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DRUGS, INC.
RANDOMIZATION NUMBER

Head, Eyes, Ears, Nose & Throat

Neck

Chest

Heart

Lungs

Breasts

Abdomen

Back

Extremities

Skin

Genitalia

Lymph Nodes

Central Nervous System

Musculoskeletal System

DRE, including Prostate Exam

Other, specify:

Other, specify:

GENERAL PHYSICAL EXAMINATION
SCREENING

VITAL SIGNS

ND = Not Done N = Normal A = Abnormal (If any answer is abnormal, give pertinent details)

ND N A SPECIFY SIGNIFICANT ABNORMALITIES—PLEASE PRINT

PHYSICAL EXAMINATION

HEIGHT
(in)

WEIGHT
(lbs)

HEART RATE AFTER SITTING 3 MINUTES
(beats per minute)

BLOOD PRESSURE AFTER SITTING 3 MINUTES
  (mm Hg)

(Systolic) (Diastolic)

/

BODY TEMPERATURE
(°F)

BODY MASS INDEX

day month year

RESPIRATION RATE
(breaths per minute)

. .

.

VITAL SIGNS DATE

day month year
Physical Exam Date:
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DRUGS, INC.
RANDOMIZATION NUMBER

END OF STUDY STATUS

Check ONE reason patient was prematurely discontinued from the study:

1 Patient withdrew consent

2 Lost to follow-up, last date of contact:

3 Adverse event (complete Adverse Event form)

4 Administration

5 Protocol violation

6 Death (complete Adverse Event form)

7 Other, specify: ________________________________________________________________________________

____________________________________________________________________________________________

Date of termination from the study:

Did the patient complete the study through the Day 90 visit? 2 Yes

1 No, complete remainder of this page

Comments:  ______________________________________________________________________________________________

________________________________________________________________________________________________________

________________________________________________________________________________________________________

________________________________________________________________________________________________________

Investigator’s Signature: __________________________________________________

I have reviewed the information contained in all sections of this case report form (pages 1–27) and all attached documents. I certify
that the information contained herein is accurate.

day month year

day month year

day month year



03 NOV 03

SITE NUMBER

PROTOCOL NO.:

123-456

first middle last
SUBJECT INITIALSSCREEN NUMBER CRF PAGE NUMBER

1

DRUGS INC.

9

RECEIPT OF INFORMED CONSENT

Date on which consent was obtained:
day month year

DEMOGRAPHICS/
VITAL SIGNS

SCREENING PERIOD

DEMOGRAPHICS

SEX

1 Male

2 Female

DATE OF BIRTH

RACE

1 White

2 African American

3 Hispanic

4 Asian

5 Pacific Islander

6 Other, specify:  ________________________________

day month year

BODY TEMPERATUREHEIGHT

VITAL SIGNS

PULSE RATE
(beats per minute)

BLOOD PRESSURE
 (mm Hg)

(Systolic) (Diastolic)

WEIGHT

.

RESPIRATION RATE
(breaths per minute)

Not Done

1 in

2 cm

1 lb

2 kg .
1 °F
2 °C

/

day month year

Date of Visit:

If the subject is female, is she of childbearing potential?

1 No, indicate one reason: 2 Yes, indicate which contraceptive method is being used:

1 Surgically sterilized 1 Hormonal

2 ≥ 1 year post-menopausal 2 IUD

3 Barrier with spermicide

CHILDBEARING STATUS Not Applicable (male)

2 0 0

2 0 0

1 9
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GENERAL MEDICAL HISTORY

DEMOGRAPHICS

SEX

M F

DATE OF BIRTH

_____/_____/_____
M D Y

WEIGHT (kg) HEIGHT (cm) RACE

WHITE (1) BLACK (2) ASIAN (3)

OTHER (4) ______________________________

DATE OF EXAMINATION

_____/_____/_____
M D Y

. .

IF YES. CIRCLE STATUS AT
START OF STUDY

1 = STABLE
2 = UNSTABLE
3 = UNKNOWN
4 = RESOLVED

DOES THIS PATIENT HAVE
 A PAST HISTORY OF:

0 = NO
1 = YES

SPECIFY DISEASE/DISORDER DATE OF ONSET

M D Y

DATE OF
RESOLUTION

M D Y

Malignancy

Cardiovascular Disease

Pulmonary Disease

Gastrointestinal Disease

Hepatobiliary Disease

Genitourinary Disease

Gynecological Disease

Musculoskeletal Disease

Metabolic Disease

Psychiatric Disease

Neurological Disease

Allergies, including drugs

Infectious Disease

Skin Disease

Organ Transplant

Other (specify)

0 1

0 1

0 1

0 1

0 1

0 1

0 1

0 1

0 1

0 1

0 1

0 1

0 1

0 1

0 1

0 1

1 2 3 4

1 2 3 4

1 2 3 4

1 2 3 4

1 2 3 4

1 2 3 4

1 2 3 4

1 2 3 4

1 2 3 4

1 2 3 4

1 2 3 4

1 2 3 4

1 2 3 4

1 2 3 4

1 2 3 4

1 2 3 4
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A B C D E

A B C D E

A B C D E

A B C D E

A B C D E

A B C D E

PRE-TREATMENT LABORATORY DATA

IF AN INDIVIDUAL TEST WAS NOT DONE, CIRCLE “N.D.”TEST DATE  _____/_____/_____
M D Y

HEMATOLOGY RESULT RESULTBLOOD CHEMISTRY

CBUN

CCRIT

CBIL

CSGOT

CSGPT

CLDH

CALKP

CK

CNA

CCA

HEMATOCRIT

HEMOGLOBIN

RBC

PLATELETS

WBC

NEUTROPHILS

BANDS

EOSINOPHILS

BASOPHILS

LYMPHOCYTES

MONOCYTES

BUN

SERUM CREATININE

BILIRUBIN

SGOT

SGPT

LDH

ALK. PHOSPHATASE

POTASSIUM

SODIUM

CHLORIDE

N.D.

N.D.

N.D.

N.D.

N.D.

N.D.

N.D.

N.D.

N.D.

N.D.

N.D.

N.D.

N.D.

N.D.

N.D.

N.D.

N.D.

N.D.

N.D.

N.D.

N.D.

µmol/L

mg/dL

µmol/L

mg/dL

µmol/L

mg/dL

IU/L

IU/L

IU/L

IU/L

mmol/L

mmol/L

mmol/L

CODE CODE

URINALYSIS RESULT
(CIRCLE ONE, WHERE APPLICABLE)

MICROSCOPIC EXAM
(ONLY IF POSITIVE FOR PROTEIN)

UPH

USPGR

UGLU

UPRO

UHGB

UNITR

UWBC

URBC

UEPIT

UBACT

UCRYS

UCST

pH

SPECIFIC GRAVITY

GLUCOSE

PROTEIN

HEMOGLOBIN

NITRITE

WBC

RBC

EPITHELIAL CELLS

BACTERIA

CRYSTALS

CASTS

N.D.

N.D.

N.D.

N.D.

N.D.

N.D.

N.D.

N.D.

N.D.

N.D.

N.D.

N.D.

CODE CODE

0 1+ 2+ 3+ 4+

0 1+ 2+ 3+ 4+

0 1+ 2+ 3+ 4+

0 1+ 2+ 3+ 4+

RESULT*
(CIRCLE ONE)

*KEY FOR RESULT OF MICROSCOPIC URINE EXAM
A = NONE, NEGATIVE, WITHIN NORMAL LIMITS
B = 1-5 CELLS, TRACE, PRESENT , SLIGHT, RARE, OCCASIONAL
C = 6-20 CELLS
D = 21-50 CELLS, MANY FREQUENT
E = >50 CELLS, INNUMERABLE

UNIT
CHECK UNIT USED

UNIT
CHECK UNIT USED

X 1000/mm3

PERCENT

X 1012/L

X 106/mm3

g/L

PERCENT

g/L

mmol/L

X 109/L

X 1000/mm3

X 1000/mm3

PERCENT

X 1000/mm3

PERCENT

X 1000/mm3

PERCENT

X 1000/mm3

PERCENT

X 1000/mm3

PERCENT

X 1000/mm3

PERCENT

HHCT

HHGB

HRBC

HPLTS

HWBC

HPOLY

HBAND

HEOS

HBASO

HLYM

HMON



THE LENS CO. USE ONLY

CM REVIEW _________

DATE _______________

PRINCIPAL INVESTIGATORPATIENT NO. PATIENT INIT.

PRINCIPAL INVESTIGATOR'S SIGNATURE DATE

STUDY NO. 456-78
INTRAOCULAR LENS INVESTIGATION

THE
LENS
COMPANY

INTRAOCULAR LENS EVALUATION

NONE (0)

OR

CHECK ALL THAT APPLY:

BENDING OR DISTORTION TO OPTIC (1)

NO CAPSULAR FIXATION (2)

NONPIGMENT PRECIPITATION (3)

PIGMENT PRECIPITATION (4)

TISSUE INGROWN TO OPTIC (5)

OTHER __________________________________________________ (6)

EXAMINATION DATE

_____/_____/_____
M D Y

PATIENT AVAILABILITY

PATIENT UNAVAILABLE FOR THIS VISIT (1)

OR

PATIENT DISCONTINUED :  CHECK ONE

DIED (2)

MOVED (3)

LENS REPLACED (4)

LOST TO FOLLOW-UP - UNABLE TO LOCATE (5)

OTHER _________________________________________________ 6)

LENS POSITION

CENTERED (0.0 - 0.5 mm FROM CENTER) (1)

MILDLY DECENTERED (0.5 - 1.0 mm FROM CENTER) (2)

MODERATELY DECENTERED (1.0 - 2.0 mm FROM CENTER) (3)

DISLOCATED (>2.0 mm FROM CENTER) (4)

IF NOT CENTERED:  DIRECTION OF LENS MOVEMENT

__________________ O’CLOCK

LENS MOVEMENT

NONE (0)

OR

CHECK ALL THAT APPLY:

IN-PLANE ROTATION (1)

TILTED (2)

OTHER __________________________________________________ (3)

POSTOPERATIVE REPORT :  FORM 1 - DAYS 1 THROUGH 6

FELLOW EYE STATUS

CHECK ONE:

NORMAL (1)

CATARACT (2)

MONOFOCAL IMPLANT (3)

MULTIFOCAL IMPLANT (4)

OTHER _________________________________________________ 6)

INTRAOCULAR  PRESSURE

APPLANATION (1)

SCHIOTZ (2)

AIR PUFF (3)

_______________mm

ANTIBIOTICS USED

NONE (0)

SYSTEMIC (1)

TOPICAL (2)

CORTICOSTEROIDS USED

NONE (0)

SYSTEMIC (1)

TOPICAL (2)

ANTERIOR CHAMBER DEPTH ESTIMATE

NORMAL (1)

SHALLOW (2)

POSTERIOR CAPSULOTOMY PERFORMED SINCE LAST VISIT

NONE (0)

OR SPECIFY:

DATE    _____/_____/_____

ND:  YAG LASER (1)

SURGICAL (KNIFE, NEEDLE) (2)

OTHER __________________________________________________ (3)

DAMAGE TO INTRAOCULAR LENS

NONE (0)

OR

SPECIFY _________________________________________________ (1)

CONTINUE TO NEXT PAGE



THE LENS CO. USE ONLY

CM REVIEW _________

DATE _______________

PRINCIPAL INVESTIGATORPATIENT NO. PATIENT INIT.

PRINCIPAL INVESTIGATOR'S SIGNATURE DATE

STUDY NO. 456-78
INTRAOCULAR LENS INVESTIGATION

THE
LENS
COMPANY

POSTOPERATIVE REPORT :  FORM 1 - DAYS 1 THROUGH 6 (CONTINUED)

PRE-EXISTING PATHOLOGY NOT EVIDENT PREOPERATIVELY

NONE (0)

OR

SPECIFY ________________________________________________ (1)
(e.g. MACULAR DEGENERATION)

ADVERSE REACTION

NONE (0)

OR

CHECK ALL THAT APPLY:

HYPOPYON (1)

INTRAOCULAR INFECTION (2)

ACUTE CORNEAL DECOMPENSATION (3)

SECONDARY SURGICAL INTERVENTION (4)

 AN ADVERSE REACTION FORM MUST BE COMPLETED FOR ANY “YES” ANSWER.
 THE LENS COMPANY MUST BE NOTIFIED WITHIN 5 DAYS OF ANY

ADVERSE REACTION NOT PREVIOUSLY REPORTED

ASSOCIATED DIAGNOSES

NONE (0)

OR

CHECK ALL THAT APPLY:

FUCH’S DYSTROPHY/GUTTATA (1)

MACULAR DEGENERATION (2)

GLAUCOMA (NON-SURGERY RELATED) (3)

DIABETIC RETINOPATHY/MACULOPATHY (4)

POSTERIOR CAPSULE HAZE (5)

ELSCHNING PEARLS (6)

IRITIS

NONE (NONE TO TRACE FLARE AND/OR CELLS) (0)

OR

CHECK ONE OF THE FOLLOWING:

MILD (1-FLARE AND/OR CELLS) (1)

MODERATE (2-FLARE AND/OR CELLS) (2)

SEVERE (3-4 FLARE AND/OR CELLS) (3)

CORNEAL EDEMA

UPPER

NONE (0)

OR

CHECK ONE OF THE FOLLOWING:

MILD (1)

MODERATE (2)

FOLDS IN D’S (3)

OTHER COMPLICATIONS

NONE (0)

OR

CHECK ALL THAT APPLY:

HYPHEMA (1)

WOUND LEAK (2)

FLAT ANTERIOR CHAMBER (3)

ANTERIOR SEGMENT NEOVASCULARIZATION (4)

FISTULA BLEB (5)

NON-CONSTRICT PUPIL (6)

MACULAR EDEMA - CONFIRMED BY ANGIOGRAM (7)

MACULAR EDEMA - UNCONFIRMED BY ANGIOGRAM (8)

PUPILLARY BLOCK (9)

SECONDARY GLAUCOMA (10)

DETACHED DESCEMENT’S MEMBRANE (11)

CORTICAL REMNANTS (12)

NUCLEAR REMNANTS (13)

CYCLITIC  MEMBRANE (14)

ANTERIOR CHAMBER VITREOUS HERNIA (15)

VITREOUS TO WOUND (16)

INTRAOCULAR FOREIGN BODY (17)

VITRITIS (18)

ENDOPHTHALMITIS (19)

CHOROIDAL DETACHMENT (20)

RETINAL DETACHMENT (21)

RETINAL VASCULAR OCCLUSION (22)

OPTIC ATROPHY (23)

OTHER _______________________________________ (24)

LOWER

NONE (0)

OR

CHECK ONE OF THE FOLLOWING:

MILD (1)

MODERATE (2)

FOLDS IN D’S (3)

THIS CONCLUDES FORM 1.

PLEASE MAIL TO THE LENS COMPANY
UPON COMPLETION.


