Sit
® The REDOXS® Study Pat?ent Enrollment #

REducing Deaths due to OXidative Stress

Protocol Violation Form

Study Coordinator Reporting: Site Investigator

Date and time violation occurred: -
dd mmm  yyyy 24 hr clock

Date and time violation discovered:

dd mmm yyyy 24 hr clock

Type of violation: Enteral supplement < 80% Parenteral supplement < 90%
(check one or both)

Is the local Site Investigator aware of the violation?

Yesor No
If No, explain why?

Reasons for Violation (check all that apply):

High gastric residuals No IV access

No Gl access Elevated urea

Bowel Perforation or obstruction Fluid concerns

Held for procedures or for OR

Other (provide explanation)

Action Taken by Study Coordinator:

Enteral Feeding Protocol reviewed Yes or No
(attached)

Motility agents recommended Yes or No

Small Bowel feeding recommended Yes or No

Rate of supplements doubled Yes or No

Comments:

Complete this form and fax to Project Leader, REDOXS® study at 613-548-2428 within 24
hours of becoming aware of the Protocol Violation.



{0 The REDOXS" Study Enteral Feeding Protocol

REducing Deaths due to OXidative Stress

STOP STUDY

SUPPLEMENT S/Enteral Feeds
IF:

Patient develops:

-bowel obstruction

-bowel perforation

Start Study Supplements
(once patient resuscitated and nasogastric tube in place
Start Enteral Feeds per Clinical Practice Guidelines for
Nutrition Support*

)

l

[ Elevate HOB to 45 degrees if possible }

A

flf thisisthe 1¥ GRV > 250 ml: \
1) Refeed GRV to 400ml max

A

YES (Check GRV g4 hrs

and discard the rest

2) Start Maxeran 10mg IV q 6 hrs

3) Continue with STUDY SUPPLEMENTS
and/or Enteral Feeds

4) Continue with checking GRV ¢ 4hrs

. )

Isthisarechecked residual that is> 250
mls?

YES

(Only if gastric feeding) NO 1) Refeed gastric residual
Isthe GRV > 250 mIs? 2) Continue with STUDY
SUPPLEMENTS/Enteral
Feeds
YES
NO

r

1) Discard the residual
2) Hold Enteral Feeds
2) Do NOT STOP STUDY SUPPLEMENTS

3) Continue with Motility agents
4) Switch to SMALL BOWEL FEEDING and
\ restart enteral feeds

J

* Heyland et al JPEN 27:355-373, 2003

WATER FLUSHES:
Flush tube with at least 10
mis of sterile water:
-g4hrs during feedings
-after aspiration for GRV
-before and after meds
BLOCKED TUBE:
Pancrealipase 8000 units
mixed with crushed Na
Bicarb 500mg in 5ml warm
water prn
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