June 4, 1999

E D I C EPIDEMIOLOGY OF EDI C For m 042. 3
DIABETES INTERVENTIONS

AND COMPLICATIONS R 4 @ 6

EPI DEM OLOGY OF DI ABETES | NTERVENTI ONS AND COWPLI CATI ONS
Notification and Further Details of Severe Hypogl ycem a Requiring Assistance

This form nust be conpleted each tine a patient experiences a severe hypogl ycem c epi sode requiring assistance as
specified in Chapter 11 of the Manual of Operations. A copy of this formshould be retained in the clinic files and the
original should be mailed to the Data Coordi nati ng Center.

A. | DENTI FYI NG | NFORMATI ON 5 rrational ( 1)
1. dinic Number S — 6. Uncontrollabl e behavior ( 1)
2 patient ID Nunber 7. Confusi on (1)
3. Patient's Initials _ 8. Menory |oss (1)
4 Date this formconpl eted 9. Qher, specify: (1)

Mont h  Day Year 10. None (1)
5. a) Specify date of
occurrence or recognition  __ C. BLOOD GLUCOSE DETERM NATI ON
of hypogl ycenic event: Mont h  Day Year
R 1. Was the blood glucose No Yes Unknown
measur ed BEFORE treat nent ? (D (2 (3
b). If date uncertain, check here: (D
6. Specify date EOC c¢linic I 2 23/ gg?:”nent 1)I I
| earned of the event: Mont h  Day Year | b) Medical care personnel (2 |
7. EDIC followup year (conplete either a or b) [ c) O her ( 3)| |
a) The event was reported at the annual visit. I 3 a) Record neasurement : rrg/dll I
What is the EDIC fol | owup year? o | CR o |
b) The event was reported between two annual I b) 1T UNKNOA, check her e: ( 1)I
visits. Wiat is the LAST EDIC | 4 Met hod used: |
foll owup year? o | a) Blood glucose |
B. CLINICAL MANI FESTATION (Indicate all synptons | b B ood gl ugose 1 _—
or signs which occurred) | monitoring -- meter ( 2)]
1. Loss of consciousness (1) | ] ]
[ c) Lab deternination (plasng) ( 3)|
I I
2. Seizure (1)
. 5. Was the bl ood gl ucose neasured No Yes Unknown
3. Suspected seizure (D AFTER treat nent ? (1) (2 (3)
4. Unusual difficulty in awakening (D
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| 5. By whon? | E. ASSOCI ATED EVENTS
| g) Eggien} | ( %) | 1. Did any of the follow ng occur with No Yes
I cg Clhgfa care personne E 33 I I the hypogl ycenic event described above? ( 1) ( 2)
I
| || | TNDI CATE ALL THAT APPLY: | |
I?. a) Record neaéarenent. _____ngldl I_l I a) death ( 1) I I
| b) I f UNKNOWN, check here: ( 1) | | b) neur ol Ogl cal insult | |
I8 Vet hod used: I | requiring hospitalization (1 | |
| - | o I
I a) Eggﬁgog!gSO?? Vi sual (1 I I ¢) nyocardial infarction (1) I I
| b) Bl ood gl ucose |
| nonitoring -- neter ( 2) | I d) stroke (1 I —————— |
| | | e) inj [
. . jury to the patient
| c) Lab determination (plasng) (3) | | requi ri ng hospitalization ( 1]
I .
D. TREATMENT OF CLI NI CAL MANI FESTATI ON I f) injury to another person ( 1)I
No Yes Unknown
1. Did the synptoms reverse | g) property danage ( 1
wi t hout treatnent? (1) (2 (23 I , , _
2 a) Did the patient receive | W) traffic violation ¢ DI
assi stance? (D (2 ( 3 |
b) Was the patient incapable of
treating self? (1) (2 (3 F.  USUAL | NSULI N TREATMENT
3. X?stﬁggtggt:ﬁn;nhgﬁgiggLLie?oom 1. On what treatnent reginen did the
i 2
or other nedical facility? (1) (2 (23 hypogl yceni ¢ event occur*
4. Treatnent administered: (CHECK ALL THAT APPLY) a) M (1
a) intravenous gl ucose (D b) punp ( 2
b) gl ucagon (1) c) conventi onal ( 3
c) oral carbohydrates (D
S 2. |If a punp patient, is a punp No Yes Unknown
d) Qher, describe: (1) mal functi on suspect ed? (D (2 ( 3
If YES, describe in detail in a
separate report.




Pat i ent

I D

G PRESENCE OF ASSI STANCE

1

Patient's living arrangenent at the tine
of the episode being reported:

Wth parent or guardian
Wth other conpani on/ spouse
In dormtory

Al one

Unknown

O her; specify:

Who was with the patient at the tine of
onset of synmptons? (CHECK ALL THAT APPLY)

a) Parent, guardian, spouse, child or
ot her person with whomthe patient
usual Iy resides

b) School roonmmate, classmate or teacher
c) Passerby
d) O her person, specify:

e) No one; patient was al one
f) Unknown; patient cannot recal

If the patient was not alone
(Question 2), was the person who
was present during the onset of
synpt ons capabl e of recogni zi ng
that the patient was experien-
cing a hypogl ycem c reaction?

No Yes Unknown
(I F THE PERSON WAS ASLEEP, (1 (2 (23

ANSVER THI S QUESTION "YES" | F
THE PERSON WOULD BE CONSI DERED
CAPABLE | F AWAKE. )

If YES to Question 3, did this
person take any action which
m ght have reduced the severity
of this hypoglycenic episode?

No Yes Unknown
(1) (2 (3

e N N N e

e N N e T

1)
2)
3)
4)
5)
6)

1)
1)
1)
1)
1)
1)

H
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If YES to Question 4, what did
this person do? (CHECK ALL THAT
APPLY)

a) Adm nister oral carbohydrates (D
b) Adm ni ster glucagon (D
c) Called paranedics (D
d) Unknown (D
e) Other, specify: (D
Dl URNAL FREQUENCY
1. Indicate the tinme of the onset of the
epi sode (best estinmate):
a) 12:00 am -- 4:00 a.m (D
4:00 aam -- 8:00 a.m ( 2
8:00 aam -- 12:00 p.m ( 3
12:00 p.m -- 4:00 p.m ( 4
4:00 p.m -- 8:00 p.m (5
8:00 p.m -- 12:00 a.m ( 6)
Unknown (7
b) Record the tinme if known: _ :  o'clock
am( 1)
pm ( 2)
O check here if unknown: ( 3)
2. Onset of hypogl ycem a occurrred while patient

was
asl eep (D

awake ( 2
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I . DESCRIPTI ON OF EVENT 2. If patient was awake,
1. Patient's location at onset of episode: a) Were warning signs or
. synptons present prior to No Yes Unknown
Home -- awake (1 the epi sode? (1) (2 (23)
asl eep ( 2
b) If YES, were these
wor k (3 recogni zed as synptons
of hypogl ycem a by the No Yes Unknown
School (4 pati ent ? (1) (2 (3)
Aut ormobi | e 5
8 I (9 c) Anot her person? (D (2 (3
Lei sure activity outside hone -- sports ( 6)
other social activity (7
O her outside home -- awake ( 8)
asl eep (9
Unknown ( 10)

J. POTENTI AL CONTRI BUTI NG FACTORS
1. Characterize the patient's exercise preceding the hypoglycem c event: None Sedentary Moderate Strenuous Unknown

a) Exercise during the sane four-hour period in H 1 (D ( 2 (3 ( 4 (5
No Yes Unknown
b) Was this unusual for this patient? (D (2 (3
c) Exercise during the previous 24 hours excluding the four-hour None Sedentary Moderate Strenuous Unknown
period in H 1 (1) (2 ( 3) (4 (5
No Yes Unknown
d) Was this unusual for this patient? (D (2 (3
2. Characterize the patient's diet preceding this hypoglycenc Ate Less
event: (Check all that apply) M ssed Del ayed Than Usua
Meal Snack Unknown Meal Snack Unknown No Yes Unknown
a) During the same four-hour period in H 1 (D (1 (D (D (D (D (1 (L (D
b) Previous 24 hours excluding the four-hour period
inHI1 (1) (1) (1 (1) (1 (1) (1) 1 (1)
3. a) Were there any deviations fromusual insulin dose or
al gorithm precedi ng this hypoglycen c event? No Yes Unknown
During the sane four-hour period as in H 1 (D ( 2 (3

During the previous 24 hours excluding the four-hour period in H 1 (D ( 2 (3



Patient ID

3.

b) Were there any deviations fromthe
timng or scheduling of insulin?

During the sane four-hour No Yes Unknown

period as in H 1 (1D (2 (3
During the previous 24 hours excl uding
the four-hour period in H 1 (D (2 (3

Was there sexual activity preceding
this hypogl ycenic event?

a) During the sanme four-hour No Yes Unknown
period in H 1 (D (2 (3

b) During the previous 24 hours excludi ng
the four-hour period in H 1 (D

Any al cohol or other recreational drug
consunpti on precedi ng hypogl ycenm c event?

(2 (3

a) During the sane four-hour period
in H1 (1

b) During the previous 24 hours
excl udi ng the four-hour period
in H1 (1

d ucose nonitoring (blood or
precedi ng hypogl yceni c event

a) How is the patient nonitoring his/her diabetes?

(2 (3

(2 (3

urine)

Sel f bl ood gl ucose monitoring (D (2 (3
Urine glucose nmonitoring (D (2 (3
b) Nunber of tests performed during
prior week _
c) Were any tests performed during
the 24 hours prior to episode? (D (2 (3
d) If applicable, did the patient
perform 3: 00 a.m bl ood gl ucose
testing in week prior to episode? (1) ( 2) ( 3)

|
e) Record 3:00 a.m value
|
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(1'F NOT APPLI CABLE, MALE OR NO MENSES, GO TO QUESTI ON 8)

a) Was the patient nenstruating at No
the tine of the episode? (D
b) Was the patient's usual form of
birth control at the tine of No
this episode oral contraceptives? ( 1)
Reg
c) Characterize the patient's cycle (D
If regular, estimate the usual |ength

of cycle (e.g., 28 days)

d) Does the patient's blood or urine
gl ucose fluctuate around the No
tinme of nenses? (D

If YES, explain:

Yes Unknown

(2 (3

Yes Unknown
(2 (3
I rreg Unknown

(2 (3

___ days

Yes Unknown

(2 (3

Was there any recent stress or other
potential psychol ogi cal disturbances No
in the week prior to the episode? (D

Speci fy:

Yes Unknown

(2 (3

Were ot her potentially contributing No
factors present? (D

Pl ease | i st:

Yes Unknown

(2 (3




Patient 1D
10. a) Does the patient usually carry No Yes Unknown
sonmething to treat reactions? (1 (2 ( 3)
Speci fy:
b) Did the patient have sonething
to treat reactions with him at No Yes Unknown
the tine of this episode? (D (2 ( 3

Person conpl eting form

Certification Nunber
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	A.  IDENTIFYING INFORMATION

