Lampiran 1 Uji Statistik

Descriptive Statistics

LAMPIRAN

Mean Std. Deviation M
Segera 60,117 2137 G
1 hari 61,783 168 B
2 hari 64,700 A6T3 6
3 hari 65,517 168 B

Tests of Normality

Kolmogorov-Smirnoy? Shapiro-Willk
Statistic df Sig. Statistic Sig.

Standardized Residual 207 G ,EEZIIIZI’= 840 317
for Segera
Standardized Residual 223 G ,EEZIIIZI’= a0a 421
for Disimpan_1_hari
Standardized Residual 333 G 036 B73 238
for Disimpan_2_hari
Standardized Residual 223 G ,EUUX a0a 421
for Disimpan_3_hari

* This is a lower bound of the true significance.

a. Lilliefors Significance Correction

Mauchly's Test of Spnheri-::itwa
Measure: Kadar_Kolesterol_HDL
Epsnunb
Approx. Chi-

Within Subjects Effect  Mauchly's W Square df Sig. Huynh-Feldt  Lower-hound
Walktu 268 3723 ] 601 8o 233

Tests the null hypothesis that the error covariance matrix of the arthonormalized transformed dependent variables is proportional

to an identity matrix.
a. Design: Intercept

Within Subjects Design: Walkiu

b. May be used to adjustthe degrees of freedom forthe averaged tests of significance. Corrected tests are displayed in the
Tests of Within-Subjects Effects table.
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Tests of Within-Subjects Effects

Measure: Kadar_Kolesterol_HDL
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Type [l Sum

Source of Squares df Mean Square F Sig.
Walktu Sphericity Assumedl 114,085 3 38028 1739536 ,000
Greenhouse-Geisser 114,085 1,771 64,414 1739536 ,ooo
114,085 2,672 42701 17359,536 ,000
114,085 1,000 114,085 1739536 ,000

Error(Walktu)  Sphericity Assumed 328 156 022

Greenhouse-Geisser 328 8 B5E 037

328 13,359 025

328 5,000 066

Pairwise Comparisons
Measure: Kadar_Kolesterol_HDL
95% Confidence Interval for
Mean Difference”
Difference (-

(I wakiu () Wakiu J) Std. Error Big_b Lower Bound pper Bound
1 2 -1 66T 17 ,aoa -2162 -1,171
3 -4,583 087 ,aoa -4,951 -4.215
4 -5,400° 106 ,aoa -5,8449 -4,951
2 1 1,667 17 ,ooo 1,171 2,162
3 2,917 065 ,aoa -3,193 -2,641
4 3,733 056 ,aoa -3,9649 -3,488
3 1 4583 a7 ,aoa 4214 4,951
2 2,917 065 ,aoa 2641 3,193
4 BT 060 ,aoa -1,070 -,563
4 1 5400 106 ,aoa 4,951 5,849
2 3,737 056 ,aoa 3,498 3,869
3 817 060 ,ooo 663 1,070

Based on estimated marginal means

* The mean difference is significant atthe 05 level.

h. Adjustment for multiple comparisons: Bonferroni.
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Tanggal Waktu Suhu (°C)
Selasa Pagi 08:00 20,1
22 Juni 2021 Sore 16:26 23,1
Rabu Pagi 08:00 22,0
23 Juni 2021 Sore 16:35 24,1
Kamis Pagi 08:00 21,1
24 Juni 2021 Sore 16:42 23,6
Jum’at Pagi 08:00 22,0
25 Juni 2021 Sore 16:30 23,9

Lampiran 3 Dokumentasi Penelitian

A. Alat dan Bahan Penelitian

Gambar 1. Cobas C311

Gambar 3. Mikropipet

Gambar 2. Tip Biru

Gambar 4. Tabung Vakum



Gambar 5. Jarum Vakum Gambar 6. Alkohol Swab

Gambar 6. Holder Gambar 7. Tourniquet

Gambar 8. Sampel darah Gambar 9. Termometer

Gambar 10. Sample cup Gambar 11. Reagen Kolesterol HDL
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Gambar 12. Bahan Kontrol Gambar 13. Sentrifuge

Gambar 14. Komputer

B.

Prosedur Penelitian

Gambar 15. Monitoring suhu Gambar 16. Sentrifuge Sampel

L N

Gambar 17. Pemisahan serum Gambar 18. Distribusi serum untuk
pengulangan
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Gambar 19. Pemilihan Gambar 20. Memasukkan kontrol
Pemeriksaan Kontrol Serum Ke Tray Cobas C311

\ad

Gambar 21. Order Sampel Gambar 22. Simpan Sampel pada
Tray Cobas C311

Gambar 23. Hasil Pemeriksaan
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Lampiran 4 Informed Consent

Informed Consent
KEMENTRIAN KESEHATAN REPUBLIK INDONESIA
POLITEKNIK KESEHATAN KEMENKES BANDUNG

JURUSAN TEKNOLOGI LABORATORIUM MEDIS

LEMBAR INFORMED CONSENT

Penelitian ini berjudul “Pengaruh Waktu Penyimpanan Serum Terhadap
Kadar Kolesterol High Density Lipoprotein Pada Suhu Ruang” bermaksud untuk
mengetahui pengaruh waktu penyimpanan serum terhadap kadar kolesterol baik
yang ada didalam tubuh. Penelitian ini bermanfaat untuk memberikan informasi
terhadap instansi dan masyarakat tentang pengaruh waktu penyimpanan serum
ternadap kadar kolesterol baik pada suhu ruang Sehingga sebagai bahan
pertimbangan dalam penyimpanan sampel pemeriksaan kolesterol HDL atau
kolesterol baik guna membantu dalam menegakkan diagnosis kimia klinik yang

akurat.

Untuk melakukan penelitian ini, saya memerlukan bantuan saudara/i yang
merupakan sampel penelitian saya. Karenanya saya meminta bantuan saudara/i agar
berkenan untuk dilakukan pengambilan darah. Selanjutnya akan dilakukan
pengambilan darah sebanyak 15 mL yang kemudian darah tersebut akan diperiksa
kadar kolesterol baik didalam darah. Dalam proses pengambilan darah, akan ada
sedikit rasa nyeri dan resiko kecil terjadinya pembiruan di kulit sekitar bekas

tusukan jarum. Jika terjadi sesuatu yang memerlukan pertolongan dokter pada saat
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pengambilan darah, maka saudara/i akan segera diberi pertolongan. Bila perlu

dirujuk ke rumah sakit dan biaya akan ditanggung oleh peneliti.

Hasil pemeriksaan saudara akan dijaga kerahasiaannya. Jika diperlukan
untuk kepentingan kedinasan, identitas saudara akan dilindungi dalam bentuk kode
atau nomer dan tidak akan diketahui oleh siapapun dalam pengambilan data

tersebut.

Partisipasi saudara/i ini bersifat sukarela, semua biaya penelitian ini
dibebankan kepada peneliti. Adapun segala informasi atau catatan mengenai hasil
pemeriksaan saudara/i akan dijaga kerahasiaannya. Kalaupun diperlukan untuk
kepentingan kedinasan, maka nama anda akan dilindungi dalam bentuk kode atau
nomor yang tidak akan diketahui oleh siapapun baik yang turut dan tidak turut

dalam pengambilan data tersebut.

Pertanyaan

Apabila ada pertanyaan yang menyangkut penelitian dan diri Saudara/i,
dapat hubungi langsung kepada Ilma Nur’afni Soderi, Jurusan Teknologi
Laboratorium Medis Politeknik Kesehatan Kemenkes Bandung, Jalan Babakan Loa

Cimabhi.

Telp. 081909822697
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Lampiran 5 Persetujuan Setelah Penjelasan

LEMBAR PERSETUJUAN SETELAH PENJELASAN

Saya telah diberikan penjelasan dan telah diberi kesempatan bertanya atas apa
yang tidak saya mengerti. Saya mengerti, bahwa partisipasi sayadilakukan secara
sukarela, dan dapat menolak atau mengundurkan diri sewaktu — waktu tanpa sanksi
apapun dalam penelitian “Pengaruh Waktu Penyimpanan Serum Terhadap Kadar
Kolesterol High Density Lipoprotein Pada Suhu Ruang ” yang dilakukan oleh lima
Nur’afni Soderi dari Jurusan Teknologi Laboratorium Medis Politeknik Kesehatan
Kemenkes Bandung.

Saya memahami maksud, manfaat, resiko, waktu, dan prosedur penelitian ini,
serta saya setuju dengan kompensasi yang akan saya terima. Saya akan
membubuhkan tanda tangan saya di bawah ini dan menyatakan keikutsertaan saya
dalam pelaksanaan penelitian ini.

Setelah membaca pernyataan di atas, saya yang bertanda tangan di bawabh ini:
Nama
Jenis Kelamin :

Umur
Alamat
No. Hp
Telah bersedia untuk ikut serta menjadi subjek penelitian ini. Saya yakin yang

saya sampaikan ini terjamin kebenarannya.

Bandung,.........c.c...... 2021

Peneliti, Responden,

Ilma Nur’afni Soderi
NIM. P17334117439 i
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Lampiran 6 Data Persetujuan Responden

LLEMBAR PERSETUJUAN SETELAH PENJELASAN

Saya telah diberikan penjelasan dan telah diberi kesempatan bertanya atas apa
vang tidak saya mengerti. Saya mengerti, bahwa partisipasi sayadilakukan secara
sukarela, dan dapat menolak atau mengundurkan diri sewaktu ~ waktu tanpa sanksi
apapun dalam penelitian “Pengaruh Waktu Penyimpanan Serum Terhadap Kadar
Kolesterol High Density Lipoprotein Pada Subu Ruang " yang dilakukan oleh llma
Nur'afni Soderi dari Jurusan Analis Kesehatan Poltekkes Kemenkes Bandung.

Saya memahami maksud, manfaat, resiko, waktu, dan prosedur penclitian ini.
serta saya setuju dengan kompensasi yang akan saya terima. Saya akan
membubuhkan tanda tangan saya di bawah ini dan menyatakan keikutsertaan saya
dalam pelaksanaan penelitian ini.

Sctelah membaca pernyataan di atas, saya yang bertanda tangan di bawabh int:
Nama : g())i{()\ AU\\Q N\QO)‘O(\(O
Jenis Kelamin : Pe(emp(_laﬂ
Umur . 21 A0hun
Alamat A KQ\_\SO\‘“ 600 3, AW(O\)O\(\-\ oo, %C\ﬂd\un@
No.Hp (ORGS0 820 624

Teclah berscdia untuk ikut serta menjadi subjek penelitian ini. Saya yakin yang

saya sampaikan ini terjamin kebenarannya.

Bandung,.................... 2021

Penelity, Responden,

M. 1

Ilma Nur'afni Soderi gg\{g Aulia MOQ\'){\(‘Q

NlM Pl 73}4] l7439 .....................................




Lampiran 7 Etik Penelitian

KOMISI ETIK PENELITIAN KESEHATAN
HEALTH RESEARCH ETHICS COMMITTEE

POLITEKNIK KESEHATAN KEMENTERIAN KESEHATAN BANDUNG

KETERANGAN LAYAK ETIK
DESCRIPTION OF ETHICAL APPROVAL
"ETHICAL APPROVAL"

No. 26/KEPK/EC/VII/2021

Protokol penelitian yang diusulkan oleh
The research protocol proposed by

Peneliti utama : Ilma Nur'afni Soderi
Principal In Investigator

Nama Institusi : Jurusan Teknologi Laboratorium Medik
Name of the Institution Poltekkes Kemenkes Bandung

Dengan judul:

Title

“PENGARUH WAKTU PENYIMPANAN SERUM TERHADAP KADAR KOLESTEROL HIGH DENSITY
LIPOPROTEIN PADA SUHU RUANG”

“EFFECT OF SERUM STORAGE TIME ON HIGH DENSITY LIPOPROTEIN CHOLESTEROL AT ROOM
TEMPERATURE”

Dinyatakan layak etik sesuai 7 (tujuh) Standar WHO 2011, yaitu 1) Nilai Sosial, 2) Nilai Ilmiah, 3) Pemerataan
Beban dan, 4} Risiko, 5) Bujukan/Eksploitasi, 6) Kerahasiaan dan Privacy, dan 7} Persetujuan Setelah Penjelasan,
yang merujuk pada Pedoman CIOMS 2016. Hal ini seperti yang ditunjukkan oleh terpenuhinya indikator setiap
standar.

Declared to be ethically appropriate in accordance to 7 (seven) WHO 2011 Standards, 1) Social Values, 2)
Scientific Values, 3) Equitable Assessment and Benefits, 4) Risks, 5) Persuasion/Exploitation, 6) Confidentiality
and Privacy, and 7) Informed Concent, referring to the 2016 CIOMS Guidelines. This is as indicated by the
fulfillment of the indicators of each standard.

Pernyataan Laik Etik ini berlaku selama kurun waktu tanggal 26 Juli 2021 sampai dengan tanggal 26 Juli 2022.
This declaration of ethics applies during the period July 26, 2021 until July 26, 2022.
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Lampiran 8 Kit Insert

HDLC4

56

cobas’

HODL-Cholesterol GenA

Order information

[CONTENT] Analyzer(s) on which cobas ¢ pack(s) can be used
07528566 190 | HDL-Cholesterol Gen.4 (350 lests) Syslem-ID 07 7589 4 | Roche/Hitachi cobas ¢ 311, cobas ¢ 501/502
12172623 122 | Calibrator 1.a.5. Lipids (3 x 1 mL) Code 424

05117003 190 | PreciControl ClinChem Multi 1 (20 x 5 mL) Code 391

05947626 190 | PreciControl ClinChem Muli 1 (4x 5 mL) Code 391

05117216 190 | PreciControl ClinChem Multi 2 (20 x 5 mL) Code 332

05947774 190 | PreciControl ClinChem Multi 2 (4 x 5 mL) Code 392

04483357 190 | Dilvent NaCl 9 % (50 mL) Syslem ID 07 6869 3

English cHoo

System information HDL-cholesterol + O, —  A'cholestenone + H,0,
For cobas ¢ 311/501 analyzers: presence of peraxidase, the hydrogen peroxide generated
HDLCA: ACN 454 i gmw':mnmmmmmmm#
For cobas ¢ 502 analyzer: thdﬂeﬂrﬂmuﬂhmm
HODLCA4: ACN 8454 :

Intended use Porestinse

In vitro lest for the determination of the
HOL-cholesterol Wmm‘:ﬂmmwmmmm
RocheHitachi cobas ¢ systems.

Summary

High density lipoproteins (HDL) are responsible for the reverse transport of

cholesterol from the peripheral cells to the liver. In the liver, cholesterol is

transformed 10 bile acids which are then excreted inlo the inlestine via the
ract

%Mnmma”-dcmum;s
concentration is important in

the HDL- rol is assessment of

atherosderotic risk. Elevated HDL- protect

against coronary heant disease (CHD), whereas reduced HDL-cholesterol
:zmmm triglycenides,

nwophagum also described as cholesterol efflux capacity.®
mmmmmrﬂcwmumw

Tmncy currently, non-HDL-cholesterol appears 1o be best
patient management.

A variety of methods are available to delermine HOL-cholesterol, incdluding

mnm(mmmmmm

whyh

precipitation, and mwo'm the direct methods are used

mmuwumamwm automated HDLC4
, cholesterol oxidase

dete cholesterol esterase

Mmmbmnwwm Is measured
mm“ymnlmmmnwmm)/
National Cholesterol Educasion Program (NCEP) goals for precision and
accuracy 31
Test principle?2
Homogeneous enzymatic colorimetric test.

Non-HDL lipoproteins such as LDL, VLDL and chylomicrons are combined
with polyanions and a detergent forming a water-soluble complex. In this

mmmmammmmmﬂm

mmmmwmmmcmo
of HDL-cholesterol is determined enzymatically by CHER and

m are broken down quantitatively inlo free cholesterol and
WMWCHER. *

cHER
HDL-cholesterol esters + —  HDL-<cholesterol + RCOOH
HO

In the presence of oxygen, cholesterol is oxidized by cholesterol addase 1o
A‘-cholestenone and hydrogen peroxide.

2H,0; + 4-amino-antipyrine + ———* colored pigment + 5 H,0

EMSE + H' + H,0

ANy "

Reagents - working solutions

R1  TAPSO® buffer: 62.1 mmollL, pH 7.77; polyanion: 1.25 g/L; EMSE:
1.08 mmolL; ascorbate oxidase (cucurbita): > 50 pkatL;
peroxidase (horseradish): > 166.7 pkat/L: detergent BSA: 20 g/
preservative

R2  Bis-Tris® buffer: 20.1 mmolL, pH 6.70; cholesterol esterase
(microorganism): > 7.5 pkal/L; cholesterol axidase (recombinant
E coli): 2 7.17 pkat/L: cholesterol aadase (microorganism):
276.7 pkallL; peroxidase (horseradksh): > 333 pkatd.;
4-amino-antipyrine: 1.48 mmolL; BSA: 3.0 g/L: delergents;
preservative

bl 24ydoy 3 =l

R1 is in position B and R2 is in position C.

Precautions and wamings
For in vitro diagnostic use.
Enmhmpm“lndhmuw

waummmmammum
Salety data sheet avallable for prolessional user on request.

Reagent handiing

Ready for use

The intrinsic color of the reagent does not interfere with the test.

Storage and stability

HDLC4

Shelf e al 28 °C: See expiralion date on
cobas ¢ pack label.

On-board in use and refrigerated on the 12 weeks

analyzer:

Divent NaC! 9 %

Shelf ide al 2-8 °C: See expiralion date on
cobas ¢ pack label.

On-board in use and refrigerated on the 12 weeks

analyzer.

Specimen collection and preparation

For specimen collection and preparation only use sultable tubes or
collection containers.

2017-07, V 2.0 Engiish

1/5



HDLCA

omummmmmwmmm

H-quhqmln Kz and K-EDTA plasma.

The sample types listed were lested with a selection of sample collection
lubes that were commercially avaiable al the time of lesting, i.e. nct all
available tubes of all manufacturers were lested. Sample collection systems
::nvmmm‘mw"ﬂungmmumm
ject the lest resulls in some cases. When processing samples in primary
lubes (sample collection systems), follow the instructions of the tube

mmmmwmmmmmm
Coliect biood by using an evacuated tube or syringe. Specimens should
Mbeanﬂymdmnmydmlwm.
Fasting and non-fasting samples can be used "%
Stabiity in serum: 72 hours at 15-25 °C"

7 days at 2-8°C"

12 months at -20 "C*

24 months at -70 *C**

72 hours at 15-25 °C"

7 days at 2-8°C»

3 months at (-15)-(-25) °C*

18 months at -70 °C"

18 months at -80 “C'

It is reported that EDTA stabilizes lipoproteins.”

Materials provided

See “Reagents — working solutions™ section for reagents.

Materials required (but not provided)

= See “Order information” section

= General laboralory equipment

Assay

For optimum performance of the assay loliow the directions inthis
document lor the analyzer concerned. Reler 1o the appropriale operator’s
manual for analyzer-specific assay instructions.

The perdormance of applicaions not validaled by Roche is not warranted
and must be defined by the user.

Stabiity in Li-heparin, K;- and
KyEDTA plasma:

Application for serum and plasma

cobas ¢ 311 test definition

Assay type 2-Point End

Reaction ime / Assay points  10/6-33

Wavelength (sub/main) 700/800 nm

Reaction direction Increase

Units mmolL. (mg/dL)

Reagent pipetting Divent (H;0)

R1 120 pl -

R2 40 uL -

Sample volumes Sample Sample dilution
Sample Dilvent (NaCl)

Normal 24l - -

Decreased 125 pL 15 135l

Increased 24l - -

cobas ¢ 501 test definition

Assay type 2-Point End

Reaction ime / Assay points  10/10-47

S7

cobas’

Wavelength (sub/main) 700/800 nm
Reacton direction Increase
Units mmolL (mg/dL)
Reagent pipetting (H0)
Rt 120 L -
R2 40 L -
Sample volumes Sample Sample diluon
Sample Divsent (NaCl)
Normal 24 - B
Decreased 125l 15l 1354l
Increased 24L - -
cobas ¢ 502 test definition
Assay type 2-Point End
Reaction time / Assay ponts  10/10-47
Wavelength (sub/main) 700/800 nm
Reaction direction Increase
Units mmolL (mg/dL)
Reagent pipetting Divent (H,0)
R1 120l -
R2 40pL -
Sample volumes Sample Sample diluon
Sample Dient (NaCl)
Normal 24 - -
Decreased 125l 15 135l
Increased 244L - -
Calibration
Calibrators S1:H,0
S2: C.l.as. Lipids
Calibration mode Linear
Calibration lrequency 2-point calibraion
 ater reagent ot change
* as required following quality contrel
procedures

Calibration interval may be extended based on acceptable verificaion of
mhﬁmbymeumny

Method
'dmusmmsmu
Cholesterol, CRMLN (Cholesterol Reference Method Laboratory Network),
November 1994,

Quality control
For qualy control, use control malerials as listed in the "Order infcrmation”

In addition, other suitable control material can be used.

The control inlervals and limits should be adapted 1o each laboratory's

wmmvmmmumnmm
Each laboralory should establish commective measures 1o be taken if

vuuummmmm

Quality control materials are intended lor use only as monitors of accuracy

and precision.

2/5
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HDLCA

Follow the government regulations and local guidelines for
qmly(nﬂ‘mm o g

Calculation

Roche/Htachi cobas ¢ systems automatically caiculate the analyte
concentration of each sample.
Conversion factors: mmokL x 38.66 = mg/dL
mg/dL x 0.0259 = mmolL
Limitations - interference™

Criterion: Recovery within + 10 % of initial value at a HDL-cholesterol
concentration of 1 mmolL (38.7 mg/dL).

Icterus:™ No significant interference up to an | index of 60 for

and unconjugaled bilirubin (approximate conjugated and unconjugal
bilirubin concentration: 1026 pmol/L or 60 mg/dL).

Hemolysis:'# No significant interference up to an H index of 1200
(mwmtnmommﬁm 745 pmolL. or 1200 mg/dL).

(Intrafipid).'* No si interference up to an L index of 2000.
No inlerference from native up to 13.7 mmalL or
1200 mg/dL. There is poor correlation the L index (corresponds to

wwmam:&wmmmtmm
may cause falsely elevated HDL-cholesterol results.
Ascorbic acid up to 2.84 mmobL (50 mg/dL) does not interfere.
MWWMMWMW&MM
LDL results are of limited diagnostic value. In some patients with abnormal
fiver function, the HDL-cholesterol result may significantly differ from the
Dcu(de_siwnlodeonummund) Mblhcpreomd
lipoproleins with abnormal lipid distribution.
muommmmammmmmm
common drug panels.?' 2
Statins (Simvastatin) and fibrates ;Beullbme) lested at therapeutic
concentration ranges did not
N-acetylcysteine: No significant interference up 1o a N-acetylcysteine
concentration of 2.76 mmold. (450 mglL).
Acu.-rmphanlnbﬂutialn treated with N-acetylcysteine.
lmni'cmcomimmnuswumm

N-acetyicysieine al

and the acetaminophen metabolite N- imine (NAPQI)
meMmmn
Mu-mVenlpmanopodamwmlheM
of metamizole. Venipuncture immediately after or during the administration
olmmmaywwummm

In very rare cases, gammopathy, hputlcwmnllpltwwm't
macrogiobulinemia), may cause unreliable results.

Fwdqnu::gumﬂnm«hdmdddmbammn
W the patient’s medical history, clinical examination and other

ACTION REQUIRED

Programming: The use of special wash sl ndatory
mmnwconm”r:m Flodn?Hm.m

cobas ¢ systems. The latest version of the evasion list can be
found with the NaOHD-SMS-SmpCin1+2 Method Sheets. For further
mmrdetlolheopuudamd cobas ¢ 502 analyzer: Al

V0 SRRt I, Tk o e 6 miitle
uwmnmmm&% -
Limits and ranges

Measuring range
0. oe-ammm (3.09-150 mg/dL)

Determine samples having higher concentrations via the rerun function.
Dilution of samples via the rerun function is a 12 dilution. Results from

diluted using the function
mz ing the rerun are automatically multiphed by a

58

cobas’

Lower Emits of measurement
Limit of Biank, Limit of Detection and Limit of Quantitation

Limit of Biank = 0.08 mmollL (3.09 mg/dL)
Limit of Detection =0.08 mmoll. (3.09 mg/dL)
Limit of Quantitation = 0.08 mmoll (3.09 mg/dL)

The Limit of Blank, Limit of Detection and Limit of Quantitalion were
determined in accordance with the CLSI (Clinical and Laboratory Standards
Institute) EP17-A2 requirements.
mmd&nkbhw’wubManeomd
samples several independent series. The Limit of Blank
corresponds (o mmmmwmmn
found with a probability of 95
nnm-uomuonuummbmummmwmmu
standard devialion ol low concentration samples.
The Limit of Detection corresponds o the lowest analyte concentration
which can be detected (value above the Limit of Blank with & probabdity of
95 %).
The Limit of Quantitation is the lowest analyte concentration that can be
reproducibly measured with a precision of < 30 % CV. It has been
delermined using low concentration HDL-cholesterol samples.

Expected values
No risk Moderate risk High risk
Females™#® 5 168mmoll  1.15168mmoll < 1.15mmolL
(> 85 mgydL) (45-85 mg/dL) (< 45mg/dL)
Males™ 5.3 >145mmoll  090-1.45mmoll < 0.90 mmolL
(>55 mp/dL) (35-55 mg/dL) (< 35 mgidL)

National Cholesterol Education Program (NCEP) guidelines:”
< 40 mg/dL: Low HDL-cholesterol (major risk factor for CHD)
2 60 mg/dL: High HDL-cholesterol (“negative” risk factor for CHD)

wtwhaﬂmbyammrdlduLe smoking, exercise,
hormones, sex and age. ¥

Each iaboratory should investigate the transferability of the expected values

10 its own patient population and If necessary determine |ls own reference
ranges.

National Cholesterol Education (NCEP) guidelines are based on
serum values. When s, Serum or serum

equivalent values
should be used. Therefore the NCEP recommends using a factor of 1.03 lo
convert EDTA plasma values 10 serum values. A laler study found EDTA
plasma concentrations 10 be 4.7 % lower than those in serum.* To comply
with the 1998 NCEP goal of a bias < 5 % it is recommended that each
wmummmmnmmu
parameters Jor HDL-cholesterol
Treatment goals for nan-HDL-cholesterol have been proposed:?

NCEP ATP lll  ADA/AHA Guidelines for

patients with increased
cardiometabolic risk
Optional goal for very- < 3.37 mmoldL <2.59 mmolL
highvhighest risk patients (< 130 mgidL) {< 100 mg/dL)
(known CVD, diabeles with
elevated risk)
Optional goal for those with < 2.59 mmold
established cardiovascular (< 100 mg/dL)
disease and multiple major risk
lactors
Optional goal for high-risk < 3.37 mmold < 3.37 mmolL
patients, CHD-risk-equivalent (< 130 mg/dL) (< 130 mgidL)
(Framingham 10-year risk
score > 20 %/10 years,
diabetes without other major
risk factors)

2017-07, V 2.0 English
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HDLC4

<4.14 mmolL
(< 180 mgidL)

< 3.37 mmoiL
(< 130 mg/dL)
(2 2 major CVD risk factors,

Framingham 10-year risk score

from 10-20 %)

Optional goal lor high-risk
patients, CHD-risk-equivalent
(Framingham 10-year risk
score > 20 %/10 years,
diabetes without other major
risk factors)
Specific performance data
Representalive performance data on the analyzers are given below.
Results obtained In individual laboralories may differ.
Precision

and intermediate precision were determined using human
mmmmmwmmamcmmmmm

Standards Institute) EPS requirements (4 run, 1 run 2
21dm)mlolcwigm.m i by

<3.37 mmoll.
(< 130 mg/dL)

Repeatability Mean SO cv
mmoilL (mg/dl) mmoil (mg/dL) %
PCCC Multi 1 0.73(28.2) 0.004 (0.15) 06
PCCC Multi 2 1.76 (68.0) 0.01(0.39) 08
Human serum 1 025 (9.67) 0.004 (0.15) 18
Human senum 2 1.05 (40.6) 0.01 (0.39) 07
Human senim 3 153 (59.1) 0.01 (0.39) 05
Human serum 4 205 (79.3) 0.01 (0.39) 086
Human serum 5 366 (141) 0.02(0.77) 06
Intermediate precision Mean S0 cv
mmoll (mg/dl) mmoil (mg/dL) %

PCCC Multi 1 0.73 (28.2) 0.01(0.27) 1.0
PCCC Multi 2 1.72 (66.5) 0.02 (0.77) 14
Human serum 1 025 (9.67) 0.01(0.19) 22
Human serum 2 1.05 (40.6) 0.01(0.39) 08
Human serum 3 153 (59.1) 0.01(0.39) 07
Human serum 4 2.06(79.3) 0.02(0.77) 08
Human serum 5 3.66 (141) 0.03(1.18) 08
PCCC » PemaCantral ClinChem

Method comparison

lﬁdﬂaﬂamlivmhmr:msemmmsarmMm
RocheHitachi cobas analyzer compared with those
;BMMMMMa
Roche/Hitachi cobas ¢ 501 analyzer (x).

Sample size (n) =59

Passing/Bablok™ Linear regression

y = 1.006x + 0.032 mmolL y = 1.012x + 0.021 mmolL
1=0.994 r=1.000

The sample concentrations were between 0.11 and 3,69 mmolL (4.25 and
143 mg/dL).

HDL-cholesterol values for human serum and obtained on
-mmammmm(y)mmm%m
determined using the reagent on a
Roche/Hitachi cobas ¢ 501 analyzer (x).

Sample size (n) = 118

Passing/Bablok™ Linear regression

59

cobas’

y = 0.980x + 0.013 mmolL y = 0.988x + 0.001 mmolL
1=0973 r=0.998

The sample concentrations were between 0.08 and 3.83 mmolL (309 and
148 mg/dL).
HDL-cholesterol values for human serum samples obtained on a

RocheMHitachi cobas ¢ 501 of (y) were compared with those
determined using the HDL Ultra Cholesterol Reagent on a
RocheHitachi 917 analyzer (x).

Sample size (n) = 111

Passing/Bablok™ Linear regression

y = 0.957x - 0.024 mmolL y = 0.961x - 0.033 mmolL
1=0944 r=0.995

The sample concentraions were between 0.13 and 3.86 mmolL (5.03 and
149 mg/dL).
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