs. or podiatrists should provide all infermation requested on the form.

+ Non-OBS reporters should provide all the information that they have when submitting a report
nt Histo « Alllicensed physicians, PA andfor SA, or pediatrist directly involved in the OBS procedure should be advised of the adverse event repart
submission

Patient Demographics.

(el e Please do not close this browser window or tab until the AER is submitted. Please review the form before

beginning, an offline version may be printed for use as a worksheet in collecting the necessary information.

Quality Improvement

Upload Additional Documentation

1.0 Mandated Reporter

A mandated reporter is any physician, physician assistant or specialist assistant, or podiatrist directly or indirectly involved in an OBS procedure
associated with a reportable adverse event. Mandated reporters are expected to complete the OBS adverse event form within 72 hours of the occurrence
of the adverse event and/or within 72 hours of becoming aware of these events

2. Clicking on this button will open a new browser window or tab displaying the AER form in a
format suitable to be printed onto paper.

OBSAER-form.pdf

procedure identiied in the adverse event report must each Submi a report of sign the
same report thus attesting to the reports accuracy.

= ANY physician, PA andior S ‘bocomes aware of
compiication, condition, emergency department visit, hospeal admission o desth that
occurred status post an OBS procedure

Event Reporting:
+ OBS MDs, PAs andior SAs should provide all information requested on he form.
+ Non-OBS reporters should provide all the information that they have when submitting a
report

1.0 Mandated Reporter

Please complete the fields beiow 1o identify the mandated reporter for this adverse
event

Amandaed reporter is any physician, physican assistand of specials assistant. or podiatst
avectly or indirectl invaived in an OBS procedure assocaled wil 8 reportable adverse
event. Mandated reponters are expected 1o complete the OBS adverse event form within 72
hours of he ocourrence of the adverse event andior within 72 hours of becoming aware of
these events

OPhysician Assistant  (ISpecialist Assistant

Is the mandated reporter a member of the OBS practice or participated in the procedure(s)?
OYes ONo

1ot a member of the OBS practie. what is the association of the mandated reparter 10 the
adverse event?

CIED Physician C0mer

f ther. speciy
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3. Print from your browser to print the AER form to paper.

OBSAER-form. pdf

procedure identified i the adverse event report must each submit  report of sign the
same report thus attesting 1o the reports accuracy.

+ ANY physician, PA andior SA who bebeves or becomes aware of a patient complaint,
compication, condition, emergency department visit. hospal admission o daath that
‘occurred status post an OBS procedure

Event Reporting:
* OBS MDs. PAs andior SAs should provide all information requested on the form.
+ Non-OBS reporters should provide sl the nformation that they hisve when submiting a
report

1.0 Mandated Reporter
Please complete the fieids below 10 identify the mandated reporter for this adverse.
event

Office-Based Surgery
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VII. Accessing a new AER form

A. Accessing a new AER form from anywhere on the form

1. To open a new and blank AER form from wherever you are on the site, click on the Begin New
AER button on the left navigation pane. This may be useful in situations of entering incorrect
information for which starting the AER again is desired.

In accordance with New York State Public Health Law Section 230-d. all physicians, physician assi (PA) and speciali i (SA) and
podiatrists must repert specific adverse events (hitps //

Introduction/Mandated Reporter

w_health_ny.gov/professionalsioffice-based_surgery/) accurring in relation to the performance of
office-based surgery (OBS) to the Office of Quality and Patient Safety (OQPS) of the NYS Department of Health. Such reportable adverse events shall be
Practice Information reported to OQPS within three business days of the occurrence of the event: suspected transmissicn of bloodborne pathogens must be reported within
three days of becoming aware of a suspected transmissien.

Event Detail Failure to report this information falls within the definition of professional misconduct id d in Section 6530(48) of NYS Education Law.

Who Must Report Adverse Events:

« ALL Licensed physicians, PA's, SA's and podiatrists directly or indirectly involved in the OBS procedure must file an adverse event report
Mandated reporters involved in the OBS procedure, usually this includes the proceduralist and the sedation/anesthesia provider, may file a single
report or each licensee may file separate reports.

» |tis the personal responsibility of each mandated reporter to ensure that an adverse event report has been filed.

= ANY physician, PA andfor SA or podiatrist in a hospital or other setting who believes or becomes aware of a patient complaint, complication,
cendition, emergency department visit, hospital admission or death that occurred status post an OBS procedure

Event Reporting:
= OBS MDs, PAs andfor SAs, or podiatrists should provide all information requested on the form.
= Non-OBS reporters should provide all the information that they have when submitting a report.
« Alllicensed physicians, PA andfor SA, or pediatrist directly invalved in the OBS procedure should be advised of the adverse event report
submission.

Please do not close this browser window or tab until the AER is submitted. Please review the form before
P beginning, an offline version may be printed for use as a worksheet in collecting the necessary information.

Upload Additional Documentation

1.0 Mandated Reporter

A mandated reporter is any physician, physician assistant or specialist assistant, or podiatrist directly or indirectly invelved in an OBS procedure
associated with a reportable adverse event. Mandated reporters are expected to complete the OBS adverse event form within 72 hours of the eccurrence
of the adverse event andfor within 72 hours of becoming aware of these events

@ Begin New AER

2. After clicking the button, a warning will display as a reminder that any unsubmitted information
will be cleared from the form.

Apps. IPRO Bookmarks @) [PCP Roster - Open... ¥ Man) @ Office Based Surger... @ Preview AER »

preview-obsaer.ipro.org says

NEW

;?A‘.I'.(E There will not be an option “
Cancel

Start a new AER? This will clear any unsaved information.

se this browser window or tab until the AER is submitted.

OBS Adverse Event Report

In accordance with New York State Public Health Law Section 230-d. all physicians, physician assistants (PA) and specialist assistants (SA) and
podiatrists must report specific adverse events (hitps fiwww healih ny goviprofessionals/office-based_surgery/) accurring in relation to the performance of
office-based surgery (OBS) to the Office of Quality and Patient Safety (OQPS) of the NYS Depariment of Health. Such repertable adverse events shall be
reported to QQPS within three business days of the of the event; of must be reported within
three days of becoming aware of a suspected transmission

introduction/Mandated Reporter

Failure to report this informatien falls within the definition of professional misconduct identified in Section 6530(48) of NYS Education Law.

Who Must Report Adverse Events:

ALL Licensed physicians, PA's, SA's and pediatrists directly or indirectly involved in the OBS procedure must file an adverse event report
Mandated reporters involved in the OBS procedure, usually this includes the p and the provider, may file a single
report or each licensee may file separate reports.

Itis the personal responsibility of each mandated reporter to ensure that an adverse event report has been filed

ANY physician, PA and/or SA or podiatrist in a hspital or other setting who believes or becomes aware of a patient complaint, complication
condition, visit, hospital admission or death that occurred status post an OBS procedure

Event Reporting:
« OBS MDs, PAs and/or SAs, or podiatrists should provide all information requested on the form.
= Non-OBS reporters should provide all the information that they have when submitting a report.
+ Alllicensed physicians, PA and/or SA, or podiatrist directly invalved in the OBS procedure should be advised of the adverse event report
submission

Please do not close this browser window or tab until the AER is submitted. Please review the form before
beginning, an offline version may be printed for use as a worksheet in collecting the necessary information.

pload Additional Documentation

Page 23 of 27



Electronic Adverse Event Report (AER) User Guide

Office-Based Surgery

3. Click the Cancel button to keep any unsubmitted data and to continue filling out the AER form as

1S.

Apps 1PRO Bookmarks @ [PCP Roster - Open... @ Man

%

) . rterr..‘ @ Office Based Surger.. @ Preview AER »
preview-obsaer.ipro.org says

NEW
ORK

Yi . .
STATE There will not be an option

OBS Adverse Event Report

intreduction/Mandated Reporter

—
Quality Improvement

pload Additional Documentation

Start a new AER? This will clear any unsaved information.

In accordance with New York State Public Health Law Section 230-d, all physicians, physician assistants (PA) and specialist assistants (SA) and
podiatrists must report specific adverse events (hiips //www health ny goviprofessionals/ofiice-based_surgery/) occurring in relation ta the performance of
office-based surgery (OBS) to the Office of Quality and Patient Safety (OQPS) of the NYS Department of Health. Such reportable adverse events shall be
reported te OQPS within three business days of the ofthe event of must be reparted within
three days of becoming aware of a suspected transmission.

Failure to report this information falls within the definition of professional misconduct identified in Section £530(48) of NYS Education Law.

Who Must Report Adverse Events:
+ ALL Licensed physicians, PA's, 8A's and podiatrists directly or indirectly involved in the OBS procedure must file an adverse event report
Mandated reporters invelived in the OBS procedure, usually this includes the and the
report or each licensee may file separate reports.
« Iltis the personal responsibility of each mandated reporter to ensure that an adverse event report has been filed.
+ ANY physician, PA and/or SA or podiatrist in a hospital or other setting who believes or becomes aware of a patient complaint, complication
condition, emergency department visit, hospital admission or death that cecurred status post an GBS procedure

provider, may file a single

Event Reporting:
+ OBS MDs, PAs and/or SAs, or podiatrists should provide all information requested on the form.
= Non-OBS reporters should provide all the information that they have when submitting a report
« Alllicensed physicians, PA and/or SA, or podiatrist directly invalved in the OBS procedure should be advised of the adverse event report
submission.

Please do not close this browser window or tab until the AER is submitted. Please review the form before
beginning, an offline version may be printed for use as a worksheet in collecting the necessary information.
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Office-Based Surgery

4. Click the OK button to access a new, blank AER form that can be started from scratch.

intros ated Rep

Practice Information

Patient History

Home Medication

Qualty Improvement

Upload Additional Documentaion

There will not be an option to save while completing the Adverse Event Report. Please do not close this browser window or tab until the AER is submitted.

Welcome to the NYS DOH Office Based Surgery Adverse Event Report Database
Overview
In accordance with New York State Public Heaith Law Section 230-d, all physicians, phy stants (PA) and alist stants (S specific adverse
events (htips /iwww health ny goviprofes:

ry) occuing i eekon o the peckrmaac of ofce-based surgery (08S) to the Office of Quaity and Patient Safety
(OQPS) of the NYS Department of Health, Such reportabie adverse events shallbe reported 1o OQPS within three b
bloodborne pathogens must be reported within three days of becoming aware of a suspected transmission.

f the event, suspect

Failure to report this information falls within the definition of professional misconduct identified in Section 6530(48) of NYS Education Law.

Who Must Report Adverse Events:
« ALL Licensed physicians, PA's, S&'s and podiatrists directly or indirectly involved in the OBS procedure must fle an adverse event report Mandated reparters involved in the OBS
procedure, usually this includes the the provider, may file a single report or each Icensee may fie separate reports.
« Itis the personal responsibility of each mandated reporter o ensure that an adverse event report has been filed
« ANY physician, PA and/or SA.or podiatrist in a hospital or other setting who believes or becomes aware of a patient complaint, complication, condibon, emergency department visit,
hospital admission or death that occurred status post an OBS procedure

Event Reporting:
« OBS MDs, PAs andior SAs, or podiatrists should provide all information requested on the form
« Non-OBS reporters should provide all the information that they have when submitting a report
+ Alllicensed physicians. PA andior A, or podiatrist directly mvolved in the OBS procedure shouid be advised of the adverse event raport submission.

Please do not close this browser window or tab until the AER is submitted. Please review the form before beginning, an offline version may
be printed for use as a in the

1.0 Mandated Reporter

Amandaled reporter is any physician, physician assistant or specialist assistant. or podiatrist directly of indirectly involved in an OBS procedure associated with a reportable adverse event
Mandated reporters are expected to complete the OBS adverse event form within 72 hours of the occurrence of the adverse event and/or within 72 hours of becoming aware of these events
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B. Accessing a new AER form from the Confirmation page

1. To access a new, blank AER form after submitting an AER and printing or saving a PDF of the
confirmation page, click on the Return to AER Home Page button located on the Confirmation

page.

OBS Adverse Event Report

Sucoess! Your information has been successfully submitiad

NYS DOH Office Based Surgery Adverse Event Report Confirmation
Your AER Repart 10 Reference Number is d08fb44a-10d Date of AER submissicn Jul 01, 2019,

Mame of PractesiOrganizaion submiting AER Mame of Mandated Reporter: Eddy Murph

Date of Procedure: Jun 28, 2019 Name of patent (Last, First) (John , Josef)
Print Confirmation and Submitted Data

new AER. chick the button below

f you have any questions. you may contact the NY'S Department of Health Office Based Surgery Program at (518) 408-1219 or obs@health.ny.gov.

2. You will be taken to the start of a new and blank AER form.

There will not be an option to save while completing the Adverse Event Report. Please do not close this browser window or tab until the AER is submitted.

Welcome to the NYS DOH Office Based Surgery Adverse Event Report Database
Overview

In accordance with New York State Pubkc Health Law Secton 230-d, sl hysicians, physician ssastants (PA) and spciakst aseistants (SA) and podiarists must report specifc advense
events (htips./wwe health ny govipr fice-basad_surgery) occurring in relation 1o the performance of office-based surgery (OBS) to the Office of Qualty and Patient Safety

(OQPS) of the NYS Department of Healtn. Such reprtable acta vt il s reported to OQPS within three business days of the occurrence of the event. suspected transmission of
bloodborne pathogens must be reported within three days of becoming aware of a suspected transmission.

Failure to report this information falls within the definition of professional misconduct identified in Section 6530(48) of NYS Education Law.

Who Must Report Adverse Events:
« AL Licensed physicians, PA's, SA's and podiatrists directly or indirectly involved in the OBS procedure must file an adverse event report Mandated reparters involved in the OBS
procedure. usuall ths includes the proceduralist and the sedation/anesthesia provider. may file a single report or each lcensee may fie separate reports
« Itis the personal responsibility of each mandated reporter o ensure that an adverse event report has been filed
« ANY physician, PA and/or SA.or podiatist in a hospital or other setting who believes or becomes aware of a patient complaint, complication, condion, emergency department visit,
hospital admission or death that occurred status post an OBS procedure
Event Reporting:
+ OBS MDs, PAs andior SAs, or podiatrists should provide all information requested on the form
« Non-OBS reporters should provide all the information that they have when submitting a report
+ Alllicensed physicians. PA andior A, or podiatrist directly mvolved in the OBS procedure shouid be advised of the adverse event raport submission

Please do not close this browser window or tab until the AER is submitted. Please review the form before beginning, an offline version may
be printed for use as a in the

1.0 Mandated Reporter

A mandated reporter is any physician, physician assistant or specialist assistant. or podiatrist directly or indirectly involved in an OBS procedure associated with a reportable adverse event
Mandated reporters are expected to complete the OBS adverse event form within 72 hours of the occurrence of the adverse event and/or within 72 hours of becoming aware of these events.

Page 26 of 27



