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Informed Consent for Extended pancreatic neck transection versus conventional pancreatic neck
transection during laparoscopic pancreaticoduodenectomy (LPDEXCEPT): a multicenter

superiority randomized controlled trial

Informed page
Dear Mrs. /Mr.,
Thank you for your interest in our clinical research! We will invite you to participate in a randomized
controlled clinical trial of extended pancreatic neck transection versus conventional pancreatic neck
transection during laparoscopic pancreaticoduodenectomy (LPDEXCEPT).
Before you decide whether to participate in this study, please read the following as much as possible
to help you understand the research, the purpose, the research process, and deadlines, and what may
be brought after you participate in this study, which might be benefits, risks or discomfort. If you
prefer, you can also discuss it with your family, friends, or ask your doctor for an explanation.
This clinical trial has been approved by the Ethics Committee on Biomedical Research of West
China Hospital of Sichuan University (2023-167) in March 2023. And the number of participants in
this study is expected to be 154.

I. Why to participate in this trial? (Research background

and research purposes)

Pancreaticoduodenectomy is the standard procedure for patients with malignant or benign tumors
of the pancreatic head, the lower common bile duct, and the periampullary area of the duodenum.
Since Gagner and his colleagues performed and introduced the first total laparoscopic
pancreaticoduodenectomy (LPD) in 1994, LPD has become progressively acknowledged for its
advantages such as less bleeding, less pain, and faster recovery.

Despite the advances in laparoscopic technology, postoperative pancreatic fistula (POPF) remains
one of the most severe complications of LPD, which occurs in around 20% of patients. POPF is
typically associated with secondary complications, such as post-pancreatectomy hemorrhage, intra-
abdominal infection. These could lead to prolonged length of hospital stay, increased hospital cost,
and even death. Therefore, prevention of POPF has always been of high priority in pancreatic
surgery.

The level of pancreatic neck transection during LPD is not conclusive. Theoretically, the level of
pancreatic transection can significantly affect the occurrence of POPF by influencing both the blood
supply to the anastomosis and the location of the main pancreatic duct in the pancreatic transverse
section. The head of the pancreas is supplied by the anterior and posterior pancreaticoduodenal
arterial arcades which are formed by branches from the celiac trunk and the superior mesenteric
artery. The body and tail of the pancreas are supplied by branches from the splenic artery. And there
is an intermediate zone lacking proper vascularization in the neck of the pancreas, called “vascular
watershed”. Therefore, the level of pancreatic neck transection might influence the pancreatic stump
vascularization. Strasberg and his colleagues have studied the impact of the defects of pancreatic
stump vascularization on POPF and showed there is a statistically significant correlation. The main
pancreatic duct arises in the tail of the pancreas, and lies midway between the superior and inferior
margins and slightly more posterior than anterior through the tail and body of the pancreas. Then it
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turns caudad and posterior on reaching the head of the pancreas. Therefore, the level of pancreatic
neck transection could influence the location of the main pancreatic duct in the pancreatic transverse
section. Angzhi Li and his colleagues have studied the impact of the location of the pancreatic duct
on POPF. And they found the risk of POPF was reduced when the center of pancreatic duct is far
from the edge of pancreas.

Bardol and his colleagues conducted a retrospective cohort study and consolidated that a long
remnant pancreatic neck could be an independent risk factor for POPF after
pancreaticoduodenectomy. However, to date, there exists no randomized study dedicated to
answering whether patients could benefit from extended pancreatic neck transection during LPD.
Thus, we conduct a multicenter randomized trial, LPDEXCEPT, with the hypothesis that extended
pancreatic neck transection has superiority to conventional pancreatic neck transection.

The broad goal of this trial is to evaluate the superiority of extended pancreatic neck transection
during LPD.

Il. What will be done if you participate in the
research?

If you meet the inclusion criteria and agree to participate, you will be tested according to the
following steps: divided into two groups according to the study plan, respectively, undergoing
extended pancreatic neck transection or conventional pancreatic neck transection during LPD. You
may be assigned in any group. All patients underwent routine nursing of biliary and pancreatic
surgery, and collected various indexes before, during and after surgery. At the same time, follow-up
for 3 months. The time points of follow-up were the first and third month postoperatively. The

follow-up method was ward follow-up combined with telephone follow-up.

I1l. What are the alternative treatment
options?

Patients with resectable benign or malignant tumors of the lower common bile duct, periampullary
region of the duodenum, and head of the pancreas could participate in this trial. Alternative treatment
options for patients with benign tumors include regular follow-up with conservative observation.
According to the existing guidelines, surgical resection is preferred for patients with resectable

malignant tumors, and no other treatment alternatives are recommended.

IV. Who can participate in this study? Who is
not suitable for research?

Who can:
(1) Patients with benign or resectable malignant tumors of the lower common bile duct, Vater
ampulla, head or uncinate process of the pancreas.
(2) 18 years old < age < 80 years old, no gender limit.
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(3) Patient is expected survival beyond 3 months.

(4) No pregnancy or pregnancy plan within 3 months after surgery.

(5) Nutrition risk score <3 according to the Nutritional Risk Screening for Inpatients 2002
(NRS2002) standard score.

(6) No contraindication to surgery for anesthetic evaluation.

(7) The subjects voluntarily joined the study and signed an informed consent form, with good
compliance and cooperation with follow-up.

Who not:

(1) Patients with borderline resectable and unresectable malignancies.

(2) Patients undergoing neoadjuvant chemotherapy or radiotherapy.

(3) Patients with tumors exceeding the level of the gastroduodenal artery as measured by
preoperative radiography.

(4) Intraoperative exploration reveals tumor adhesions with portal vein-superior mesenteric
vein, requiring revascularization and reconstruction.

(5) Operation transfers to open.

(6) Operation transfers to other procedure.

V. Adverse reactions, risks, and protective
measures for participating in the study.

The main adverse reactions and risks are as follows:

1. In the operation, the surgical method is determined according to medical conditions according to
the condition.

2. Due to the patient's condition (critical, complicated, poor systemic conditions), individual
differences, sudden and sudden recession may occur during and after surgery, multiple organ failure
(such as heart failure, respiratory failure, liver failure, renal function) Failure, DIC, etc.) or
unpredictable changes in the condition can be life-threatening.

3. Major bleeding, hemorrhagic shock may occur during surgery, and life-threatening.

4. The operation is due to anatomical variation and severe adhesion for therapeutic purposes. It may
be inevitable to damage surrounding and nearby tissues and organs, and the corresponding organs
need to be repaired or reconstructed.

5. Special medical supplies such as chemotherapy pumps, anastomotic devices, etc. may be used
during surgery, and special treatments such as radiofrequency therapy and cryotherapy may be used
during surgery.

6. Tumor patients may not be able to undergo surgical resection due to the condition, or recurrence
and metastasis after resection, requiring further treatment.

7. Recurrent bleeding after surgery, local, systemic infection, bile leakage, pancreatic leakage,
intestinal leakage, anastomotic leakage, and other changes in the condition may be life-threatening
and require reoperation if necessary.

8. Other unforeseen or unpredictable adverse consequences and medical risks.

9. May need to be admitted to the ICU ward, if necessary, after surgery.

10. Postoperative examination may be inconsistent with preoperative diagnosis and intraoperative
diagnosis. The final diagnosis is based on postoperative examination.
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11. Determine the risk of biopsy of the lesion under the endoscope under the condition of the
operation.

12. During the operation, malignant tumor metastasis is found, and it is difficult to cure radically or
radically. The risk of radical resection is great. Only palliative anastomosis is possible.

13. During the operation, the abdominal cavity is widely metastasized, and it is impossible to
perform resection or palliative anastomosis.

14. Postoperative abdominal adhesions, intestinal adhesions, intestinal obstruction, may require
relevant treatment.

15. Long-term bed rest, pulmonary infection, and deep vein thrombosis may occur.

16. Incision healing may occur after surgery, infection of the incision, incision splitting, incisional
hernia, etc.

17. Pancreatic exocrine insufficiency.

18. Laparoscopic pancreaticoduodenectomy may be due to tissue adhesion, intraoperative bleeding,
etc.

19. Pneum abdominal syndrome, etc.

V1. What will be done in the event of any of
these adverse events during the study?

If there is any discomfort in the study, or the condition changes, or any unexpected situation,
regardless of whether it is related to treatment, you should promptly notify your doctor, he/she will
make an accurate judgment and medical treatment. deal with. If the patients participating in the
trial have the above complications, they will form a professional medical team to deal with and
treat them for the first time. If an adverse event occurs in a clinical trial, the Medical Expert
Committee will determine if it is related to surgery or trial. The treatment and examinations
required for other diseases that you have combined at the same time will not be included in the

free range.

VII. Possible benefits of participating in the
Study.

By participating in this study, your condition may improve. And the study may help determine which
treatments are safer and more effective in treating other patients with conditions like yours.

VIIl. The relevant costs.

Subjects will not pay for participation in this trial, except for the costs incurred during the

treatment.

IX. The confidentiality of clinical data.

Your medical records (research medical records, CRF, test results, etc.) will be kept completely at
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the hospital where you are attending. The doctor will record the results of the tests and other tests
on your medical record. Researchers, ethics committees, and higher-level medical administrations
will be allowed to access your medical records. Any public report about the results of this study
will not disclose your personal identity. We will make every effort to protect the privacy of your
personal medical information to the extent permitted by law. According to medical research ethics,
in addition to personal privacy information, experimental data will be available for public inquiry
and sharing. Query and sharing will be limited to web-based electronic databases, ensuring that no

personal privacy information will be disclosed.

X. Do you have to participate in the trial?

Whether or not to participate in the research is entirely up to you. You may decline to participate
in the study or withdraw from the study at any time during the study, which will not affect your
relationship with the doctor and will not affect your medical or other benefits.

For your best interest, your doctor or researcher may discontinue your participation in this study at

any time during your research.
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Signature page
Clinical Research Project: Extended pancreatic neck transection versus conventional pancreatic
neck transection during laparoscopic pancreaticoduodenectomy (LPDEXCEPT): a multicenter

superiority randomized controlled trial.

Research Center Name:

Subject’s Statement: [ have carefully read the contents of the informed consent form, and the
researchers have answered my questions. I fully participated in the study and fully cooperated
with the researcher after fully understanding the purpose, method, possible therapeutic benefits
and possible risks and other provisions mentioned in the informed consent form. I understand that
I can withdraw from the study at any time, and I do not need any reason. The medical services |
receive and the legal rights I enjoy are not affected at all. Finally, I decided to agree to participate
in this study and to ensure compliance with my doctor's advice.

Subject Signature:

Date:

Contact Number:

Subject’s Legal Agent signature (If applicable):

Date:

Contact Number:

Doctor’s Statement: I have explained fully detail to the subjects, including the potential risks.

Doctor Signature:

Date:

Contact Number:

Ethics Committee on Biomedical Research of West China Hospital of Sichuan University
Contact Number:028-85422654, 028-85423237

You J, et al. BMJ Open 2024; 14:e078092. doi: 10.1136/bmjopen-2023-078092



BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
Supplemental material placed on this supplemental material which has been supplied by the author(s) BMJ Open

AS: v2.0 MRAHBE: 2023402 H 21 H

IR AR SRR+ 4 BA VI BR AR B 30 S
MESRBEESENAELER
&R AIERIED

EMFiRE

BATRECS )| AFEHERET RN “REBERET Ak A+ 5k
FEHNESREHRELEWEXEXR” RAFAR. ARREERMNERAFHEE
B, BRAEFCER. WAEIER., BEAXMBRBEER. | AL FERK. FLH
ARER., zHAF - ARER. ¥MNTE-ARER. FEER. FrERFER®
IR, it a 184 8% REF RS, ARRCEBINNAZETRERANESF
REFEEZ RSN FEIE.

1. AN 2T ATAFL?

e+ I M ARG IT RRIR K. BB B T B R - — 46 I % IR B R AR o K
Ro MAEMASIHEAHTY LR, BEFRT _HRhRaTARQE/ N, HLE
DLRER, RRBEERBTEULE.

JREZ LPD RJE¥ B RIE. % POPF R AW X WHHE, N ETfngE
POPF. F&1% POPF % 4 &2 Jik BR SN FHATUS £ A X A 25

BRI SEMEERFR ZBEZWEIYE TR, FARER A RIANGEN £
JREFNAREE AT A, BREMXARRAZTREERIANGEHLE R W F A6
WEBRENEEZ—, TREREGENEFTREARERE XL POPF X, TREAR
RAB AL AATLE TR ERBRERE, EREATTHERAFTE; WERERTRE
JRERKH LAY, TREETTEEHRERMAEM., FHit, LPD FALES, B
BRI ERAST TREERRIEHENLE.

JRIRA Mo R RRA A EEEE T MR RT3
o b o fcAe fa R FE LS BOR MBI RR+ R M T B IRY R A8 R B A Rk T T R
o B R0 b ot B 3 BE o R B R W BB 0 R R . FRARATUED Bt B R 20 Bk R R
Wiz ks FEL Rk, HRBERIANEFE—RZ OEX. FHik, #£LPD A,
BT R IR L B R R IR T S E R B R .

GaetwRArEaRE, LD ATEHERIAMHLEECFAFESLN. BE—HE

You J, et al. BMJ Open 2024; 14:e078092. doi: 10.1136/bmjopen-2023-078092



BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
Supplemental material placed on this supplemental material which has been supplied by the author(s) BMJ Open

BRI TR FA, 7R BE & M 2 B b %% B 1] 88 Rl 2 &% Tmm AL 5 BT R AR 3780 & POPF #Y £R
Y & o B2 408 fF 2t — 2 B0 B M R AL A R U B 98 52 o

B, AB 5 TUE BRI R BB R R A R TE R AR R+ =48
A RAEGLE G ARG REL LA RERXR.

2. W REMWFR, EEEMAA?

CERERBEREAL T IR AT T ERAFREIANFTHKELAE
KRAATH . ZRAE, ETEBALE BB A RAME A, BAA LPD R+ B
1T 88 k- 7 B b % Fi IE BT 77 B WTRR R SR, SE B4 LPD K PO AR 1T B k- R RE L #E Mk
2% 0. 5-1. Ocm &L B b7 AR 30 .

3. TTHAEAFAL T O RA R

BEATYGRWELETER., t -z ARE. RIRKHETMME. LH R
Prg B E TR B AWML T 7R A RHMTRINERET. KENFEH, Tk
WM R B E R F AR, TEMST HiERE.

4. R AR T B A 72

WREHN D WRTREAT IR SHERERE 2 THHEMAMTESE 3) A
WEGFHG M BEELE T BT RE ORFRELIMNE S 8- R B
LHEEE, FAOLEVREZEE b AFPFETEEL 6) ATREEHRTHEMTF
AFREE, WIAESWRART. D RIE (ElRREHEFNEFFE 2002 (NRS2002) )

L, ERNEITFL<3 5,

5. HAmHE AT R ?
%,

SH R, BEWREIETEERER T =8B %R A E 8RR RS R F AR
R, AhatE:
JREE R

A.

D REAEFIATUTR-—TRELTEE, GFSEHE. HENER. A
EMAMEN, REREZFHNEEAR, SRFRNEEAR, FEHN . SEWHAA, KEFX
SEHERE.  REMFELE . AOlMEHNAFENE, KEREHTHT AR
MG, Gl R, A%,

You J, et al. BMJ Open 2024; 14:e078092. doi: 10.1136/bmjopen-2023-078092



BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
Supplemental material placed on this supplemental material which has been supplied by the author(s) BMJ Open

2) RERBEEEN, R (FEARKAELS) BREAEI, ZRRBEY
B, MAFIREHIFH, Y K WEFEERN, FHAT, "ERFHERE .
PROHELE, BEEAGAR. TP, AR REMIEER ALK AT AEH KR,
R FEE, PREFEHE, HERAERATACELREEMHERREHERE, £
R AEw.

) AEHENGIRIAME, OF, F, HE, F
F AEEF XREEFRAGME. AEHERER
RRAEVIA, AN R A,

4) T RRER KRR R EHE, e, FHMEAREMHYE, TaEdIienm
BEARDE, BB, TR, mAF, R, Ll Bk, EEFRORELERR
Edr,

5) BEAS G HAHMRBIAERMERER, MAFKEMRE AR D FH
-

6) JRBE 7k ey e E AR o L R E AR R AN FE R AT, D
BE R A FBR AT A JE BT,

8) ek EERMKEUTMNES A LIE, URECTATHHTRER.

9) JIREE A o i ofn B K RT BE  AE BOVIRRON  SEBROROS L fn IR RS

B. TARME

D AFHG#E, mERMAEE, . B, Bipd, UM, B ERS,

2) AP AHM, SHREAMURT, TEERT (BBl FEhk. [1#KFHE .

D) oMK, mAE, R, R, KRRERITAE, ZERFHEN K, PO,

D AGIEE, FREERETRE B RE FFAGIm, FREE AT (£
KMEFHERKTERUYD , ERTELFNN, FAZEANMET, "EHTHSH
RT.

5) AERRE, BAYetE, FABERGIIR, HoERXRTH
URGIRARK. AiEEME, FAFAEBT.

6) ABFAHMSEREL M, TatFEANNET, REHFAFA,

D ABEERE, BER, BERS, EFHEERE, FRRFATL,

8) AERRZE, HFHAGRMEABEE, THIE-KFHNEZFRRFALT, EERH
B EE LW,

w

¥, SERERERY, BE
AT AN, THETRT

r, EEAIBT

2

You J, et al. BMJ Open 2024; 14:e078092. doi: 10.1136/bmjopen-2023-078092



Supplemental material

BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
placed on this supplemental material which has been supplied by the author(s) BMJ Open

9) A5, A MEE .

100 EAWFLE: EXRTR, AERE, fm, BEMAERE, R&HEER

11) Wt RE: Mid%E RS, B,
12) "R AE: BT, MRS, MAEREK, SME,

13) R ARE; NEERE., CHER. LT, CHEE,

14) miretEgfioR, KA, Rite B A A e E,

15) ZERNEEFE (AFEREMENE AED) .
16) A e A i T F AL
17 % & BA Eim %k,

18) AT EMERG, THAEEME, B 6 0% 6

19 AEE#H=mEHE, HARGHEEK. Ko, Ko,
20 AEIT#KASG., MABELE BT R,

21D b i

22) AERNFREMLE &% ( ARDS ).

23) R RET &, FRMAEAE., HF R gE

24) REBRRA LML S, FREUNTRAREER, SEUVEUBES,

25) AJERRIENME IRk E EE, FEOHMEA R ME.,
26) A J5 iR IR 14 Y A B A

20) EHHAXERE, FEIGBAEEZLR, TAHEYE,
28) ARG EmEdm, MHWRE, TEERT.

29) wRENRA A RK T RES BUMS RS, MR ARG, 18, RE bk it BT

30) AEREFAIE: EMA ARG RERTN e OKE, BELER, BERX

FERREY; EHMAO B R EM A e ARG THSHERTE ., Yo Oinl. WMABH N,

Bl S1E; BRARYVIER R IR & A 5 vl 66 5 BB IR W -3 B b &

A BRI B

DkE, BURERR, RELH

3D RV ERFRAREERT —, RAVMIREAGHELRRE,

32) v H BT TR o R Ae S R

You J, et al. BMJ Open 2024; 14:e078092. doi: 10.1136/bmjopen-2023-078092



BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
Supplemental material placed on this supplemental material which has been supplied by the author(s) BMJ Open

6. FTRLIAE Y ik H Hh I EH TR FAE, Bl fTas2?

ERAETREMRN A BEEREERELFITE, #58E 7 LIRS & AT T
EMFMITE, ARXENAEERETRRAENHR TR ERRANETE F 4,
FRRBRENTE. AR ENTREGRTHTG . B#RETE TR EMHAH,
HAREBEF N FEERTETRERRETERITAE: FE: AAFEHERTA
BEREHANARETRFHMR, HE 24 N NRECEZRABMEXEEHI,
BotfRiEZ R A —ERETELREN, REFEZHRF AERT R F 4 ELRERHAE N
VTR, HRRE RIS, LERE ICU LG, 0K ARHEREREF CRF &
PR RAFHER, BAE, X EhE, TELREFEHIAE, FEaE, BE,
NBEH AN, RIECREE, X, #H, Ko, AETETREHRER, M.
HARAENZRA TR EHHATHY, REFELACHFAE, ERTIEFSTLHEH
NBRIET T, AREZRERERERIK, TORIEXRE LS, It H ¥ HICKE
VAR ELER, GRAETETREMHN, FRAENZHAFHATRERIE, FKEA
KREREN L TE LAME,

7. A A AR T AR 64T 4 ?
SATR R, EHREER T RRBRE, AT ALA BT 2 WA Ie T 77k
UEZ2HBMET SEETAURENEEREA.

8. B RERIAAARERND?
ARFAENLYNT, GEMEETRE. RFEIF O TABFEEWEAN, %
RH B AH R A AT E AT 3 .

9. MAME EARRED?

CHRAAARABREECDNAFERER, #ARAE. AREEHT. AEFEZR
KA EREHETER. BMEAATRAERN AT REE S 2 RELONARR.
BNEEERAFNEEN, R—UEARFENMABETERWRA AL L.

10. KoL MA A 775 ?

SmARHREZTAERY, G UELS AR, RERLWETHNREER Y
AFRMAZEBEARE, EETHEESNEAZ T H. WRERZREARR,
FEHEMELRRA, UWEZXEDITRM.

You J, et al. BMJ Open 2024; 14:e078092. doi: 10.1136/bmjopen-2023-078092



BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
Supplemental material placed on this supplemental material which has been supplied by the author(s) BMJ Open

ZRERR: ROLMHE 7 LR R TR A, TN 5 O 78 70 R AT i
WY T ASWETCR H 0 AR RE AR S A FU AT B AT A5 B RS A A2 (3R i FE 11 1 3T
AHKHE, HEBS AT,

BEED SIEEO RADT T LA AR BT TR A BRI BET SR A YR A .
AR LR 4
RIRERA H - & H H
SEARH MR A FHLS:

FE BN IERE LA Chsd& D
52 E KA

T RE AN F 13-
i AR SR I SR A -

HAEN IERE 44 - QBEVED
AEANZE4 - H -
s WAUE NZE 25 R R A«

EA AR X LIRS IAHT ST A U 1 A AT, JF Boh /it
B2 F L R FE KR A O PR AT RIS DL, Rl 2
INABT IR Re= AR 5 R g e M BUE SR B RS IR A TR ALK
LRAE2E4 H: F H_ _H
B A (TR 2R L 1

W KRZEREREVEXCEEERRS BKHRBIE: 028-85422654, 028-85423237

You J, et al. BMJ Open 2024; 14:e078092. doi: 10.1136/bmjopen-2023-078092



	Appendix 2-1
	受试者知情同意书 V2.0

