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.McGill McGill Maxillofacial
~ Oncology Registry

e Purpose:

e Jo create a stanaardized high quality hospital
- based cancer registry for all patients with oral

Contribution
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1. Data collection and Sorting

2. Standardized prospective and
retrospective data entry
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1. Data collection and Sorting

2. Standardized prospective and
retrospective data entry
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1. Data collection and Sorting

2. Standardized prospective and
retrospective data entry
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1. Tertiary Care Centre (Major reterral Centre)

2. Out-Patient visits: >2000/year

 New Patient Assessment: >250/year
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Patient Data
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High Quality
Standardized
Data

IREATMENT & CLINIC RECORD




High Quality
Standardized
DEIF!

4" version

MGH ORAL AND MAXILLOFACIAL SURGERY
MAXILLOFACIAL ONCOLOGY CONSULT FORM

Date: hatient’s contact #

Age: Sex: OOJM [IF

Referral: [JGeneral Dentist: [JOMEFS: [ Others:
Reason for Referral:

Patient’s complaint and History of present illness:

Date symptoms started/Lesion noticed for first time:

Date of First time patient sought medical consultation: Consult done by:

If patient notified about the diagnosis, give date:

Other pertinent history:

Constitutional Symptoms:

Loss of Appetite: [INo [JYes Change of weight: C1No [Yes
Nausea/Vomiting: [CIJNo [Yes Night Sweats: OONo [OYes

Other symptoms: [dNo [Yes:

If yes, [ Pain [ Paresthesia [ Dyspnea [ Dysphasia [ Difficulty chewing
O Other :

Medical History:
acvs: [ Gastro:

[ Respiratory: [INeurology:
[ Endocrinology: [ Other:
Medications: [INone [List Attached B-Blocker:[CONo [Yes
List:

Allergies: O None(NKDA) IYes:
Surgical History:

Social History:
Smoker: [INo [JYes: Number of years: Type: Amount(Cig)/day
[ Former smoker: Year of quitting: Type: Amount(Cig)/day

Alcohol use: [INo [ Yes (if yes then): [JSocial [JHabitual(>= 4glasses/day)

If Habitual: OO Amount/day:  Type [Beer [1Wine[Hard Liquor (select all that apply)

Sexual activity: [JCurrent [JPrevious [ Unknown
History of Oral sex: [1No [ Yes
Marital status: OSingle OMarried [OOthers:

Family Mistory of Cancer:

M yos, detads

Clinical Examination:
General Appeatance
Head

Neck

traceal (lips, tongue, FOM, pharynx, buccal/ahwolis mucosa, dentition, saliva)

Flex scope: LINOT Indicated L Done, findings

imaging (ndcluding panoramic radsographs, periapical radiographs, CT, MRI)

impression (sammary inchades age, shoet description of the lesion, problem)

Differential Diagnosis

Plan:

O Biopsy (mcisonal, excasonal, FNA)
Cslopsy completed, diagnosis

Usmaging (specify)

Ulslood 1es1 (specity)

COstedications prescribed

COsedical work up needed

Osox king for OR (pre-op sheets, consent)

ClOther

Resident




High Quality
Standardized
DEIF!

1. Defining a minimum data set

MGH ORAL AND MAXILLOFACIAL SURGERY
MAXILLOFACITAL ONCOLOGY CONSULT FORM

H . Date:

® |[nvestigate available data sets S OM OF
Referral: []General Dentist: CJOMES: [ Others:
Reason for Referral:
Patient’s complaint and History of present illness:
Date symptoms started/Lesion noticed for first time:

o C O n S i d e r th e n e e d fo r S p e C if i C a d d i‘t i O n S i)fate ?f First 'ti'me patient sou:ght mc.dicavl consul.tationz Consult done by:

patient notified about the diagnosis, give date:

Other pertinent history:

. Constitutional Symptoms:
® I_evel 1 : General Demographlcs Loss of Appetite: CONo [Yes Change of weight: C1No [ Yes
Nausea/Vomiting: CJNo [Yes Night Sweats: [ONo [Yes
Other symptoms: [JNo [JYes:
If yes, [ Pain [ Paresthesia [ Dyspnea [ Dysphasia [ Difficulty chewing
[ Other :

o | evel 2: General Health ltems Medical History:

OcCvs: [ Gastro:

[ Respiratory: [ Neurology:

[ Endocrinology: [ Other:
Medications: [1None [JList Attached B-Blocker:[CJNo [Yes
e Level 3: General C It
eve y e n e ra a n C e r e m S Allergies: [ None(NKDA) [IYes:
Surgical History:
Social History:

Smoker: [INo [ Yes: Number of years: Type: Amount(Cig)/day
e [JFormer smoker: Year of quitting: Type: Amount(Cig)/day
o I_eve | 4 . S p e C |f I C C a n C e r | te I I l S Alcohol use: CINo [OdYes (if yes then): [0 Social [Habitual(>= 4glasses/day)

If Habitual: O Amount/day:  Type [Beer [ Wine[JHard Liquor (select all that apply)
Sexual activity: [ Current [JPrevious [JUnknown

History of Oral sex: C1No [ Yes

Marital status: [Single [Married [JOthers:

e | evel 5: Follow up (Survival)




Data Registry

« REDCap (Research Electronic Data Capture) is a web-
based application used to create forms and manage
databases in order to support data capture anad
surveys for research studies.
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e Authenticated access

e Secure hosting, back ups and maintenance automatic

e Allows multi-site access (Multi-Centred Studies)
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Data Registry

 Databases or surveys can be built rapidly

 Form creation and data entry are easy in the web interface

) ---- Select a Type of Field ----

L) Toxt Box (Short Text)

First Name ' Notes Box (Paragraph Text)
Calculated Field
Multiple Choice - Radio Buttons (Only One Answer)
Multiple Choice - Drop-down List (Only One Answer)
Checkboxes (Check All That Apply)
Yes - No

. True - False

Slider / Visual Analog Scale
File Upload (for users to upload files)
Descriptive Text (with optional Image/File Attachment)
Begin New Section (Section Header with Descriptive Text)
Dynamic Query (SQL)




Data Registry

Current instrument: Demographics Preview instrument

Add Fleld Here

¢ L) ¥ R Vanable: study_id
Study ID

Add Fleld Here
¢ L) F R  Vanable: consent

Has the subject been consented?
reset value

Add Fleld Here
& 0 T R Vanable: date_consented
Date Consented

Add Fleld Here

& L) F R  Vanable: date_consented_was

Days since consented: View equation

| Add Redhere |
| Add Red e |
o
| Add Fedhere |
| Add Redhere |

Add Fleld Here
& L) F R Vanable: consent_form [Branching logic exists]

Please upload the consent form: ® Upload document

Add Fleld Here

i




Data Registry

REDCap

§ Logged In as oalghamdi | Log out

& My Projects
{2 Project Home
[£] Project Setup
Project status: Production

Data Collection

["4 Scheduling
Record Status Dashboard
> Add / Edit Records

=] Patient IDID du patient 218

vent: Initial Visit
De Colle nstruments
Referral Tumor Event Details

Surgery And Post Surgery Pathology
Details

Radiotherapy Details
Chemotherapy

Applications

[51] calendar
i Data Exports, Reports, and Stats
_| Data Comparison Tool
1=/ Logging

Field Comment Log

File Repository
%, E-signature and Locking Mgmt
‘s Data Quality

e Research Institute of the McGill
University Health Centre

Reports 2/ Edit reports

1) Abstract OMFS research day

2) Non Tis

3) Female Non-smokers Tongue SCCa
1) Brachy

Maxillofacial Oncology and Reconstruction Registry

Actions: | 7% Download PDF of instrument(s)

= Patient Registration Details

&) Adding new Patient IDID du patient 218

Event Name: Initial Visit

Patient ID
ID du patient

Capture Type
Type de collecte

DEMOGRAPHICS

Date of birth
Date de naissance

de value

Marital status at diagnosis
Statut marital au diagnostic

Race (Check all that apply)
Race (plusieurs reponses possibles)

SUBSTANCE USE: TOBACCO
History of tobacco use

Historique tabagique

Status of tobacco use at time of diagnosis
Statut tabagique au moment du diagnostic

2 VIDEO: Basic data entry

218

Prospective
Retrospective

DD-MM-YYYY

Male
Female

Single / Divorced / Separated / Widowed
Married / Re-married / Common law
Unknown / Not Reported

White

Black or African American
Asian

Other, Specify

Unknown / Not Reported

Non-Smoker

Smoker

Former Smoker
Unknown / Not Reported

Former Smoker = has stopped for at least 6 months
Non-Smoker
Smoker
Former Smoker
Unknown / Not Reported

Former Smoker = has stopped for at least 6 months



Longitudinal Prospective Oral Oncology Reqistry
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Data Registry

e Data collection (2013
e De-ldentified Data Set

L e e

Lrvwaraty bamm

e Approximately 300 patients

e Each patent ~250 data points  [Ess

e Follow up for up to 5 years

Maxillofacial Oncology and Reconstruction Registry

Record Status Dashboard (al records
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Data Registry

e [ime O
® 5 data sheets
e Follow Up
e One data sheet
e |[f recurrence or new primary

e New full set of data

REDCap

3 Logged In as oalghamdi | Log out

& My Projects
£ Project Home
(] Project Setup
Project status: Production

Data Collection

["2 Scheduling
Record Status Dashboard
= Add / Edit Records

[:2] Patient IDID du patient 1

Applications

[ calendar
[& Data Exports, Reports, and Stats
[ pata Comparison Tool
1=/ Logging

Field Comment Log

File Repository
%, E-signature and Locking Mgmt
‘7 Data Quality

L&) Research Institute of the McGill
University Health Centre

Reports < Edit reports

1) Abstract OMFS research day
2)Non Tis

Maxillofacial Oncology and Reconstruction Registry

] Event Grid

The grid below displays the form-by-form progress of data entered
into the project for one particular Patient ID<br><i>ID du patient for
all defined events. You may click on the colored buttons to access
that form for that event. If you wish, you may modify the events below
by navigating to the Define My Events page.

Legend for status icons:

0 Incomplete | ) Incomplete (no data saved) |?
( ) Unverified

(@ Complete

Patient ID<br><i>ID du patient 1

Data Initial Follow- Follow- Follow- Follow- Follow- Follow- Follow- Follow- Follow- Follow- Follow-
Collection ' visit Up#1 Up#2 Up#3 Up#4 Up#5 Up#6 Up#7 Up#8 Up#9 Up#10 Up#11
Instrument (1) ) 3) 4) (5) (8) (6] (8) [€)] (10) (1) (12)
Patient
Registration
Details

Referral
Tumor Event
Details

Surgery And
Post Surgery
Pathology
Details

Radiotherapy
Details

Chemotherapy
Status

Recurrence Or
New Primary
Tumor
Referral

Recurrence Or
New Primary
Surgery
Details



e Data Comparison Tool
o Used to compare two records in a project
e Data Quality Tool
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 Double Data Entry
* Two persons perform data entry

e Assigned to different individuals
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Data
Analysis
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Smoker
Non-smoker

Former smoker
Unknown




Dentist
OMFS
MD

MD specialist




Data
Analysis

STEP1

34 User Access: Choose who sees this report on their left-hand project menu ?

O ANl users Custom user access

STEP 2
Fields to include in report ¢ Quick Add

Add all ields fom soelected instrument: - choose Instrument -

studyid “Pasent ID<br><i>ID du patient™ s W rstrument: Patient Registration Details

STEP 3
#2 Show data for all events for each record returned ?

& Filters (optional) Operator / Value

& Swilch format

(Records belonging only 1o ALL selections below will appesr in the report)

[ Additional Filters (optional)
Filter by event(s): Initiad Visit
Fallow-Up M
Follow-Up #2
Follow-Up #3
Falow-Up M4
Falow-Up #5

STEP 4

7} Order the Results (optional)

First by studyid “Pasient ID<br><i>ID du patient™
Then by

Then by




Data
Analysis

My Reports & Exports

Repor ma—e View 't iport Optiors et Optons

Al data (all records and fiekds) Vew Regort

Selected instruments and/or events
(all rocords)

Mehe Ot

Abaract OMFS ressirch dey Vere Regaort i & Crarts
Virw Fagant A Sats A Oharts
Vew Repont M Sets & Orarta
View Rupont i, Sats & Ohirts
Wt Oepth of irvassion Ve Ragort

Bdore Charges - Bogsy (MUCOsOOrmod

Ve g

arges - Bopay (Aderdd Cystic
Carnomoma)

Virm R

Betire Crarges - Bopwy (Poyew . >
Grvde Ao 0e'on) Ve RAQOH
Betore Changes - Margrs Pah View Report
Before Changes - Rado Stages CXR =

Vs Rapont

re Chang
Caroroma) - FU

Veow Hegoe

harges - Bopey (Polymorphous Low

Grade AL - FU —

Bedore Changes - Masprs Pan - FU View Ropont
Dedore O
Dopsy ) . s Savere Oynpiass
g O

Hewioge O Sovero Crwplata
ad CEFU
Bophy - Haloge Dagross Severs Opipiess

oy - View Regort
ad C8/FU ——t—.

=

pre MAONINt lesons Vierw Rnpor
Before changes Aderoic . Grade Ve Hogos
Defore chasges Diferenciation Ve Hoget
Vs Rapon
Vierw Rapor
Ve Lagos
Aduvart Tx Vere liapoe
Syrrptorns Test Vere Fagont

searn Veve Ragont

\ 4
\ 4
\ 4
\ 4
\ 4
\ 4
A 4
\ 4
\ 4
\ 4
\ 4
v
\ 4
\ 4
\ 4
\ 4
Y
\ 4
\ 4
\ 4
\ 4
\ 4
\ 4
\ 4
\ 4
\ 4
\ 4
\ 4
\ 4
\ 4
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Tx Delays Reosrence Verw Rnport




Conclusion

o Ultimately:

* Improve quality of care, quality control and




e NEW ENGLAND
JOURNAL of MEDICINE

The Randomized Registry Trial — The Next Disruptive

Technology in Clinical Research?

Michael S. Lauer, M.D., and Ralph B. D’Agostino, Sr., Ph.D.
Related article, p. 1587

* Observational registries

 High quality registries - standardized data

e |dentity possible causal links between treatment
and outcomes

* Pointed and effective way to structure a trial






