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Overview:

« Presentation of center
 What was our problem
 What did we do

« How is it going so far

» Local experiences from implementing Med-A day O

 How we keep track on forms due
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Transplant history in Copenhagen

« First transplant performed April 1971
« Second transplant performed December 1972
» 110-120 first transplants each year

« Myeloablative and non- myeloblative transplants
* Children and adults
« Using BM, PBSC, single and double CBU

« 2000 first transplants

* 1430 myeloablative
« 533 non-myeloablative
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Our center provides data for:

« EBMT - day 0, day +100 and annual

« CIBMTR - day 0O, day+100, day+180 and annual
« Different CBB - various

« Local database - day 0, day +100 and annual

» Research center under CIBMTR

« 1000 patients are due to follow up each year.
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What was the problem

» Accurate data collection is essential
No tradition for systematiclly performing audits

« Most data available - but lack of evaluation

» Physicians not familiar with data collection according to
EBMT/CIBMTR

* Preparing for a JACIE accreditation
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What did we do
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Information required for the patient file by day +100, +180 and Annual.
The aim of this tool is to collected correct information on HSCT patients.

Our center collects information for the local database, CIBMTR, EBMT, Donor Registers and Cord
Blood Banks.

A number of patients are enrolled in protocols and studies which often requires similar information.

The consulting physician evaluates and documents the following in the patient file:

Status of remission; requires the physicians assessment by blood samples, biopsies, scans (etc.)
GVvHD; requires the physicians assessment and diagnosis.

Liver-, lung-, and other complications; requires the physicians assessment and diagnosis.
Karnofsky score and occupational status; informed by the patient at the consultation.

The Data Manager looks up information about:

Take; according to the applicable definitions by reviewing the blood tests and transfusion records in the
patients file.

Infections; the clinical microbiology tests are reviewed.
Secondary malignancy; are found in the national pathology database in Denmark.



EBM/I=

European Society for Blood and
Marrow Transplantation

Optimizing data collection-at a BMT unit

Information required for the patient file by day +100, +180 and Annual.

The aim of this tool is to collected correct information on HSCT patients
Our center collects information for the local database, CIBMTE., EBMT. Donor Registers and Cord Blood Banks.
A mumber of patients are enrolled in protocols and studies which often requires simmlar information.

The consulting physician evaluates and documents the following in the patient file
+ Status of remission; requires the physicians assessment by blood samples. biopsies, scans (etc.)
*  GvHD:; requires the physicians assessment and diagno:
¢ Liver-, hng-, and other complications; requires the physicians assessment and diagnosis.
+ Kamofiky score and occupational status; informed by the patient at the consultation.

The Data Manager looks up information about:
#  Take; according to the applicable definitions by reviewing the blood tests and transfusion records in the
patients file
+ Infections; the chimical microbiology tests are reviewed
*  Secondary malignancy; are found in the national pathology database in Denmark.

Data aszed by the consulting physician Day Day

+100 +180 Anmual
Kamofsky score . . .
Status of remission . . .
Start of aGvHD), organ involvment, stage and . . -
rade
Start of ch'IjD organ involvment, grade and L] . .

overall severity

Laver licati . . .
Pulmonary complications . . .

Other comphications (TAM, renal failure
requireing dialysis, hemorhage, avascular

necrosis, heart failure, dizbetes, gonadal . . .
dysfunction)
0 ional status . .
Date of withdrawal of immmmosuppressive . .
agents
Data collected by the data manager Day Day

+100 +180 | Annual
Take .
Infection . . .
Secondary mali y . . .
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Alt GVHD
Grading and Staging:
Stage Liver (billirsbin} Gat/G (diarrhes)”
) €
3 : -
4 + severe sbdominal pain = ileus

Dnarrhea are related to surface for patens <40 kg
Upper GI GvHD verified by biopsy = GI stadium = 1.

Grading:
Grada T Skin 12
Grade I Skin1-3
Grade I Skin2-3 . I 2-3. And affected general condition.
Grada TV S«L:l 14 . Liver 2-4 andior Guz 1-4. And severs affected ﬂu&l condition.
Body Area Percent Total Percentage
Each Amm % 18%
Tach ez 8% EED
Chest & Abdomen 18%
Back 18%
Head [
Pubiz 1%

VOD (am. Jomes)
Billirubin = 34 romol 1 and at least two of the following a: hepatomesalt. b: ascites. ¢ weight gain = 5 % before day 21

Chromic GvED

Report “limited” if chronic GVHD includes only localized skin involvement and/or liver dysfunction.
Report “extensive” if any of the following symptoms are arributed to chromic GVEHD:

Generalized skin involvement andior liver dysfimction

Liver histology showing chronic aggressive hepatitis, bridging necrosis, or cirrhosis

Involvement of the eye

Involvement of the salivary glands or oral mmcous membranes

Involvement of amy other target organ.

Overall severity of chronic GVHD

Currently there are no specific critesia for the severity of chronic GVHD. This subjective assessment should be reported s documented by the
phivsicien using the gwidelines below:

Mild - signs and symptoms of chronic GVHD do not interfare substantially with fanction and do not progress once appropriately weated with
local therapy or standard systemic therapy (corticesteroids and/or CyA/ FE 506 MMF/Sirolinms).

Moderate - signs and synptoms of chronic GVHD interfers somewhat with fimction despite sppropriste therapy or are progressive through first
Line systemic therapy (corticostercids and/or CyAFE 506/ MMEF/ Sirolinms).

Severe - signs and symptoms of chronic GVED Limit fimction despite appropriate therspy or are progressive through second line
tharapy
Karnofsly Performance Lanskey
Tommal. Mo conplamts. Mo evidence of 100 Fully active, nomesl
disease.
“Able to camry on normal activity. Minor sigms o %0 “MEnor resmicions with sTezuous physical
symptoms of disesse activity
Normal activity with effort. Some signs or 80 Active, but gets tired more quickly
symptoms of disease.
(Cares for self Unable to camy on normsal i Both greater restriction of and less fme spent in,
actviry or 1o do acive work. actve play
‘Requires occasional assistance, but 55 able to ] Up and around, but minimal aczve play; keeps
care for most of personal neads. busy with quister activities
) j . 50 Lying around nmch of the day, but zets dressed;
R.eq_\_n:esc:::smb]e assistance and frequent noacive play; panticipates in all quiet play and
medical activities
Disabled Requires special care and assistance. 40 Mostly in bad: parficipates in quist activities
Severely disabled Hospital adniission is 3 Stuck in bed; needs halp even for quiet play
indicated although death is not imminent
‘Hospimlization necessary. Very sick, acive 0 Often sleeping; play & entirely limited to very
SIDPOIIVE reANTEnt NECRsSArY. passive activities
Moribund: fatal processes progressing rapidly. 0 Does not play nor get owt of bed
Daad 0 Unresponsive
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Standard note day +100

“PRefr Mavn

KontakEanssar Kontaktperiode
44105 i8.08.2015 -
Jisagrangsperiads Producend/ Bef. Bk kst fMctattype Sypehusie]
:JJ: 10,2015 il 1301
19.11.2015 09:40 B Notat Lege 4041L9 Ha=matologisk ambulatorium 4041 13
Ambulant kentrol dag +100
Siden sidst: | ro i akut hud GvH )

Karnofsky score:100
Remissionsstatus:CR

aGVHD: har haft akut hud GVH
Cav oris: 0

Hud: yes
Tarm: 0
Lever: 0

Lunger: 0
eGVHD: 0

Infektion: 0
Fomplikationer: 0

_ Rp.: fik prednisclon og fir MMF og Tac
Ses igen: ca hver 14. dag

Aftrapper prednisclon dim predn 20 mg dgl
Sep noxa
sep valcyte
rp zelitrex

Lidt hejt BT rp selozok 50 mg x 1 dgl
KM senere idag. Far svaret t1f om 14 dage og ses igen om 4 uger. Henmv
v behowv.
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Standard note annual

PR -nr Nevn Kartak Giar Kontakiperinde

“ s 404140 10.04.2014 -

MSDINING S pinodd PradigentiBeh Beh.kak /Notatiype Sygehus{e)
- £ ~ : i

20.08.2015 09:40 B Notat Lzge 4041L9 Hamatologisk ambulatorium 4041 1301
Ambulant kentrel | 1 |} &r efter HSCT

Siden sidst: ( Har det glimrende.)

Karnofsky score: 100

Erhvervsstatus: ( let nedsat pga angst. Men karnofsky 100% ]
Remigsionsstatus: CR

aGVHD: 0
Cav aris: 0
Hud: 0
Tarm: 0
Lever: 0
Lunger: 0

cGVHD: 0
Infektion: 0
Komplikationer: 0
Immuncsuppressiv behandling er seponeret d.: (ca feb 15),
Immunosuppressiv behandling er ikke seponeret | )

)

Sea igen : 3 mdr

ATt ety ST o
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How are we doing so far
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The results from the first day +100 audit:

* 44% had all requested data available
* 44% had KF available

* 56% had status of remission available
« 89% had GvHD status available
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The results from the first day +180 audit:

« 27% had all requested data available

 64% had KF available

« 36% had status of remission available

 55% had GvHD status available

« 45% had status of current or most recent work status available
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The results from the second day +100 audit:

 31% had all requested data available
 50% had KF available

 63% had status of remission available
 63% had GvHD status available
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The results from the second day +180 audit:

 50% had all requested data available

 50% had KF available

* 75% had status of remission available

 75% had GvHD status available

* 75% had status of current or most recent work status available
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The results from the first annually visit:

* 42% had all requested data available

* 46% had KF available

* 58% had status of remission available

 62% had GvHD status available

* 54% had status of current or most recent work status available
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Comparing audit results:

100
90
80 //\\
70 A N
60
40 —— ~ ——Day 100, 1. audit
30 ~ Day 100, 2. audit
20
10
0 T T T 1
Karnofsky score Status of remission  Status of Graft All data avalible
missing missing versus Host
Disease missing
80
70 // \\
60 ™
50 == — ~
\
o ~—" —
28 ~ ——Day 180, 1. audit
10 —Day 180, 2. audit
0 T T T T 1
Karnofsky Status of Status of Graft  Status of  All data avalible
score avalible remission versus Host current or most
avalible Disease recent work
avalible status
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Local experiences from implementing Med-A day 0

How we prepare for data collection

» Create a folder containing information with name, date of birth,
diagnose, date of diagnose, date and type of transplant, donor
iInformation

« Paper copy of Med-A or Med-B and disease specific form

Collecting data starts when conditioning regime has started

« Using patient file for informations on pre transplant condition,
donor and graft information and conditioning regime.

« Using referring file for information on primary disease and
treatment.
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How do we keep track on what to do when

Data are requested:

« EBMT —day O, day +100 and annual

« CIBMTR - day 0, day+100, day+180 and annual
« Different CBB - various

» Local database — day 0, day +100 and annual

« Various guidelines for follow up
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In order to keep track on what to do and when to do it - we
created our own folder system, that is fairly staright forward
and easy to use

* Three different sheets; +100, +180 and annual follow up

» Prefilled with UPN, CRID, name, date of birth, diagnose, date of
transplant, data and which form due

* One folder containing the sheets; +100 and +180 follow up
« One folder containing the sheet; annaul follow up

e Stored in order of month and due date
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THANK YOU FOR LISTENING

Questions?

Camilla.roepstorff@reqionh.dk
Heidi.petersen@reqgionh.dk
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