Stapled vs Handsewn : A Prospective Emergency Surgery Study (SHAPES Study)
Enrolling Center:

_______________________________
Enrolling Co-investigator:
_______________________________
Emergency general surgery service functions independent of trauma care service:
YES / NO

Patient Demographics and Hospital Variables:
Patient age (yrs) : _________                    Patient Gender:  MALE  /  FEMALE
Weight (kg):   _________                    Height (m):     _________

Date of consult / Initial pathology presentation leading to operation: _________
Time of OR start within 24-hours of consult or decision to operate (circle one):

YES / NO
Hospital LOS:
_______                      ICU LOS:_______  

Mortality (circle one): YES / NO      
IF YES, date of death:__________


Co-Morbidities (please circle all that apply):

	Myocardial infarct.
	CHF
	Periph. Vasc. Dz.
	Cerberovasc. Dz.

	Dementia
	COPD
	Connect. Tissue Dz.
	Peptic Ulcer Dz.

	AIDS
	Mod to Severe CKD
	Hemiplegia
	Leukemia

	Malig. Lymphoma
	Solid Tumor
	Mild Liver Disease
	Moderate-Severe Liver Disease

	DM without end organ damage
	DM with end organ damage
	Solid Tumor without mets
	Solid tumor with mets


Values at Time of Consult or Admission (initial values, if available):
Hemoglobin:_________  WBC:________  Platelets:________

PaO2(mmHg):________  FiO2:________

GCS:______

pH:________   INR:_________    Lactate:________  Base Deficit:______

Albumin (g/dL):______   Total bilirubin(mg/dL):_______  
Serum Cr (mg/dl):________ BUN:_________

Operative Variables

Perioperative vasopressors, defined as vasopressors utilized pre or intra-operatively:      

YES  /  NO
Intra-operative hypothermia, defined as at least one intra-operative temperature equal to or less than 36.0ºC:
     

YES  /  NO

Perioperative corticosteroids, defined as corticosteroid as pre-operative medication or post-operative medication:     

YES  /  NO
Indication for surgical intervention (choose all that apply):

Small bowel obstruction

Gastrointestinal mass/cancer

Mesenteric ischemia

Incarcerated hernia

Perforated viscus / free air

Peritonitis

Appendicitis

Inflammatory bowel disease

Perforated diverticulitis

Volvulus

Other 
Open versus laparoscopic:

Did the operation start laparoscopic:  YES  /  NO

IF NO, PROCEED TO “OPERATIVE VARIABLES AT TIME OF LAPAROTOMY”

Was the operation converted to open:  YES  /  NO 

Reason for conversion to open (check all that apply):

____Inability to visualize important structures

____Inability to safely complete the operation laparoscopically

____Inability to technically complete the operation

____Bleeding

____Injury to structure requiring conversion to open operation for repair

____Unexpected pathology encountered

List the unexpected pathology ______________________________________

____Other

Please list _____________________________________________________

Intra-operative details:

Operating time:                                              ________________min
Estimated blood loss:


            ________________cc


Intra-operative crystalloid given:

________________cc

Total Intra-operative blood products given:
________________cc


PRBC volume:


________________units


FFP volume:



________________units


Platelet volume:


________________doses

Intra-operative non-blood colloid given:
________________cc 

Urine output          

                        ________________cc

Anastomosis Details:
Anastomosis Number One, Type (circle one that most accurately describes the anastomosis)
Stapled, linear

Stapled, circular

Handsewn, single-layer

Handsewn, two-layer

Combined, stapled and hand-sewn

Location (circle one that most accurately describes the anastomosis)
Small bowel to small bowel

Small bowel to colon

Colon to colon

Colon to rectum

Orientation (circle one that most accurately describes the anastomosis orientation)

Side-to-side, anti-peristaltic

Side-to-side, iso-peristaltic

End-to-end

End-to-side, functional end-to-end
Is there another anastomosis:    YES  /  NO
If NO, PROCEED TO PERI-OPERATIVE NUTRITION
Repeat above for all anastomoses per patient
Peri-operative Nutrition:

Enteral feeding was initiated within (choose the most accurate):

<24-hours   24-48hours   >48-hours   enteral feeding not initiated within one week
What post-operative day was enteral feed initiated:  ________
Did the patient develop ileus or feeding intolerance, as indicated by the medical record? (please circle):    YES / NO
Was TPN initiated? (please circle):  YES  /  NO

How long was TPN given? (choose one)?  <3d   3-7d   >7d
Anastomotic complications, per anastomosis (one complication per anastomosis)

1. Did anastomosis #1 leak, as verified by re-operation and visualization OR contrast enhanced study showing contrast extravasation? (if yes, skip to question 3)
2. Did anastomosis #1 have an associated intra-abdominal abscess (if leak present, do not count abscess)?

3.  Did an entero/colo/recto-cutaneous or entero/colo/-atmospheric fistula form?

Patient-level complications: (check all that apply, see appendix for definitions)

	COMPLICATION
	Check If Present
	HOSPITAL DAY

	Fascial dehiscence, clinically diagnosed and re-operation required
	
	

	Fascial dehiscence, radiographically diagnosed and re-operation required
	
	

	Fascial dehiscence, any diagnosis and no re-operation required
	
	

	Superficial SSI
	
	

	Deep Incisional SSI
	
	

	Organ Space SSI
	
	


OPEN ABDOMEN ARM, only

Management Variables:
Indication for use of open abdominal management (check one that best applies)
____Damage control (metabolic derangement precludes additional operative time)
____Excessive contamination

____To facilitate early re-exploration and urgent / emergent re-evaluation (i.e. assessment of bowel viability)

____Decompression of abdomen in setting of elevated ICP

____Other

Please list  ________________________________________________________

Contamination present at initial operation (please choose one) YES / NO

IF YES (choose all that apply) 

LOCAL PURULENT / DIFFUSE PURULENT / FECULENT
Damage control indicators present during operation?  (Check all that apply)

 _____  Clinical coagulopathy

 _____  Acidosis (pH:_________)

 _____  Hypothermia (temp < 36º C)

Anastomosis Number One, Type (circle one that most accurately describes the anastomosis)
Stapled, linear

Stapled, circular

Handsewn, single-layer

Handsewn, two-layer

Combined, stapled and hand-sewn

Location (circle one that most accurately describes the anastomosis)
Small bowel to small bowel

Small bowel to colon

Colon to colon

Colon to rectum

Orientation (circle one that most accurately describes the anastomosis orientation)

Side-to-side, anti-peristaltic

Side-to-side, iso-peristaltic

End-to-end

End-to-side, functional end-to-end
Day of open abdomen management when created (ie, initial operation is day 0):_____
Is there another anastomosis:    YES  /  NO

If NO, PROCEED TO PERI-OPERATIVE NUTRITION
Repeat above for all anastomoses per patient

Peri-operative Nutrition:

Enteral feeding was initiated within (choose the most accurate):

<24-hours   24-48hours   >48-hours   enteral feeding not initiated within one week
What post-operative day was enteral feed initiated:  ________

Did the patient develop ileus or feeding intolerance, as indicated by the medical record? (please circle):    YES / NO
Was TPN initiated? (please circle):  YES  /  NO

How long was TPN given? (choose one)?  <3d   3-7d   >7d
Anastomotic complications, per anastomosis (one complication per anastomosis)

1. Did anastomosis #1 leak, as verified by re-operation and visualization OR contrast enhanced study showing contrast extravasation? (if yes, skip to question 3)

2. Did anastomosis #1 have an associated intra-abdominal abscess (if leak present, do not count abscess)?

3.  Did an entero/colo/recto-cutaneous or entero/colo/-atmospheric fistula form?

Outcomes:

Fascial closure attempt during initial hospitalization? (Circle one): YES / NO
If yes, what type of closure was utilized (check the one that applies)
____
Primary fascial closure

____
Wittman patch to primary closure

____
Synthetic Mesh?     Type:______________________________

____
Biosynthetic / Biologic Mesh?  Type:______________________________



Circle management of biologic mesh that applies:




1.
Covered with wound vac – discharged with vac

2.
Covered initially with vac – skin closure same hospitalization




3.
Skin closure over biologic at initial closure operation

____
Separation of components

____  
Other:_____________________________________________

When was fascial closure achieved (HD#_______________________)

Results of Fascial Closure (check as applies)

____    No complication

____
Re-exploration required for:
____Abdominal compartment syndrome






____Abdominal sepsis






____ Dehiscence / Early repair failure






____ Other:______________________

For any questions regarding data collection or completing the online entry submission located at the AAST website, please contact:

Brandon Bruns, M.D. at AASTSHAPES@gmail.com
