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PREFACE

In 1988, twelve health maintenance organizations (HMOs) and research staff from
RAND jointly formed the HMO Quality of Care Consortium to develop methods and
instruments for collecting comparable data on quality from health plans with different
organizational and financial characteristics and to make those data publicly available. The
work was supported by a grant from the John A. Hartford Foundation. The purpose of the
consortium was to test two propositions. First, such a diverse group can establish and
pursue a unified quality-of-care research agenda. Second, population-based, outcome-
related, quality-of-care measures can be developed and proved valid across differing health
care delivery systems.

The consortium now consists of eleven managed care plans. They are (in alphabetical
order) AV-MED, CIGNA Healthplans, Group Health Cooperative of Puget Sound, Harvard
Community Health Plan, the Health Care Plan of Buffalo, the Health Plan of America,
Kaiser Permanente Colorado Region, Kaiser Permanente Northwest Region, Kaiser
Permanente Southern California Region, MedCenters Health Plan, and United HealthCare
Corporation. The consortium, chaired by Sheila Leatherman of United HealthCare
Corporation, has clearly defined rules for general governance and for the publication of
results from its work. It is the intent of the consortium to make available to the public all
quality-of-care tools developed and validated as a result of its work.

The primary goal of the study for which this data collection instrument was developed
was to answer the following questions: (1) to what extent is hysterectomy used appropriately
in HMOs; (2) what complications result from the use of this procedure in these organizations?
To answer these questions, criteria for assessing appropriateness were developed and a
medical records abstraction instrument was designed to obtain information on

appropriateness and complications.

ASSESSING APPROPRIATENESS OF HYSTERECTOMY

The scientific literature on the efficacy of hysterectomy and alternatives to its use was
reviewed to guide the development of the abstraction form used to obtain information from
the medical records of patients who had a hysterectomy. Then, the HMOs participating in
the HMO Quality of Care Consortium nominated physicians to serve on an expert panel to
structure and rate the indications for the use of hysterectomy. The panel participated in two

rounds of rating. The first round was conducted by panelists individually and in private and
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was based on the literature review and their own clinical judgment. In the second round,
panelists met in Santa Monica to discuss areas of disagreement or lack of clarity. Each
panelist received an individualized printout showing his or her rating from the first round
along with the distribution of ratings provided by all panelists. Discussions were organized
within each of the major chapters and were targeted on those areas of greatest disagreement
from the first round of ratings. After the discussion of a chapter, panelists were asked to
rerate each indication in that chapter. The literature review and final indications are
published separately.!

Following the panel meeting, the abstraction forms were pilot-tested on medical
records from each participating HMO to determine if the items required to assign patients to
specific indications were available in the medical record and to note any differences across
the HMOs in the style of recording data. Based on the pilot test, a final abstraction form was
developed.

To assess whether hysterectomy was used for clinically appropriate reasons, a detailed
review of both outpatient and inpatient medical records was performed. Data bases from
each of seven participating HMOs were used to identify the universe of patients receiving a
hysterectomy during the study period (August 1989 through July 1990). From the medical
record, data about patients’ general medical and gynecologic history, medication use,
indications for the procedure, prior conservative medical or surgical treatment for those
indications, diagnostic tests and procedures, and postoperative complications occurring

during the surgical admission and after discharge were collected.

DATA COLLECTOR TRAINING, ABSTRACTION, AND MONITORING

Registered nurses experienced in clinical practice were nominated by the participating
HMOs to become data collectors. The nominated individuals were screened for abstraction
skills using a test medical record. Among those demonstrating adequate skills, 12 nurses
from the HMOs and 2 nurses hired by RAND to supervise data collection were invited to
participate in training sessions on the use of the abstraction form. Training covered the
specifics of sampling, abstracting data from the medical records, and monitoring data
collection. The training session took two and one-half days and was conducted by the
individuals from Value Health Sciences, a RAND subcontractor, who were responsible for the
technical work required to develop the abstraction form. All of the abstractors attending

training successfully completed the training program. In two cases, additional monitoring

1Steven J. Bernstein et al., Hysterectomy: A Literature Review and Ratings of
Appropriateness, RAND, JR-04, 1992.



on-site was recommended in the early stages of data collection to ensure adequate data
quality.

During data collection, abstractors were monitored using three methods. First, a
nurse overreader, trained during the same training session, was responsible for reviewing all
of the abstracted charts from each site. The purpose of this review was to ensure internal
consistency and to assure that coding was consistent with supporting clinical data.
Supplemental clinical information from the medical record was written verbatim into the
margins of the abstraction form and specified pieces of data (e.g., admission histories and
physicals, discharge summaries, pathology reports) were photocopied and attached to the
abstraction form. If the nurse overreader had questions about any data in the abstraction
form, she contacted the data collector at the site to resolve discrepancies. Forms that were
incomplete were returned for reabstraction. Second, after the nurse overreader completed
her check of the abstraction form, it was overread by a physician for the purpose of making
required clinical judgments (e.g., whether a particular medical regimen was adequate, the
indications for the use of the procedure). Third, after an abstractor had completed and
returned about 10 charts, a “gold standard” record was sent out for abstraction. This allowed
an early assessment of consistency across the sites and patterns of problems that might be
occurring in any one site. Abstractors were given feedback on the standardized record.
Abstractors were also encouraged to call the nurse overreader during the data collection
period to discuss any areas of uncertainty.

Each participating HMO was asked to complete data collection on 100 hysterectomies.
To ensure that 100 complete records were obtained, a random sample of 125 was drawn at
each site. Two sites were too small to obtain the full sample of 100 but provided as many
records as possible. A total of 694 hysterectomies were reviewed in the 7 sites of which 56
were excluded for clinical reasons (e.g., hysterectomy performed for cancer). The final

sample size was 638.
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SUMMARY

This report documents the medical record abstraction form and guidelines for
appropriateness of hysterectomy used in our study. It may be of use to individuals interested
in using the medical record to assess the appropriateness of use of hysterectomy in particular

settings or for particular populations (e.g., other HMOs, hospitals, employers).

ABSTRACTION FORM

The purpose of the abstraction form presented here is to guide the collection of data
from the outpatient and inpatient records of individuals who have undergone a
nonemergency hysterectomy for reasons other than cancer. The abstraction form is divided

into 23 sections:

I. Tear sheet for confidential patient information
II. Identification data noting patient, hospital, HMO, and abstractor codes
III. Patient demographic characteristics
IV. Inclusion and exclusion criteria
V. General medical history
VI. General gynecologic history
VII. Medications
VIII. Information on pelvic pain as a reason for the procedure
IX. Information on abnormal uterine bleeding as a reason for the procedure
X. Information on leiomyomata as a reason for the procedure
XI. Information on endometrial hyperplasia as a reason for the procedure
XII. Information on endometrial polyps as a reason for the procedure
XIII. Information on cervical dysplasia as a reason for the procedure
XIV. Information on cervical polyps as a reason for the procedure
XV. Information on endometriosis as a reason for the procedure
XVI. Information on pelvic inflammatory disease as a reason for the procedure
XVII. Postoperative complications during admission
XVIII. Information about the procedure itself
XIX. Medications/height and weight/postoperative fever/discharge status
XX. Laboratory results
XX1. Photocopy requirements
XXII. Postoperative complications after discharge
XXIII. Completeness check

The abstraction form was designed to follow the format of a medical record so that
abstraction would be both accurate and efficient. For each item or group of items, the section
of the medical record that was to serve as the source of data was specified. For example, both
physicians’ notes and procedure reports are used to obtain information on whether the

patient had pelvic laparoscopy, pelvic laparotomy, or pelvic ultrasound in the two years



before the hysterectomy. In addition, items derived from a particular portion of the medical
record were grouped. For example, information on all medications that might have been
taken as medical therapy before the decision to perform the hysterectomy is collected in
Section VII.

Inclusion Criteria

Patients were included in the sample if they met the following criteria. First, the
patient had to have been a member of one of the participating consortium plans and have the
hysterectomy paid for by that plan. Second, the hysterectomy had to have been performed
within the specified study time frame of August 1, 1989, through July 31, 1990. Exceptions
to this rule were made for two of the smaller plans to increase their sample sizes. The
eligible ICD-9-CM procedure codes were 68.3 through 68.8. Eligible CPT-4 codes were 51925,
58150, 58152, 58180, 58200, 58210, 58240, 58260, 58265, 58267, 58270, 58275, 58280, and
58285. Third, the patient had to have been a member of the health plan for the two years
before the hysterectomy. Fourth, the medical record was reviewed to confirm that a

hysterectomy was performed during the sampled admission.

Exclusion Criteria

Some patients receiving hysterectomies were excluded from this study. First, patients
who were not members of the plan for the two years before the hysterectomy were excluded.
We wanted to ensure that plans were held responsible only for the complete course of care
leading up to the decision to perform a hysterectomy. Second, patients undergoing a
hysterectomy as an emergency procedure (e.g., uterine rupture, uncontrolled bleeding, failed
myomectomy) were excluded from the study because such procedures are generally
considered to be appropriate. Third, patients undergoing hysterectomy as treatment for
gynecologic cancer (ovarian, fallopian tube, endometrial, cervical) or primary or metastatic
cancer in the pelvic region were excluded because our panel did not rate the appropriateness

of these indications.

Demographics and Comorbidity

We collected basic demographic information on patients (age, race, marital status,
insurance, and zip code). We also collected information on the history of coexisting medical
conditions such as cardiovascular disease, respiratory disease, diabetes, cirrhosis, renal

failure, obesity, and history of cancer.



Indications

We collected information about the general gynecologic history of each patient
including current menstrual history, parity, desire for future pregnancy, history of prior
surgeries, findings from previous laboratory tests, procedures, and physical examinations,
and the presence of cystocele or rectocele.

We collected information about all possible reasons for which the hysterectomy was
performed which corresponded to the major clinical reasons for the procedure that were rated
by the panel. The purpose of the information collected in these sections is to assign patients
to an indication (or indications) for which an appropriateness rating has been made. Two
points are important here. First, the indication represents the clinical reason for which the
surgery is being performed but does not include any additional clinical information obtained
from pathology reports after the surgery. So, for example, if the hysterectomy is being
performed for endometriosis and cancer is discovered on pathologic analysis, the indication
category is endometriosis rather than cancer. Second, information on all potential
indications is collected reflecting that patients may have multiple reasons for surgery. The
appropriateness rating assigned to the individual case is the one that is most appropriate out

of the set of possible indications.

Complications

Because we were already collecting a substantial amount of information from the
medical record to determine the appropriateness of the use of hysterectomy, we decided to
collect data on complications resulting from the procedure as well. The major types of
complications on which data were collected include infections, hematoma, reoperation,
intraoperative injury, bowel obstruction, fistula, and pulmonary embolism. Complications
occurring both during the hospitalization and in the month following discharge were

included.

GUIDELINES FOR THE ABSTRACTION FORM

To standardize the abstraction process, detailed guidelines were prepared to
accompany the abstraction form. The guidelines define medical terms, specify data sources
from the medical record, and provide important medical synonyms. Each item in the
abstraction form has a corresponding section in the guidelines. If the abstractors
encountered a problem in the medical record that was not addressed in the guidelines, they
were instructed to call the nurse supervisor at RAND for guidance on how to proceed. The
nurse supervisor also provided feedback throughout the data collection process on problem

areas identified during the review process.
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PHYSICIAN OVERREADER FORM

A separate form was developed for use by the physician overreader who was
responsible for reviewing the data collected on the abstraction form by the HMO abstractor
and reviewed by the nurse supervisor at RAND to make necessary clinical judgments. For
example, some indications require that the patient receive an adequate trial of oral
contraceptive pills before considering surgery. The physician overreader made a
determination about the adequacy of OCP therapy based on the data abstracted from the
medical record. The physician overreader was also responsible for assigning the patient to

the major clinical indications (e.g., endometriosis) for which the hysterectomy was performed.

PHYSICIAN OVERREADER GUIDELINES

To ensure consistency among the four physicians who performed the physician
overreading task, guidelines were developed by the lead physician on the project staff. As
with the medical records abstraction guidelines, the physician overreader guidelines provide

item-by-item instructions for making the required clinical judgments.
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PART I

HYSTERECTOMY MEDICAL RECORD ABSTRACTION FORM






TEAR SHEET Card 001 13-15/
1-12/
Patient's ID code: ....cccc...
Date abstracted: ........ ..., 13-18/
Month Day Year
Patient's medical 19-30/
record number: .....cccceennnn
Patient's social - - 31-39/
security number: .............
Patient's name:
40-53/
54-67/
last name first name
Patient's date of birth:
(ND=999999) ...civierrrcrnronrenrcanannns 68-73/
Month Day Year

Card 001



I1.

10.

11.

12.

13.

I-2

IDENTIFICATION DATA

Card 002 13-15/

1-12/
Patient's ID Code: .......cuuue

16-27/
Patient's Medical Record Number: ...

28-31/
Hospital ID Code: ...vvienirinniennrnnenennnns

32-37/
HMO Code: vvvuerininenrennonsosennonnnssnns

38-40/
Abstractor Code: ...viivinrennerosencnccnocsnnens

41-46/
Performing Doctor's (PMD's) Code: .........
Were any of the following records abstracted, and if so,
on what dates:

a (b)
Abstracted? If YES to (a),
YES NO date abstracted
: MO DAY YR

i) Marker hospitalization record... 1 2 47/

48-53/
ii) PMD's office/clinic record...... 1 2 54/

55-60/

Card 002



III.

14.

15,

16.

Card 003

I-3

PATIENT CHARACTERISTICS Card 003 13-15/

Date of birth (ND=999999):

Month Day Year

a) If the date of birth is missing, give the patient's
age at the time of admission (ND=999):

Race:

(Circle one)

American Indian/Alaskan native . . 1

Asian/Pacific Islander . . . . . . 2
Black, not Hispanic . . . . . . .. 3
Hispanic . . . . . . .« . . .. .. 4
White, not Hispanic . . . . . . . . 5
Other; specify: 6
Nodata . . . .. ... ... ... 9
Marital status:

Married . . . . . . . . . ... .. 1
Single/divorced/

separated/widowed . . . . . . . . 2
Nodata . . . . ... .. ... .. 9

1-12/

16-21/

22-24/

25/

26/



17. Insurance:
(Circle one)

Medicaid . . . . « « « « v« . . 1 27/
Medicare . . . . . . « ¢« v o < . . 2
Medicaid and Medijcare . . . . . . . 3

Medicare and private insurance . . 4

Private insurance . . . . . . . . . 5
Self pay . . . . . o oo .. 6
Other; specify: 7
Nodata . . . . . . . . ... .. 9

18. Patient's Zip Code:
Give patient's zip code at time of admission (ND=999999).

28-32/

Zip code.......

Card 003



IV.

19.

20.

21.

22.

I-5

INCLUSION/EXCLUSION CRITERIA

Date of Admission . . . . . . . . . . . . 33-38/
Month Day Year

Date of Discharge . . . . . . . . . . .. 39-44/
Month Day Year

During what specified time period did the marker hospitalization
occur?

(Circle one)
August 1, 1989-July 31, 1990 . . . 1 (Continue to Q22) 45/
*Qther . . ¢ ¢ ¢ v v v e v e e e 2* (STOP ABSTRACTING)

Eligible ICD-9-CM/CPT~4 Codes

Is one of the following ICD-9-CM or CPT-4 codes found on the marker
admission record? (NOTE: Do not include codes preceded by letters.)

Eligible ICD-9-CM codes: Eligible CPT-4 codes:

68.3 51925 58260
68.4 58150 58265
68.5 58152 58267
68.6 58180 58270
68.7 58200 58275
68.8 58210 58280

58240 58285

(Circle one)

YES v v v e e e e e 1 (Continue to Q22a) 46/
fod | [+ AN 2* (STOP ABSTRACTING)
Nodata . ... . .. 9 (Skip to Q23)

Card 003



I-6

22a) If YES to Q22, copy the first five ICD-9-CM and CPT-4 procedure
codes from the marker admission record.

ICD-9-CM codes: CPT-4 codes:
. 47-50/
i) vi) 51-55/
- 56-59/
ii) vii) 60-64/
65-68/
iii) viii) 69-73/

Card 004 13-15/

1-12/

16-19/

iv) ix) 20-24/

25-28/

v) x) 29-33/

23. Hysterectomy This Admission
Was a hysterectomy performed during the marker admission?
(Circle one)

YES tvvevvereencen 1 (Continue to Q24) 34/

*No/No data ....... 9% (STOP ABSTRACTING)

Card 003-004



I-7

24, Emergency Procedure

Was the hysterectomy performed as an emergency procedure?

24a)

(Circle one)

Yes . . . . 0 o .. 1 (Continue to 24a) 35/

No/No data . . . . .. 9 (Skip to Q25)
If YES to Q24, indicate the reason(s) for the emergency
hysterectomy.

*YES  NO/ND
i) Uterine rupture . . . . . . . 1 9 ) 36/
ii)  Postpartum hemorrhage . . . . 1 9 31/
iii) Uterine inversion . . . . . . 1 9 38/
iv)  Uncontrolled bleeding . . . . 1 9 39/
v) Septic abortion . . . . . . . 1 9 40/
vi) Tubal ectopic pregnancy . . . 1 9 » *(STOP a1/
ABSTRACTING)

vii) Non-tubal ectopic pregnancy . 1 9 42/
viii) Uterine scar dehiscence . . . 1 9 43/
ix) Failed myomectomy . . . . . . 1 9 44/
X) Acute PID . . . . . . . . .. 1 9 45/
xi)  Other, specify: 1 9 46/

Card 004



I-8

25. Hysterectomy Performed for Gynecologic Cancer

Was the hysterectomy performed because of known ovarian, fallopian tube,
endometrial, or cervical cancer?

YES  NO/ND
i) Ovarian cancer . . . . . . . 1 9 a7/
ii) Fallopian tube cancer . . . . 1 9 48/
iii) Endometrial cancer . . . . . 1 9 49/
jv)  Cervical cancer other
than carcinoma in situ . . . 1 9 50/

If ANY YES to Q25, continue to (Q25a-b
Otherwise, skip to Q26

25a) If any YES to Q25, copy exact words from the medical record
describing how the cancer was diagnosed preoperatively and the
preoperative pathology findings.

25b) If any YES to Q25, make a copy of the postoperative pathology
report. Be sure to blacken out all identifiable data, mark the
photocopy with the patient's ID number, and staple it to the
inside back cover of this abstraction form.

Was a photocopy of the postoperative pathology report made and
attached to the abstraction form?

(Circle one)
*@S . v e e e e e e s 1* (STOP ABSTRACTING) 51/
o 2 (Continue to Q25c)

Card 004



I-9

25c) If NO to Q25b, copy the exact remarks from the postoperative
pathology report and then STOP ABSTRACTING.

26. Hysterectomy Performed for Pelvic Cancer

Was the hysterectomy performed as part of a radical procedure to remove
a primary or metastatic cancer in the pelvic region?

(Circle one)
*Yes . . . . . 1* (STOP ABSTRACTING) 52/
No/No data . . . 9 (Continue to Section V, Q27)

Card 004



V.

27.

Card 004

GENERAL MEDICAL HISTORY

Cardiovascular Disease

Prior to the marker admission, did the patient ever have:

i)

111)

iv)

vi)

Valvular disease:

Mitral stenosis (MS),

insufficiency, or regurgitation (MR);
Aortic stenosis (AS), insufficiency (Al),
or regurgitation (AR);
Tricuspid stenosis (TS), insufficiency (TI),
or regurgitation (TR);
Pulmonic stenosis (PS), insufficiency (PI),
or regurgitation (PR); or
Valve replacement (MVR, AVR, AOVR), or
valvular surgery (commissurotomy)

Angina, unstable angina, chronic stable
angina, angina pectoris, progressive/
worsening angina, angina-like pain,
discomfort compatible with angina,

or atypical angina

Chest pain of unknown origin

-------

Myocardial infarction (MI, heart attack)

a) If YES to iv) did the patient have an
MI in the past 6 months?

Congestive heart failure (CHF, HF), Tleft or

right ventricular/heart failure (LVF, RVF,
LHF, RHF), decompensation or pulmonary
edema . . . . . v v e e e e e e e e e e .

Ventricular arrhythmias:
tachycardia (V-tach, VT), ventricular
fibrillation (VF, Vv fib), or premature

ventricular contractions (PVCs, VPCs)/beats

Ventricular

(PVBs, PBs)/systoles/fusions/ectopic

comp lexes

YES

NO/ND

53/

54/

55/

56/

57/

58/

59/
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27. Cardiovascular Disease (continued)

vii) Other arrhythmias: Atrial fibrillation
(AF, A fib), atrial flutter (A flutter),
supraventricular tachycardia (SVT),
multifocal atrial tachycardia (MFAT, MAT),
paroxysmal atrial tachycardia (PAT),
premature atrial contractions (PACs)/beats
(APBs), supraventricular premature
contractions (SVPCs)/ectopic complexes, or

arrhythmia not specifically described . . . 1 9 60/
viii) Hypertension (HTN) . . . . . . . . . . .. 1 9 61/
Check here if none of the above or no data ] 62/

27a) If any questionable responses to Q27, copy exact remarks.

28. Other Medical Conditions

Prior to the marker admission, did the patient ever have/was:

YES NO/ND

i) Chronic obstructive pulmonary disease

(coPD), emphysema, chronic bronchitis,

orasthma . . . . . . . ¢« v ¢ o .. 1 9 63/
ii) Diabetes . . . . . . . .. ... 1 9 64/
iii) Cirrhosis, portal hypertension, or

ASCIteS & v v v e s e e e e e e e e e 1 9 65/
iv)  Chronic renal failure . . . . . . . . . . 1 9 66/
v) Currently described as morbidly obese . . 1 9 67/

Check here if none of the above or no data ] 68/

Card 004



28a) If any questionable responses to Q28, copy exact remarks.

29. Cancer

Prior to admission, did the patient ever have cancer?
(Exclude basal cell skin cancers and cervical carcinoma in situ.)

(Circle one)
YES v v v v e e e e e . 1 (Continue to Q29a) 69/
No/No data . . . . . . 9 (Skip to Section VI, Q30)

29a) If YES to Q29, did the patient ever have breast cancer?
(Circle one)
Yes . . . . . . ... 1 70/
No/No data . . . . . . 9

29b) If YES to Q29, did the patient ever have a diagnosis of one of the
following cancers:

adenocarcinoma with unknown primary liver

brain lung, oat cell or
esophagus small cell
gastric or stomach pancreas

leukemia (acute) sarcoma

(Circle one)
YES v v v e e e e e e 1 (Skip to Q29d) 7/

No/No data . . . . . . 9 (Continue to Q29c)
Card 004



29¢)

29d)
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If NO/NO DATA to Q29b, is there any evidence the cancer was active

at the time of admission? (Circle the lowest applicable number.)
(Circle One)

Any of the following:

Mention that the cancer has metastasized

OR
Patient currently being treated with
radiation
OR

Patient currently being treated
with chemotherapy
OR

Mention in the chart that patient has
cancer that could not be or was not

totally removed . . . . « « ¢« ¢ ¢« ¢ o o o o 1 72/
Patient currently being treated with

hormone therapy only . . . . . . . . . .. 2
No evidence/Nodata . . . . . . . . . . . . .. 9

Copy exact remarks from the medical record, describing the
patient's cancer (e.g. diagnosis, staging, treatment, etc.)

Card 004



VI.

30.

31,

Card 005

GENERAL GYNECOLOGIC HISTORY Card 005 13-15/
1-12/

Last Menstrual Period

When was the patient's last menstrual period (LMP)?

Date . . . . . . (ND=999999, continue  16-21/
Month | Day | Year tg Q30a). If date
entered, skip to Q31)

30a) If the date of the LMP is missing, give the approximate time

of the LMP.
(Circle one)
12 months ago or less . . . . . . . 1
(Skip to Q31) 22/
More than 12 months ago . . . . . . 2
Nodata . « » « v v v v v o o o v 9 (Continue to Q30b)

30b) If No data to Q30a, is there a physician's note in the record
indicating that the patient is menopausal?

(Circle one)

YES v v v e e e e e e 1 23/

Parity

Prior to the marker procedure (MP), how many living children did the
patient have?

(Circle one)

None . .. ... ... 1 24/
) 2
2 e e e e e e e e 3
Jormore . . . . . .. 4
Nodata . . . . . . .. 9



If patient is > 50 years old or menopausal, skip to Q33.
Otherwise, continue to Q32.

32. Desire for Future Pregnancy

Based on a review of the record for the 2 years prior to the MP, copy
exact words from the medical records noting the patient's desire or lack
of desire with regard to having more children. Give the date each
comment was recorded.

33. Prior Surgeries

Prior to the MP, did the patient ever have any of the following

surgeries?
YES NO/ND
i) Myomectomy . . . . « « « « « « . . 1 9 25/
ii) Bladder suspension . . . . . . .. 1 9 26/
iii) Unilateral oophorectomy . . . . . . 1 9 21/
iv) Bilateral oophorectomy . . . . .. 1 9 28/
V) Caesarean section . . . . . . . . . 1 9 29/
vi) Appendectomy . . . . . . ... .. 1 9 30/
vii) Cholecystectomy . . . . . . . . .. 1 9 31/
Check here if none of the above or no data ] 32/

Card 005



34.

Card 005

Prijor Pelvic Laparoscopy/Laparotomy/Ultrasound

In the 2 years prior to the MP, did the patient have a pelvic
laparoscopy, laparotomy or pelvic ultrasound? If so, give the date of
the most recent procedure.
(a) (b)
YES NO/ND If YES to (a) date
of most recent
procedure
(ND=999999)

i) Pelvic laparoscopy . . 1 9 33/
34-39/

Month Day Year

ii) Pelvic laparotomy . . . 1 9 40/
41-46/

Month Day Year

jii) Pelvic ultrasound (US) 1 9 47/
48-53/

Month Day Year

If ANY YES to Q34 continue to Q34a.
Otherwise, skip to Q35.

34a) What were the findings from the most recent procedures and by what
means were they noted?

If YES to (a),
method of diagnosis:

(a) (b) (c) (d)
Pelvic Pelvic
Laparoscopy Laparotomy us

YES NO/ND YES NO/ND YES NO/ND YES NO/ND

i) Adhesions ........ 1 9 1 9 1 9 - = 54-56/
ii) Endometriosis .... 1 9 1 9 1 9 ~ - 57-59/
ijii) Leiomyomata ...... 1 9 1 9 1 9 1 9 60-63/
iv)  Adnexal or ovarian

mass/cyst/abscess. 1 9 1 9 1 9 1 9 64-67/
v) Pelvic mass ...... 1 9 1 9 1 9 1 9 6871/
vi) PID ..eiiiiiiinnnn 1 9 1 9 1 9 - - 72-78/
Check here if none of the above or no data H 75/



35.

Pelvic Exam Findings

Based on the most recent pelvic examination prior to the MP,

were any of the following findings noted?

1) Tubo-ovarian complex . . . . . ..
ii) Adnexal mass . . . . . « .« . .« . .
ii{) ImmobiTe (frozen) uterus . . . . .
jv) Tenderness . . . . . . . . . . ..

YES NO/ND

9

(Yo B Ne]

76/

77/

78/

79/

35a) Based on the most recent pelvic examination prior to the MP, did
the patient have any degree of uterine prolapse?

(Circle one)

Yes, 1st degree (cervix in lower
third of vagina) . . . . .. e e e e

Yes, 2nd degree (cervix visible
at vaginal introitus) . . . . . . . . .

Yes, 3rd degree (cervix protrudes
through vaginal introitus . . . . . . .

Yes, 4th degree (uterus is entirely
outside vaginal introitus) . . . . ..

Yes, degree not given . . . . . . . . . .

No/Nodata . . . . « ¢« « ¢ v v o o o o &

L (Skip to Q36)

80/

(Continue to Q35b)

(Skip to Q36)

35b) Copy the exact words from the medical record describing the degree

of uterine prolapse.
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36.

Card 006
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Cystocele Card 006 13-15/

1-12/

Based on the most recent pelvic examination prior to the MP, did the
patient have a cystocele?

36a)

36b)

36¢)

(Circle one)
YES v v v v e e e e 1 (Skip to Q36b) 16/
No/No data . . . . . . 9 (Continue to Q36a)
If NO/NO DATA to Q36, did the patient have stress incontinence
prior to the MP?
(Circle one)
YES « v v e e e e e e 1 (Skip to Q36c) 17/
No/No data . . . . . . 9 (Skip to Q37)
If YES to Q36, is there evidence in the record that the patient
was symptomatic from the cystocele?
(Circle one)

YeS .+ v v v e e e e . . 1 18/

If YES to Q36 or Q36a, prior to the MP did the patient have a
surgical repair of a cystocele?

(Circle one)

YES v v v v e e e e e 1 19/



37.

38.

Rectocele

Based on the most recent pelvic examination prior to the MP, did the
patient have a rectocele?

(Circle one)
YOS v v v v v e e e e 1 (Continue to Q37a) 20/
No/No data . . . . . . 9 (Skip to Q38)
37a) If YES to Q37, is there evidence in the record that the patient
was symptomatic from the rectocele?
(Circle one)

YES & v v e e e e e e 1 21/

37b) If YES to Q37, prior to the MP, did the patient have a surgical
repair of the rectocele?

(Circle one)
Yes . . .. .. 1 (Skip to Section VII, Q39) 22/
No/No data . . 9 (Continue to Q38)

Kegel Exercises/Pessary/Estrogen Cream

Prior to the MP, did the patient ever undergo a trial of Kegel
exercises, a vaginal pessary, or topical estrogen cream? If so, give
the length of the longest trial.

(a) If YES to (a), length of
YES NO/ND 1ongest trial (ND=99):
(b (c)

i) Kegel exercises ... 1 9 months or weeks 23/
28-27/

ii) Vaginal pessary ... 1 9 months or weeks 28/
29-32

iii) Estrogen cream ... 1 9 months or weeks 33/
34-37/
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VII. MEDICATIONS

39. QOral Contraceptives (0OCPs)

In the 2 years prior to the MP, did the patient ever take oral
contraceptives (OCPs)?

Eligible OCPs (Q39)
Brevicon N.E.E. Ortho-Novum (0.N.)
Demulen Nelova Ovcon
Genora Norcept-E Ovral
Levlen Nordette Ovrette
Loestrin Norethin Tri-Levien
Lo/Ovral Noriny]l Tri-Norinyl
Micronor Norlestrin Triphasil
Modicon Nor-Q.D.

(Circle one)
YES v v v v v e e e e 1 (Continue to Q39a) 38/
No/No data . . . . . . 9 (Skip to Q41)
39a) If YES to Q39, copy exact remarks from the medical record

regarding OCP therapy in the 2 years prior to the MP (e.g., dates,
names of drugs, duration, etc.)

40. Effect of OCP Therapy on Pain

Is there reference in the chart to the effect or lack of effect of the
0CPs on the patient's pelvic pain?

(Circle one)
YES v v v v e e e e e e e e 1 (Continue to Q40a) 39/
No mention of effect/No data 9 (Skip to Q41)
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41.

40a)
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If YES to Q40, what was the effect of the OCPs on the patient's
pain or discomfort?

(Circle one)

Completely relieved the pain . . . . . . 1 40/
Substantially relieved the pain . . . . . 2
Partially relieved the pain . . . . . . . 3
Didn't help at all . . . . . . . . ... 4
Nodata . . « « « v v ¢« v v v v 0w 9

Contraindications to OCPs

Is there any evidence in the record that the patient had a
contraindication to OCPs, had to stop taking them in the past for
medical reasons, or refused to take them?

41a)

(Circle one)

Contraindication/Had to stop

taking OCPs inpast . . . . . . . . . . 1 a1/
(Continue
Refused . « v v v ¢ ¢ o v ¢ v o s 0 o s 2 to Q4la)
No/No data . . . « v v v v o o o o o o 9 (Skip to Q42)

If contraindication/refused (code 1 or 2) in Q41, copy the exact
words from the medical record describing the contraindication to
OCPs or the reasons why they were discontinued or refused.
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42.

Card 006
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Progesterone

In the 2 years prior to the MP, was the patient ever treated with
progesterone? (Refer to list of eligible medications.)

Eligible Medications (Q42)
Amen Medroxyprogesterone
Aygestin Megace
Curretab Megestrol
Cycrin Norethindrone
Depo-Provera Norlutate
Duralutin Norethyodrel
Enovid Pro-Depo
Gesterol Progestaject
Hydroxyprogesterone Progesterone
Hylutin Provera
Hyprogest

(Circle one)
YES v v v e e e e e e e e 1 (Continue to Q42a) 42/

No/No data . . . . . . . .. 9 (Skip to Q43)

42a) If YES to Q42, copy exact remarks from the medical record
describing progesterone therapy in the 2 years prior to the MP
(e.g., dates, names of drugs, route of administration, duration,
etc.)




43.

44.

I-23

Contraindications to Progesterone

Is there any evidence in the record that the patient had a
contraindication to progesterone, had to stop taking it in the past for
medical reasons, or refused to take it?

(Circle one)

Contraindication/Had to stop

taking progesterone in the past . .1 43/
Refused . . « « v v v v v v o .2 (Continue to Q43a)
No/No data . . . « « « « « « « & . 9 (Skip to Q44)

43a) If contraindication/refused (code 1 or 2) in Q43, copy the exact
words from the medical record describing the contraindications to
progesterone or the reasons why it was discontinued or refused.

Danazol

In the 2 years prior to the MP, did the patient ever take danazol
(Danocrine)?

(Circle one)
YOS & v v h e e e e e e e e 1 (Continue to Q44a) as/
No/Nodata . . . . . . . .. 9 (Skip to Q46)
44a) If YES to Q44, copy exact remarks from the medical record

regarding danazol (Danocrine) therapy in the 2 years prior to the
MP (e.g., dates, duration, etc.).
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46.

Card 006
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Effect of Danazol Therapy on Pain

Is there reference in the chart to the effect or lack of effect of the

danazol on the patient's pelvic pain?

(Circle one)

YES v v v e e e e e e e e e 1 (Continue to Q45a)

No mention of effect/No data 9 (Skip to Q46)

45a) If YES to Q45, what was the effect of the danazol on the patient's

pelvic pain or discomfort?

(Circle one)

Completely relieved the pain . . . . . . 1
Substantially relieved the pain . . . . . 2
Partially relieved the pain . . . . . . . 3
Didn't help at all . . . . .. .. ... 4
Nodata . . « « ¢« v v v v v v v oo 9

Contraindications to Danazol

Is there any evidence in the record that the patient had a

contraindication to danazol, had to stop taking it in the past for

medical reasons, or refused to take it?

(Circle one)

Contraindication/Had to stop

taking danazol in the past . . . . .. 1
(Continue
Refused . . . ¢« & v « ¢ v 0 v e e e e e 2 to Q46a)
No/Nodata . . +« ¢« v v v v v v v o o o 9 (Skip to Q47)
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46a) If contraindication/refused (code 1 or 2) in Q46, copy the exact
words from the medical record describing the contraindications to
danazol or the reasons why it was discontinued or refused.

47. Gonadotropin Releasing Hormone (GnRH) Agonists

In the 2 years prior to the MP, was the patient ever treated with any
GnRH agonists (Lupron, leuprolide, Synarel, nafarelin)?

(Circle one)

1 (Continue to Q47a) 48/

No/No data . . . . « « « « . 9 (Skip to Q49)

47a) If YES to Q47, copy exact remarks from the medical record
describing GnRH agonist therapy in the 2 years prior to the MP
(e.g., dates, names of drugs, route of administration, duration,

etc.).
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Effect of GnRH Agonist Therapy on Pain

Is there feference in the chart to the effect or lack of effect of the
GnRH agonist therapy (Lupron, leuprolide, Synarel, nafarelin) on the
patient's pelvic pain?
(Circle one)
YES « v v e i e e e e e e e 1 (Continue to Q48a) 49/
No mention of effect/No data 9 (Skip to Q49)

48a) If YES to Q48, what was the effect of the GnRH agonist therapy on
the patient's pelvic pain or discomfort?

(Circle one)

Completely relieved the pain . . . . . . 1 50/
Substantially relieved the pain . . . . . 2
Partially relieved the pain . . . . . . . 3
Didn't help at all . . ... .. .. .. 4
Nodata . . . . . .. o v v v v o 0. 9

Contraindications to GnRH Agonists

Is there any evidence in the record that the patient currently has a
contraindication to GnRH agonist therapy (Lupron, leuprolide, Synarel,
or nafarelin) had to stop taking it in the past for medical reasons, or

refused to take it?

(Circle one)

Contraindication/Had to stop

taking GnRH agonists in the past . . . 1 51/
(Continue
Refused . . . « v ¢ v v ¢« v v v v o 0 e 2 to Q49a)
No/Nodata . . . « v v o v v v ¢« v o o & 9 (Skip to Q50)
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If contraindication/refused (code 1 or 2) in Q49, copy the exact
words from the medical record describing the contraindications to
GnRH agonist therapy or the reasons why it was discontinued or

refused.

49a)

50. Medication Allergies
Was the patient allergic to any of the following types of antibiotics?

YES NO/ND
i) Sulfa v« v v v v v v v v v .. 1 9 52/
ii)  Penicillin . . . .. .. .. 1 9 53/
iii) Cephalosporin . . . . . . . . 1 9 54/
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51.

Medications Prior to Admission

I-28

Was the patient taking any of the following classes of medications in

the 30 days prior to admission?

(See list of eligibl

e medications.)

Class

ELIGIBLE MEDICATIONS (Q51)

Drug

NWLWWWWW (W WWWNINN W WMN

Acetohexamide
Chlorotrianisene
Chlorpropamide
Conjugated
Estrogens
Dia Beta
Diabinese
Dymelor
Estinyl
Estrace
Estraderm
Estradiol
Estradiol
Transdermal System
Estratab
Estrogen
Estropipate
Estrovis
Ethinyl Estradiol
Feminone
G1ibenclamide

Class Drug Class Drug
2 Glipizide 2 Orinase
2 Glucotrol 3 PMB 200 or 400
2 Glyburide 1 Protamine, Zinc &
1 Humulin L or Nor R Iletin I or II
1 Iletin I or II 3 Premarin
1 Insulatard NPH 1 PZI I or II
1 Insulin 3 Quinestrol
1 Lente Iletin 1 Regular Iletin
Iorll 1 Regular Insulin
1 Lente Insulin 2 Ronase
3 Menest 1 Semilente Iletin
3 Menrium 1 Semilente Insulin
2 Micronase 3 Tace
3 Milprem 400 2 Tolamide
1 Mixtard 2 Tolazamide
1 Novolin L or N or 2 Tolbutamide
R or 70/30 2 Tolinase
1 NPH Iletin 1 Ultralente
1 NPH Insulin Iletin I
3 Ogen 1 Ultralente Insulin
2 Oramide 1 Velosulin

Card 006

i) Insulin (Class 1)

i)

iii) Oral or transdermal estrogen (Class 3)

Oral diabetic medication (Class 2)

oooooooooooo

YES NO/ND

| 1 9 55/
1 9 56/
1 9 57/




VIII. PELVIC PAIN

52. Pelvic Pain

Is pelvic or lower abdominal pressure, pain, or discomfort noted as a
reason (at least in part) for the MP?

(Circle one)
YES v v v e e e e e e 1 (Continue to Q53) 58/

No/No data . . . . . . 9 (Skip to Section IX, Q58)

53. Dysmenorrhea

Was any component of the pain referred to as dysmenorrhea or described as
being most severe just prior to or after the onset of menstrual bleeding?

(Circle one)

YES v o o o v o o o s o 1 59/
NO & ¢ v v v v v o v s 2
Nodata . . . . . . .. 9

54. Persistence of Pain

Was the pain a problem for more than 6 months prior to the MP?

(Circle one)

YES o« v ¢ v e e e a e . 1 60/
NoO . . « . ¢ v v ¢ o 2
Nodata . . . . . .« .« « 9
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55. Medication for Pelvic Pain

Prior to the MP, did the patient use any of the following types of
medications for the pelvic pain? (See list of eligible medications on
ajacent page.)

(a (b)
YES NO/ND If YES to (a),
duration
(ND=99):
i) Nonsteroidal anti-inflammatory
drugs NSAIDs (Class 1) . .. 1 9 months 61-63/
ii) Antidepressants (Class 2) . . . 1 9 months 64-66/

56. Other Diagnostic Tests

In the 1 year prior to the MP, did the patient have any of the following

tests?
| YES NO/ND
i) Barjum enema (BE) . . . . . . . . . 1 9 67/
ii) ColonoSCOPY « « v « v + ¢ o ¢ o o 1 9 | 68/
iii) Intravenous pyelogram (IVP) . . . . 1 9 69/

57. Psychotherapy

In the 1 year prior to the MP, did the patient see a psychiatrist,
psychologist or other mental health specialist (e.g., MFCC, psychiatric
social worker)?
(Circle one)
YES v v v v e e e e e e e e e e e 1 (Continue to Q57a) 70/

No/No data . . . . . « « « ¢« v « . 9 (Skip to Section IX, Q58)

Card 006
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57a)

57b)
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If YES to Q57, what type of mental health specialist(s) did the
patient see in the 1 year prior to the MP?

YES NO/ND
i) Psychiatrist (MD) or psychologist (PhD) . 1 9 7/
ii)  Other (e.g., MFCC,
psychiatric social worker) . . . . .. 1 9 72/

If YES to Q57, what is the total length of time that the patient had
been in psychotherapy or counseling in the 3 years prior to the MP?

Months . . . . (ND=99) 73-74/
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IX. ABNORMAL UTERINE BLEEDING Card 007 13-15/
1-12/

58. Abnormal Uterine Bleeding

In the 1 year prior to the MP, did the patient have any abnormal

uterine bleeding?
(Circle one)

YES v« v v v 4 e e e . . . . 1 (Continue to Q59) 16/

No/No data . . . . . . « . . 9 (Skip to Section X, Q64)

59. Duration of Bleeding

Is there evidence in the record that the abnormal uterine bleeding is
currently a problem?

(Circle one)
YES v v v v e e e e e e e e 1 17/
No/No data . . . . « « « « & 9

59a) Was the abnormal bleeding a problem for at least 2 menstrual cycles
or for more than 40 days?

(Circle one)

YES ¢« ¢ v v e e e e e e e e 1 18/
o T 2
Not applicable, patient
is postmenopausal . . . . . 3
Nodata . . . . ... .. .. 9

60. Blood Transfusions

On how many separate occasions in the 1 year prior to the MP did the
patient have one or more red blood cell transfusions?

(Circle one)

1 0CCasSion . v v « o o 4 . e 1 (Continue to Q61) 19/
2 or more occasions . . . . . 2 (Skip to Q62)
None/No data . . . . . . . . 9 (Continue to Q61)

Card 007
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61. Iron Therapy

Was the patient taking supplemental iron (Fe, FeS04) orally (po) or
intramuscularly (IM) in the 2 months prior to the MP?

(Circle one)

YES v v v e e e e h e e e e e e 1 20/

62. Endometrial Procedure

In the 1 year prior to the MP, did the patient have any of the following
endometrial procedures? If so, note the number of procedures performed in
the 1 year prior to the MP. (DO _NOT include a procedure performed in
conjunction with the MP.) (b)

b

If YES to (a),
number performed
in 1 year prior to MP

(a)
YES NO/ND 1 2+ ND

i) Dilation and curettage

(D&C) . . . .« . . . . 1 9 1 2 9 21-22/
ii) Endometrial Fractional

curettage . . . . . . 1 9 1 2 9 23-24/
iii) Suction curettage . . . 1 9 1 2 9 25-26/
iv)  Endometrial biopsy . . 1 9 1 2 9 27-28/

v) Hysteroscopy with
sampling . . . . . . 1 9 1 2 9 29-30

If any YES to Q62, continue to Q62a. Otherwise skip to Q63.

62a) If ANY YES to Q62, did any endometrial procedure performed in the 1
year prior to the MP reveal a secretory endometrium?
(Circle one)

YES v v o o o o o o o s 1 31/

Card 007
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Bleeding History

Copy exact words from the medical record describing the patient's
menstrual history in the past 6 months, and history of bleeding,
endometrial procedures, and hormone therapy in the 2 years prior to the
MP. Be sure to include dates, names of drugs, routes of administration,
duration and nature of treatments and symptoms, etc.

a) Menstrual periods in 6 months prior to MP:

b) Bleeding in 2 years prior to MP:

c) Endometrial procedures in 2 years prior to MP:

d) Hormone therapy in 2 years prior to MP (OCPs, progesterone):
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X. LEIOMYOMATA
64. Leiomyomata
Is there evidence in the record that just prior to the MP the
patient had an enlarged uterus or definite or possible uterine
leiomyomata or fibroids?
(Circle one)
Yes .« v v e e e e e e 1 (Continue to Q65) 32/
No/No data . . . . . . 9 (Skip to Section XI, Q66)
65. Uterine Size

Card 007

On the most recent pelvic examination prior to the MP, approximately how
large was the patient's uterus? (NOTE: Weeks refer to different times
during a normal pregnancy.)

(Circle one)

Less than 12 weeks ...vveververienennns 1 33/
12-15 WEBKS tivvreeerecaccoconcnncnnas 2 % (Skip to Section XI, Q66)
16 weeks or larger ......ceceiiieenans 3

Uterine size noted but not in weeks .. 4 (Continue to Q65a)

NO data@ voveveeeenencsocnonnsnons ee... 9 (Skip to Section XI, Q66)

65a) If uterine size is not noted in weeks, copy the exact words from the
medical record describing the size of the uterus or fibroids.
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XI. ENDOMETRIAL HYPERPLASIA
66. Endometrial Hyperplasia
Is there evidence in the record that just prior to the MP the
patient had endometrial hyperplasia?
(Circle one)
YES « v v v e e e e e 1 (Continue to Q67) 34/
No/No data . . . . . . 9 (Skip to Section XII, Q70)
67. Estrogen Therapy
Was the patient receiving unopposed estrogen therapy at the time the
endometrial hyperplasia was diagnosed?
(Circle one)
Yes « . . . o o0 . 1 35/
No/No data . . . . .. 9
68. Diagnosis of Hyperplasia
How was the diagnosis of endometrial hyperplasia made?
YES  NO/ND
i) Endometrial biopsy . . . . . . . . . .. 1 9 36/
ii) Dilation & curettage (D&) . . . . . .. 1 9 37/
iii) Endometrial fractional curettage . . . . 1 9 38/
jv)  Suction curettage . . . . . . . . . . .. 1 9 39/
v) Hysteroscopy with sampling . . . . . . . 1 9 40/
vi)  Other, specify: 1 9 41/

Card 007




69. Types of Hyperplasia

What type of hyperplasia was documented?

(Circle one)

Cystic (glandular) . . . . . . . .. .. 1 42/
Adenomatous WITHOUT atypia . . . . . . . 2
Adenomatous WITH atypia . . . . . . . . . 3
Nodata . . . . . . . v v oo 9

69a) If unsure of the data, copy the exact words from the medical record
describing the type of hyperplasia.

Card 007
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XII. ENDOMETRIAL POLYPS

70. Endometrial Polyps

Is there evidence in the record that just prior to the MP,
the patient had known endometrial polyps?

(Circle one)
YOS tvreeencnnnancnannnas 1 (Continue to Q71) 43/
No/No data ....eveeennnnn 9 (Skip to Section XIII, Q73)

71. Prior Treatment

Prior to the MP, were the patient's endometrial polyps treated with any of
the following procedures? If so, give the number of procedures performed.
(DO _NOT include a procedure performed in conjunction th? the MP.)
b
If YES to (a),
(a) number performed
YES NO/ND 1 2+ ND

i) Dilation and curettage

(D&C) . . .« . . .. 1 9 1 2 9 44-45/
ii) Endometrial fractional

curettage . . . . . . 1 9 1 2 9 46-47/
iii) Suction curettage . . . 1 9 1 2 9 48-49/
iv)  Endometrial biopsy . . 1 9 1 2 9 50-51/

V) Hysteroscopy with
polypectomy . . . . . 1 9 1 2 9 52-53/

72. Documentation of Recurrence

How was the recurrence of the current endometrial polyps documented?

YES NO/ND
1) Hysteroscopy . « . « « « o« + o « & 1 9 54/
ii)  Other, specify: 1 9 55/

Card 007
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XIII. CERVICAL DYSPLASIA

73. Cervical Dysplasia

Was at least part of the reason for the MP cervical dysplasia (of
any degree) documented by biopsy?

(Circle one)
YES veiiiireneeaenaaaaas 1 (Continue to Q73a) 56/
No/No data ....ceceveveanns 9 (Skip to Section XIV, Q77)

73a) Copy the exact words from the admitting history, physical and
discharge summary describing the nature and course of treatment of
the patient's cervical dysplasia prior to the MP.

Card 007
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History and Test Results

Photocopy Requirements

Make a copy of the items listed below that were done prior to the MP
that are present in the medical record. Be sure to blacken out
any/all identifying information, write the patient's ID on each
copy, and staple them to inside back cover of the abstraction form.

i)

i)

75.

(A) (B) (C)
Present in If YES to (A), If yes to (B),
medical record? copies made? number of:
YES NO YES NO

Cervical cytology/biopsy/
conization reports ...... 1 2 1 2 reports

PMD/clinic visits
relating to dysplasia.... 1 2 1 2 visits

° If there were no specified lab reports or PMD/clinic visits in
record [all NO to (A)], skip to Section XIV, Q77.

° If there were specified lab reports or PMD/clinic visits in the
record but you were unable to copy them [any NO to (B)], contin
Q75 and/or Q76.

° If there were specified lab reports or PMD/clinic visits in the
record and you were able to copy them, skip to Section XIV, Q77

Cervical Cytology/Conization/Biopsy Results

If you were unable to copy the results of the cervical cytology/

conization/biopsy reports copy the exact words from the medical record

describing the date, type of test, and results (findings and conclusi
of each test.

Test #1: Type of test:

57-60/

61-64/

the

ue to

ons)

Month Day Year

Results:

Card 007
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Test #2: Type of test:
Month Day Year

Results:

Test #3: Type of test:
Month Day Year

Results:

Test #4: Type of test:
Month Day Year

Results:

Test #5: Type of test:
Month Day Year

Results:

Test #6: Type of test:
Month Day Year

Results:
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Test #7: Type of test:
Month Day Year

Results:

Test #8: Type of test:
Month Day Year

Results:

Test #9: Type of test:
Month Day Year

Results:

Test #10: Type of test:

Month Day Year
Results:

If you were unable to copy notes of PMD/clinic visits for dysplasia,
continue to Q76. Otherwise, skip to Section XIV, Q77.
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PMD/Clinic Visits for Cervical Dysplasia

If you were unable to copy notes of PMD/clinic visits for cervical
dysplasia, copy the exact words from the medical record describing the
visit including any treatment given (e.g. cryotherapy, laser surgery, heat
cauterization.g

Visit #1:

Month Day Year

Nature of visit and treatment:

Visit #2:

Month Day Year

Nature of visit and treatment:

Visit #3:

Month Day Year

Nature of visit and treatment:

Visit #4:

Month Day Year

Nature of visit and treatment:
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Visit #5:

Month Day Year

Nature of visit and treatment:

Visit #6:

Month Day Year

Nature of visit and treatment:

Visit #7:

Month Day Year

Nature of visit and treatment:

Visit #8:

Month Day Year

Nature of visit and treatment:

Visit #9:

Month Day Year

Nature of visit and treatment:
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XIV. CERVICAL POLYPS Card 008 13-15/
1-12/

77. Cervical Polyps

Prior to the MP, did the patient have a history of cervical polyps
that were removed or did the patient have cervical polyps just prior

to the MP?
(Circle one)
YES v v v v e e e e e e e e 1 (Continue to Q78) 16/
No/No data . . . . . . . . . 9 (Skip to Section XV, Q80)

78. Previous Polypectomies

Prior to the MP, did this patient have a cervical polypectomy?
(Circle one)
TYES v v e e e e e e e e e 1 (Continue to Q78a) 17/
No/No data . . . . . . . . . 9 (Skip to Q79)

78a) If YES to Q78, how many previous cervical polypectomies had the
patient undergone?

(Circle one)

1 e e e e 1 18/
20rmOre v v v v o « o o o 2
Nodata . . . . . . . .« « « . 9

Card 008
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79. Cervical Polyps at Time of MP

Did the patient have cervical polyps just prior to the MP?
(Circle one)
YES & v v b e e e e e e e 1 (Continue to Q79a) 19/
No/No data . . . . . . . .. 9 (Skip to Q79b)

79a) If YES to Q79, what was the location of the cervical polyps present
at the time of the MP?

(Circle one)
EXOCErvViX « v v v v v o« « o . 1 ) 20/
Endocervix . . . . . . + . . 2
> (Skip to Section XV, Q80)

Both exocervix
and endocervix . . . . . . 3

Nodata . « « ¢« ¢ ¢« ¢ ¢ v o & 9

79b) If No/No data to Q79, what was the location of the previous cervical

polyps?
(Circle one)
Exocervix . . . . . . . . .. 1 21/
Endocervix . . . . . . . .. 2

Both exocervix
and endocervix . . . . . . 3

Card 008
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XV.  ENDOMETRIOSIS

80. Endometriosis

Is there evidence in the record that just prior to the MP, the
patient had known or suspected endometriosis?

(Circle one)
YES « v v v e e e e e 1 (Continue to Q81) 22/

No/No data . . . . . . 9 (Skip to Section XVI, Q83)

81. Conservative Treatment

Which of the following conservative surgical treatments had been used to
treat the patient's endometriosis prior to the MP and how frequently?

(b)
If YES to (a),
(a) number performed
YES NO/ND 1 2+ ND

i) Laparoscopy with
laser therapy . . . . 1 9 1 2 9 23-24/

ii) Laparotomy with excision
of endometrial
implants . . . . . . 1 9 1 2 9 25-26/

iii) Other, specify: :
1 9 1 2 9 27-28/

If NO/ND to Q8li and ii, continue to Q8la.
Otherwise, skip to Q82.

8la) If NO/ND to Q81i and ii, was endometriosis ever diagnosed by
laparoscopy or laparotomy?

(Circle one)

YBS v v v v e e e e e e e e 1 29/

Card 008



82. Extent of Endometriosis

Prior to the MP, what was the physician's assessment of the extent of the

endometriosis?
(Circle one)
T ' | 30/
Moderate .2
Severe . . . . . .. e . .3
No data . . . . . 9

82a) Copy the exact words in the record describing the physical findings
related to the endometriosis.

Card 008
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XVI. PELVIC INFLAMMATORY DISEASE (PID)

83. History of PID

Is there evidence in the record that at least a part of the reason
for the MP was to treat pain caused by acute PID or chronic pain
secondary to past PID?

(Circle one)
YES v v v e e e e e e e e e 1 (Continue to Q84) 31/
No/No data . . . . . . . .. 9 (Skip to Section XVII, Q88)

84, Acute PID

In the 1 year prior to the MP, did the patient have any episodes of acute
pelvic inflammatory disease (PID)?

(Circle one)

YES v v v e e e e e e e e e 1 (Continue to Q84a) 32/

No/No data . . . . . . . .. 9 (Skip to Q85)

84a) If YES to Q84, how many episodes of acute PID did the patient have
in the 1 year prior to the MP?

Episodes. . . . . (ND=99) 33-34/

85. Nature of Pain

Does the patient's pain occur only when the patient has acute PID or does
it occur almost all the time?

(Circle one)

Occurs only with acute PID . . . . . . . 1 35/
Occurs other times as well . . . . . . . 2
Nodata . + « ¢« v ¢ ¢ ¢ v ¢« ¢ e e e e . 9

Card 008
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Conservative Surgical Treatment

Prior to the MP, had this patient undergone any conservative surgical
attempts to treat her PID? (Note: A conservative surgical attempt is any
procedure performed through a laparoscope or laparotomy to lyse adhesions
or to remove or destroy pelvic abscesses.)
(Circle one)
YES « v v o v e e e e e e e 1 (Continue to Q86a) 36/

No/No data . . . . . . . .. 9 (Skip to Q86c)

86a) If YES to Q86, how many conservative surgical attempts had the
patient undergone?

(Circle one)

) 1 37/
2O0PMOTE v v v ¢ o o« o o o » 2
Nodata . . « ¢« « « v 4 o . 9

86b) Copy exact words from the medical record describing the previous
conservative surgical attempts to treat the PID.

(Skip to Q87)

86c) If NO/NO DATA to Q86, was PID ever diagnosed by laparoscopy or

laparotomy?
(Circle one)
YES « v v v e e e e e e e e 1 38/
No/No data . . . . . . . .. 9

No question 87. Card 008
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XVII. POSTOPERATIVE COMPLICATIONS DURING ADMISSION Card 009 13-15/
1-12/
88. Complications

Based on progress notes and the discharge summary, indicate if the patient
had any of the following postoperative complications during the admission.
If so, give the date of the first occurrence.
(a) (b)
If YES to (a), give date
of first occurrence

YES NO/ND
16/
i) Vaginal cuff abscess/cellulitis . . 1 9 17-20
Month Day
ii)  Abdominal wound abscess/ 21/
cellulitis . . . « v « v o o« o 1 9 22-25/
Month Day
26/
iii) Other pelvic abscess/cellulitis . . 1 9 27-30/
Month Day
31/
jv) Hematoma . . . . . . . . o ¢ ... 1 9 32-35/
Month Day
v) Wound dehiscence requiring 36/
return to surgery . . . . . . . . 1 9 37-40
Month Day
41/
vi) Bladder/ureteral injury . . . . . . 1 9 42-45
Month Day
a8/
vii) Nerve injury . . . . . .« . . . 1 9 47-50
) Jury Month Day
51/
viii) Bowel injury . . . . . ¢ . o o .. 1 9 52-55
) Jury Month Day
ix) Bowel obstruction/ 56/
paralytic ileus . . . . . . . .. 1 9 57-60/
Month Day
61/
x) Fistula . « .« ¢ o v v v o v v v 1 9 62-65/
Month Day
xi) Pulmonary embolism confirmed by
V/Q scan, pulmonary angiogram 66/
or autopsy . « « ¢ o ¢ e . . 1 9 67-70
Month Day
xii) Reoperation, specify:
7/
(Other than wound dehiscence) . . 1 9 72-75
Month Day
Check here if none of the above or no data ] 76/

Card 009
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89. Postoperative Blood Transfusions Card 010 13-15/
1-12/

Did the patient receive one or more blood (RBCs or whole blood)
transfusions during the inpatient postoperative period? (NOTE: Exclude
units administered intraoperatively.)

(Circle one)

Yes, autologous . . . . . . . 1 16/
(Continue to Q89a)
Yes, not autologous . . . . . 2
No/No data . . . . . . . .. 9 (Skip to Section XVIII, Q90)
89a) If YES to Q89, how many units were received postoperatively?
17-18/

89b) If YES to Q89, what was the date of the first postoperative
transfusion?

Date . . . 19-22/
Month Day

Card 010
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XVIII. MARKER PROCEDURE

90. Date of Marker Procedure . . . . . . .. 23-26/
Month Day

91. Type of Procedure

Indicate the type and extent of hysterectomy performed.

(Circle one)

Abdominal, total . . . . . . . .. 1 27/
Abdominal, subtotal . . . . . . . . 2
Abdominal, unspecified . . . . . . 3
Vaginal . . . . . .« .« « o . < .. 4
Nodata . . . . . . . . ... 9

92. Adjunctive Surgery

Were any of the following procedures performed at the same time as the MP?

YES NO/ND
i) Unilateral oophorectomy . . . . . . 1 9 28/
ii) Bilateral oophorectomy . . . . . . 1 9 29/
iii) Appendectomy . . . . . . . . . .. 1 9 30/
iv) Cholecystectomy . . . . . . . . . . 1 9 31/

Card 010
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94,
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Hysterectomy with C-Section

Was the MP performed in conjunction with a Caesarean-section delivery?
(Circle one)

YES & v e e e e e e e e e e e e e 1 32/

Duration of Anesthesia

At what time did anesthesia for the MP begin and at what time did it end?
(Note: Use a 24-hour clock.)

i) Anesthesia began at ...... : 33-36/

ii) Anesthesia ended at ...... : 37-40/

Intraoperative Blood Transfusions

Did the patient receive one or more blood (RBCs or whole blood)
transfusions during the MP?

(Circle one)

Yes, autologous . . . . . . . 1 41/
(Continue to Q95a)
Yes, not autologous . . . . . 2
No/No data . . . . . . . . . 9 (Skip to Q96)
95a) If YES to Q95, how many units were started during the MP?
Number of units started . . 42-43/

Card 010
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96. Intraoperative Injury

Does the operative report indicate that any of the following occurred or
possibly occurred during the marker surgery?

YES NO/ND
i) Bladder injury . . . . . . . . .. 1 9 44/
ii)  Ureteral injury . . . . . . . . . . 1 9 as/
jii) Bowel injury . . . . . . . . . .. 1 9 46/
jv)  Other, specify: 1 9 47/

Card 010
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XIX. MEDICATIONS/HEIGHT AND WEIGHT/POSTOPERATIVE FEVER/ Card 011 13-15/
DISCHARGE STATUS 1-12/

97. Prophylactic Antibiotics

On the day of the marker surgery and on postoperative days 1, 2, 3, and 4,
indicate the name, code, route, and total number of doses of each eligible
medication given as indicated. (Be sure to check the anesthesia and
recovery room records as well as medication sheets.) See eligible
medications on adjacent pages.

(a) (b) (c) (d)
Antibiotic Code Route Total
1=P0O number
2=IM/1IV of doses
9=No data given 16-19/
Day of surgery:
y gery Month Day
Prior to surgery -
20-25/
i)
ii) 26-31/
During and after surgery -
32-37/
iii)
iv) 38-43/
44-47/
Postop. day #1:
Month Day 48-53/
v)
Vi ) 54-59/
60-63/
Postop. day #2:
Month Day 64-67/
vii)
viii) 68-71/
72-75/
Postop. day #3: Card 012
Month | Day 13-15/  16-19/
ix) 1-12/
x) 20-23/
24-27/
Postop. day #4:
Month | Day 28-31/
xi)
xii) 32-35/

Card 011-012



98. Height and Weight

At the time of admission what was the patient's height and weight?

v) Height ......coceiieein.. B ft in 36-38/
R

cm 39-41/

vi) Weight .......coiiiiiinnt. 1bs 42-44/
OR

kg 45-46/

99. Postoperative Fever

Did the patient ever have a fever meeting ALL the following criteria?

e >100.4°F or >38°C
e OQccurring on POD #2 - POD #10

e On 2 occasions at least 6 hours apart

(Circle one)
Yes .« v v v e e e e . . 1 (Continue to Q99a) 47/
No/No data . . . . . . 9 (Skip to Q100)

99a) If YES to Q99, what was the date of the first occurrence of fever
meeting the above criteria?

Date . . . ¢« ¢ v v ¢« ¢ o . 48-51/
Month Day

Card 012



100.

101.
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Discharge Status

Was the patient discharged dead or alive?

(Circle one)

Alive . . . . « « « . . 1 (Skip to Q101)
Dead . . . . . .. .. 2 (Continue to Q100a)
No data . . . . . . .. 9 (Skip to Qi01)

100a) Copy exact words from the medical record describing the
circumstances of the patient's death.

52/

Vital Signs at Discharge

(Skip to Section XX, Q103)

What were the last vital signs taken on the day of discharge or the day

prior to discharge?

i) Temperature ...coeeveeeeenes .[] °F

OR
nE

ii) Heart rate .....cciieiiannn.
iii) Respiratory rate ...........
jv)  SystoTic BP .evieveeanaannnn
v) Diastolic BP ...veveevncnnnn

53-56/

57-59/

60-62/

63-64/

65-67/

68-70/

Card 012
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102. Estrogen at Discharge Card 013 13-15/
1-12/

Was the patient discharged on oral or transdermal estrogen? (See eligible
medication list.)

ELIGIBLE MEDICATIONS (Q102)

Chlorotrianisene Estratab Menrium
Conjugated Estrogens Estrogen Milprem 400
Estinyl Estropipate Ogen

Estrace Estrovis PMB 200 or 400
Estraderm Ethinyl Estradiol Premarin
Estradiol Feminone Quinestrol
Estradiol Menest Tace

Transdermal System

(Circle one)

YOS v v v o v o o o o s 1 16/

Card 013
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XX.  LABORATORY RESULTS

103. Preoperative Chemistry

What were the most recent lab results taken in the 2 months prior to the

MP?
i) Potassium (K) «evevevirvneennnnooenens . [] 17-18/
ii) Blood urea nitrogen (BUN) ............ 19-20/
iii) Creatinine (CR., Creat) .....ecevvunns . [] 21-22/

104. Preoperative Urinalysis

What were the most recent preoperative urinalysis (UA) results taken in
the 2 months prior to the MP?

i) Date of UA . . « « ¢ v v v o o & 23-26/
Month Day

Number per high power field (HPF) of:

ii)  White blood cells (WBCS) ...evvvunn. 27-28/
iii) Epithelial cells ..vvvvvenieenennans 29-30/
Special codes: 99 = No data
88 = Numerous
77 = Few/occasional/moderate/

present, quantity NOS

Card 013
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105. Preoperative and Postoperative Hematology Card 13-15/
1-12

Give the results of the most recent preoperative hemoglobin and hematocrit
test taken in the 2 months prior to the MP and ail postoperative
hemoglobin and hematocrits taken during the admission. (NOTE: If no
preoperative laboratory results are found, use values found in physician
progress notes.)

(a) (b) (c)
Date Hemoglobin Hematocrit
(Hg, Hgb) (Hct, PCV)
Preoperative: . . Card 014
i)
Month Day
Postoperative: . . Card 015
ii)
Month Day
. . Card 016
iii)
Month Day
. . Card 017
iv)
Month Day
. . Card 018
v)
Month Day
. . Card 019
vi)
Month Day
. . Card 020
vii)
Month Day
. . Card 021
viii)
Month Day
. . Card 022
ix)
Month Day
. . Card 023
x)
Month Day
. . Card 024
x1)
Month Day
(16-19) (20-22) (23-25)

Card 014-024
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106. Cultures

How many of the following cultures were taken pre- and postoperatively?
If cultures were taken, were any positive?

(a) (b)

If (a) > 1,

Type of Period when Number of any culture

culture specimen taken cultures taken positive?

YES NO/ND
i) Urine Preop 1 9 26-28/
Postop 1 9 29-31/
ii) Blood Postop 1 9 32-34/
iii)  Wound Postop 1 9 35-37/

Check here if no cultures were performed ] 38/

Card 024



I-66

XXI. PHOTOCOPY REQUIREMENTS

107. Photocopy the admitting history and physical, the
discharge summary, operative report, reoperation report
(if applicable), and the postoperative pathology report.
Staple them to the inside back cover of the abstraction
form. Be sure to blacken out the patient's name and any
other identifying information and write the patient's ID
code on all copies.

Copies made of: YES NO NA/Missing
i) Admitting H& . . . . . . . . 1 2 9 39/
ii) Discharge summary . . . . . . 1 2 9 40/
iii) Operative report . . . . .. 1 2 9 a1/
iv)  Reoperation report . . . . . 1 2 9 a2/
v) Postoperative pathology

report . . ... ... .. 1 2 9 43/

107a) If NO to i) copy the exact words from the admitting H&P that a
physician overreader could use to evaluate medical necessity (e.g.,
reasons for the procedure, medical and treatment history, pertinent
physical findings.)

107b) If NO to ii) copy exact words from the discharge summary that a
physician overreader could use to evaluate medical necessity (e.g.,
reasons for the procedure, medical and treatment history, pertinent
physical findings.)

Card 024
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107c) If NO to iii) copy exact words from the operative report (e.g., type
of operation, intraoperative complications, findings, etc.)

107d) If NO to iv) copy exact words from the reoperation report (e.g.,
type of operation, intraoperative complications, findings, etc.)

107e) If NO to v) copy exact words from the postoperative pathology report
(e.g., impressions and findings.)
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XXII. POSTOPERATIVE COMPLICATIONS AFTER DISCHARGE Card 025 13-15/
1-12/
108. Postoperative Care

Does the medical record include postoperative visits or hospitalizations
in the 4 weeks following discharge?
(Circle one)
YES &« v v e e e e e e e e e 1 (Continue to Q109) 16/
No/No data . . . . . . . . . 9 (Skip to Section XXIII, Ql11)

109. Postoperative Complications

In the 4 weeks following discharge, did any of the following complications
occur? If so, give the date of the first occurrence.

(b)
If YES to (a) give date

(a) of first occurrence
YES NO/ND
17/
i) Vaginal cuff abscess/cellulitis . . 1 9 18-21/
Month Day
ii)  Abdominal wound abscess/ 22/
cellulitis . . . . « « o « v v . 1 9 23-26/
Month Day
27/
iii) Other pelvic abscess/cellulitis . . 1 9 28-31/
Month Day
32/
iv) Hematoma . . . . . . . . .. ... 1 9 33-36/
Month Day
v) Wound dehiscence requiring 37/
return to surgery . . . . . . . . 1 9 : 38-41/
Month Day
42/
vi Nerve injury . . . « . ¢« + ¢« . .« . 1 9 43-46/
) Jury Month Day
47/
vii) Fistula . . . . « . ¢« v o o v oo 1 9 48-51/
Month Day
52/
viii) Urinary tract infection (UTI) . . . 1 9 53-56/
Month Day
ix) Reoperation, specify: 57/
1 9 58-61/
Month Day
Check here if none of the above or no data ] 62/

Card 025
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110. Qutpatient Estrogen Therapy

Was the patient ever placed on oral or transdermal estrogen in the 4 weeks
following discharge? (See list of eligible medications.g

ELIGIBLE MEDICATIONS (Q110)

Chlorotrianisene Estratab Menrium
Conjugated Estrogens Estrogen Milprem 400
Estinyl Estropipate Ogen

Estrace Estrovis PMB 200 or 400
Estraderm Ethinyl Estradiol Premarin
Estradiol Feminone Quinestrol
Estradiol Menest Tace

Transdermal System

(Circle one)
YeS .« v v e v e e e e s 1 63/

No/Nodata . .. .. .9

Card 025
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XXIII. COMPLETENESS CHECK
111. Indicate whether any of the following parts of the medical record were
partially or totally missing.

Partially Totally
Missing Missing

i) Physician progress notes . . . . . . . . 1 2 64/
ii) Medication sheets . . . . . . . . . . .. 1 2 65/
iii) Laboratory . . . . . . . . ... .. 1 2 66/
jv)  Vital signs record/graphic . . . . . .. 1 2 67/
v) Anesthesia records . . . . . . « . . . . 1 2 68/

Card 025
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Introduction

Hysterectomy refers to the surgical removal of the uterus. In many instances,
the operation is performed through the vagina, with low mortality and
morbidity. Hysterectomy may also be performed through an abdominal incision,
with somewhat greater rates of complication.

Patients with a wide variety of conditions may become candidates for
hysterectomy. These include abnormal uterine bleeding; leiomyomata (or
fibroid tumors); malignancies of the cervix, endometrium, fallopian tube, or
ovary; endometrial hyperplasia or polyps; cervical dysplasia or polyps;
endometriosis; pelvic inflammatory disease; pelvic pain; or pelvic relaxation.

In most patients with tissue-documented malignancies of the cervix,
endometrium, or ovary, hysterectomy is appropriate, and few other factors will
influence the decision to perform surgery. In other clinical situations, with
far less life-threatening implications, other factors become critical to the
decision-making process. One of the most important of these is the desire of
the patient to preserve her ability to become pregnant. Physicians should
ordinarily pursue conservative therapy more vigorously and for a longer period
of time with patients who strongly desire future pregnancy than with those who
do not. This is particularly important for women who become candidates for
hysterectomy because of abnormal uterine bleeding (i.e., bleeding for which no
cause has been discovered) or because of fibroids. In most cases, women with
abnormal uterine bleeding who desire future pregnancy will be inappropriate
candidates for hysterectomy unless the bleeding is severe and persists despite
repeated attempts at conservative therapy (e.g., dilation and curettage or
treatment with oral contraceptives or progesterone). The same is true for
women who state they do not desire future pregnancy if they are childless and
young (e.g., under 30). The older the woman and the greater her parity, the
more appropriate hysterectomy may become if the bleeding is of moderate
severity and conservative therapy has consisted of only one D&C and a trial of

hormone therapy.
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Similar summary statements are true for the other general classes of patients
who become candidates for hysterectomy. For women who desire future pregnancy
to be appropriate candidates for the procedure, the severity of the underlying
disease process must be high and conservative therapy must have been
exhaustively tried. For women who do not desire future pregnancy, with
increasing age and parity, hysterectomy becomes appropriate at lower levels of
severity and less exhaustive trials of conservative therapy.

Hysterectomy is not without complications. On average, about one in 1,000
women will die during elective vaginal hysterectomy. More will suffer

infection and hemorrhage.

This abstraction form is designed to obtain information concerning:

(1) the reasons for the hysterectomy, (2) the severity of the patient's
symptoms, (3) the patient's past gynecologic history, (4) the nature of other
medical problems the patient may have had at the time of admission, and (5)
the patient's complications and outcomes.
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GENERAL GUIDELINES

You will be asked to abstract the medical records of patients who
have undergone an elective hysterectomy. The hospital admission
during which the hysterectomy was performed is referred to as the
marker admission or marker hospitalization. The hysterectomy is
referred to as the marker procedure or MP. You may or may not have
outpatient data from the preadmission and postdischarge time

periods.

The first thing you should do before abstracting is to confirm that
you have the right patient and the appropriate medical record.

In general, hospital medical records will have the following

standardized format:

o ADMITTING FORM. This is called the "face sheet" and contains
basic demographic information including the patient's name,
address, date of birth, sex, the admitting diagnosis, how the
patient was admitted, and health insurance status.

o DISCHARGE SUMMARY. This is a summary of the hospitalization
describing the history of the present illness, hospital treatment,
course in the hospital, disposition, and final diagnoses.

o ADMITTING HISTORY AND PHYSICAL. The admitting history and
physical is the major note written by the admitting physician on
the day of admission. The format is somewhat standard: chief
complaint (reason for admission), history of present illness,
prior medical history, family history, social history (includes
alcohol intake and smoking), physical exam, laboratory test'
results, diagnostic impressions, and a treatment pilan.
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CONSULTATION REPORTS. Consultations are ordered by the attending
physician when "specialty" opinions and/or treatments by
physicians and others are needed.

MD PROGRESS NOTES. These are usually handwritten notes, made by
every physician treating the patient. They document the patient's
status and are written each time he/she sees the patient or

reviews test results.

MD ORDER SHEETS. These are handwritten notes made by the
physician whenever he/she orders a test, treatment, or medication.

NURSING ADMISSION SUMMARY OR ASSESSMENT OR DATA BASE. This is an
admitting note made by the nursing staff when the patient is
assigned to a particular ward or unit. It includes a description
of the patient's condition and vital signs on admission. It may
also include a review of systems and psychosocial information.

NURSING NOTES. These are handwritten notes by a nurse or nursing
assistant documenting his/her assessment of the patient's current
condition and response to treatments and care. These data include
round-the-clock documentation of the patient's condition,
particularly with regard to the patient's pain, symptoms, symptom
resolution, and activity level.

LABORATORY RESULTS. The different categories of laboratory
reports are (in no particular order):

Chemistry

Hematology

Immunology

Pathology

Cytology
Blood Bank - Transfusions

Nuclear Medicine
Radiology
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e OPERATIVE REPORTS. A1l operations will be described in complete
detail, including a preoperative diagnosis, the techniques used,
the findings, and a postoperative diagnosis. In some hospitals,
the format will include the indication for the procedure.

o There is usually also an Anesthesia Record which documents the
patient's condition (vital signs, medications, and fluid intake)
while under anesthesia and a Recovery Room Record documenting the
patient's condition just after surgery but prior to returning to

his/her room.

« TEST/PROCEDURE REPORTS. X-rays, EKGs, and some special tests and
procedures will have a formal report of the results filed in the
chart. Tests and procedures reported may include echocardiograms,
cardiac catheterizations, insertion of pacemakers, etc.

o MEDICATION SHEETS. These notes reflect the medications prescribed
and the medications actually given by the nursing staff.

o NURSING FLOW SHEETS. These are sheets with prelabeled rows and/or
columns that allow the nurses to document easily patient activity
levels and/or treatments. The specific format varies from
hospital to hospital.

o GRAPHIC CHARTS. These are graphic recordings of the patient's
vital signs (temperature, pulse, respiration and blood pressure).
They may also include information about the patient's fluid
intake, weight, bowel and urinary output and/or various
treatments.

Before you begin to abstract, review the chart to familiarize
yourself with this particular patient admission (maximum time: five
minutes). Specifically, read the face sheet, emergency room report,
the admitting history and physical, the discharge summary and any
documented outpatient visits. Clarify in your mind the reasons for
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the procedure, symptoms and other conditions present at the time of
admission, hospital course and condition at the time of discharge.
During this review you may also wish to note the location of
different parts of the medical record (e.g., MD progress notes,
nurses' notes, chest x-rays, medication records, etc.). You may
wish to use clothespins or paperclips to facilitate location of
sections of the record during abstraction.

Some of the questions of the abstraction form request that you copy
the exact words from the medical record that substantiate your
response to a given question. (For example, a question may ask if
the patient ever had cancer and then request that you copy the exact
words from the medical record describing the details of the cancer.)
It is essential when responding to requests to copy exact words from
the medical record, that you be as detailed as possible and always
specify the data source (e.g., the oncologist states: ...or the
nurse's notes indicate: ...) and the date that the note was written.

When you are unsure of an answer to a question: (a) make your best
guess, and (b) put a question mark in the margin next to your
answer, and (c) copy enough information from the medical record so
that a clinical expert can resolve the problem. Remember, the
clinical expert will have only the information you provide to use in
deciding upon the correct answers, so be as complete as possible.

When you are uncertain if a particular chart should be excluded, (a)
contact the Project Manager to discuss the case, or (b) if the
Project Manager is not available, document your concerns and data
from the chart supporting them in the abstraction form, and go on to
abstract the chart.

If there is conflicting information in the record, for example, if
one physician reports a history of congestive heart failure (CHF)
and another states the patient had no previous history of CHF,
always document the note of the "worst" result. In this case, you
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would indicate that the patient had a history of CHF.
Right justify numbers. For example, if there are four numbers in

your answer and five spaces allocated for your response, the empty
space(s) should always be on the left.

The exception to this rule is that you left justify numbers in
Sections I (Tear Sheet) and II (Identification Data) ONLY. In these
two sections (with the exception of dates), begin writing numbers or
names in the first (left-hand) box. Do not left justify dates.

Correct:

718181{71]6 0o(1]|]0]|58]2

Mo. Day Yr.

REMEMBER: Right justify everywhere except in Sections I and II.

10.

11.

Pay attention to relevant time periods specified in the questions.
Be sure that you are answering each question according to the exact
time period specified for that particular item.

In items where there are "Yes," "No," and "No Data" as three
possible answers, Yes = 1, No = 2, and No Data = 9. In items where
the two possible answers are "Yes" and "No/No Data," Yes =1, and
No/No Data = 9. The specific guidelines will instruct you to circle
code "1" if the answer is yes, and if several types of affirmative
answers are possible, the guidelines will instruct you as to which
codes to circle. In order to keep the guidelines from being unduly
repetitive, when the answer is "No" (circle code "2") or "No/No
Data" (circle code "9"), the instruction to circle code "2" and to
circle code "9" has not been repeated every time.
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If you do not have enough information to complete the abstraction
form or you cannot find the complete record, be sure to contact your
Project Manager. Also, do not hesitate to call with any questions
you have about abstracting. It is essential that everyone interpret
the abstraction form in exactly the same way, so do not make up your
own rules--contact the Project Manager for guidance.

Whenever you have questions but are unable to contact one of our
representatives for an immediate answer, clearly identify your
question on the abstraction form, and try to provide enough details
so that someone else can make accurate judgments about that
particular problem. Medical records are complicated documents, and
you should expect to have questions. We would rather have you
indicate questions than simply record less accurate information.

If a question begins with "IF YES to Q_, ...?", only answer the
question if the answer to Q_ was code "1" (i.e., yes). If not, skip
to the next question.

Write clearly and darkly.

When the answer to a group of questions is the same, i.e., several
questions are all "9" (No/No Data), you may put a large circle
around more than one answer. Close all circles carefully so stray
marks are not confused with your circles. In cases where a Tlist of
items is given with a series of Yes-No/No Data options, a check box
may be provided at the bottom of the 1list. In cases where none of
the list answers is "Yes," the abstractor may place a check in the
box in place of circling each "9" (No/No Data).
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SPECIFIC GUIDELINES

TEAR SHEET

This section lists the patient's study identification code, identifying
numbers, name, and date of birth. This information is important to
distinguish one patient admission from another and to identify
additional admissions of the same patient.

To protect the confidentiality of the patient, this information will not
be kept with the completed abstraction form. After completing Sections
I and II, tear out Section I and turn it in separately according to
instructions from the Project Manager.

Left justify numbers and names. Do not left justify dates.

1. Patient's ID Code: Fill in the patient identification code you have

been given.

2. Date Abstracted: Enter the date you abstract the chart.

3. Patient's Medical Record Number: Fill in the medical record number,
being sure that the number on the medical record and the one in your
patient list match.

4. Patient's Social Security Number: Enter the patient's social
security number.

5. Patient's Name: Enter the patient's name, last name first.

6. Patient's Date of Birth: Enter the patient's birthdate.
NOTE: If any of these items are on your patient Tist, be sure that the
numbers/names are the same. If they are not, consult with the Project

Manager.
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IDENTIFICATION DATA

This section identifies by codes the individual patient's hospital

admission.

7. Patient's ID Code: Enter the patient's identification code. Be
sure that it is exactly the same as that entered in question #1.

8. Patient's Medical Record Number: Enter the patient's medical record

number.

9. Hospital ID Code: Enter the appropriate code for the hospital where
you are abstracting.

10. HMO Code: Enter the appropriate code for the HMO providing care for
the patient whose record you are abstracting.

11. Abstractor Code: Enter your own abstractor code.

12. Performing Doctor's (PMD's) Code: Enter the appropriate code for
the doctor performing the hysterectomy.

13. Circle code "1" under (a) and indicate when the patient's marker
hospitalization record was abstracted. If the patient's outpatient
record was also abstracted, circle code "1" under (b) and indicate
when the outpatient record was abstracted.
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III. PATIENT CHARACTERISTICS

14-15.

16.

17.

8.

Demographics: Enter the requested information about birthdate and

race.

Location: Typed admission form or face sheet, history and physical,

nurses' admission assessment.

Marital Status: Indicate the patient's marital status.

Location: Typed admission form or face sheet, history and physical,

nurses' admission assessment.

Insurance: Indicate whether or not the patient has Medicare and/or
Medicaid. In California, Medicaid is known as MediCal. Group
insurance is a form of private insurance. If a hospital uses an
insurance code unique to that hospital, ask the hospital's medical
record department to tell you the meaning of the code.

Location: Admitting form or face sheet (section marked

"insurance").

Patient's Zip Code:

Location: Admitting form or face sheet.
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INCLUSION/EXCLUSION CRITERIA

The data collected in this section determine whether or not a particular
patient is suited for inclusion in the study. Before completing this
section, review the chart to familiarize yourself with this particular
patient admission (maximum time: five minutes). Specifically, read the
face sheet, emergency room report, the admitting history and physical,
and the discharge summary. Clarify in your mind the patient's reason
for admission, symptoms and other conditions present at the time of
admission, hospital course, and condition at the time of discharge.

19. Admission Date: The date of admission is the date the patient was
admitted to an inpatient bed. This is not the same as being treated
in the emergency room (ER). For example, assume a patient was
admitted to the ER on Saturday, 10/12/85 at 23:00 (11:00 p.m.). The
patient was later admitted to an inpatient bed on Sunday, 10/13/85
at 01:30 (1:30 a.m.). The date of admission, in this case is
10/13/85 (not 10/12/85).

Location: Face Sheet, nurses' notes, and (but perhaps less
reliably) discharge summary.

NOTE: The date of admission is an important date. Therefore, you
may wish to confirm this date by seeing that it matches the nursing
admission (not ER) note date.

20. Discharge Date: The date of discharge is the date the patient left
the hospital (alive or dead).

Location: Face Sheet, nurses' notes, discharge summary.
NOTE: The date of discharge is also an important date. You may
wish to confirm this date with the nursing note documenting the

patient's discharge.
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I1-13

Indicate if the patient was in the hospital during the specified
time period. Circle code "1" if at least one day of the patient's
admission falls within the specified time period.

Eligible ICD-9-CM/Cpt-4 Codes: Review all of the ICD-9-CM and

CPT-4 codes. Circle code "1" if any of the specified eligible

codes is present. Do not include codes preceded by letters. If an
eligible code is not present among the listed codes in the medical
record or if no diagnostic codes are present, circle the appropriate
code and skip to Q23.

Copy the first five ICD-9-CM and CPT-4 procedure codes from the
marker admission whether or not they are on the list of eligible

codes.

Location: Face sheet.

Hysterectomy This Admission: Indicate if a hysterectomy was

performed during the marker admission. Include hysterectomies that
were total or subtotal, vaginal or abdominal, and with or without
the removal of one or both ovaries or fallopian tubes. If a
hysterectomy was not performed during the marker admission, circle
code "9" and stop abstracting.

Location: Discharge summary.

Emergency Procedure: Indicate if the hysterectomy was performed as
an emergency procedure rather than as an elective procedure. If so,
circle code "1," continue to Q24a, and then stop abstracting.
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24a. If the hysterectomy was performed as an emergency procedure,
indicate the reason(s) for the procedure.

i)  UTERINE RUPTURE: Circle code "1" if uterine rupture occurred
(e.g., during another procedure such as a D&C or during a C-
section, during childbirth, or following an infected abortion).

ii)  POSTPARTUM HEMORRHAGE: Circle code "1" if a hemorrhage
occurred in the postpartum period that required a hysterectomy.

iii)  UTERINE INVERSION: Circle code "1" if the hysterectomy was
performed because of a partial or complete, acute or chronic
uterine inversion (i.e., the upper portion of the uterus
prolapses through a dilated cervix).

iv)  UNCONTROLLED BLEEDING: Circle code "1" if the hysterectomy was
performed because of uncontrolled bleeding whether or not
another reason was also specified (e.g., uterine rupture).

v)  SEPTIC ABORTION: Circle code "1" if the hysterectomy was
performed because of a septic abortion (i.e., an abortion
associated with an infection).

vi)  TUBAL ECTOPIC PREGNANCY: Circle code "1" if the hysterectomy
was performed because of complications from the implantation of
a fertilized egg outside the uterine cavity in any portion of
the fallopian tubes (e.g., ampulla, isthmus, intersitial
portion, or infundibulum).

vii)  NON-TUBAL ECTOPIC PREGNANCY: Circle code "1" if the
hysterectomy was performed because of complications resulting
from the implantation of a fertilized egg outside the uterine
cavity on the ovary, on the wall or viscera of the abdominal
cavity, or on the broad ligament.
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UTERINE SCAR DEHISCENCE: Circle code "1" if the hysterectomy
was performed because of a uterine scar that dehisced (i.e.,
edges of an old wound that split or came apart).

FAILED MYOMECTOMY: Circle code "1" if the hysterectomy was
performed because of a failed myomectomy (i.e., unsuccessful
surgery to remove fibroids but maintain the integrity of the
uterus). Include a myomectomy that failed at the time of
surgery or a some point after surgery.

ACUTE PID: Circle code "1" if the hysterectomy was performed
because of acute PID (pelvic inflammatory disease). Synonyms
for PID include salpingitis (inflammation of the fallopian
tubes), salpingo-oophoritis (inflammation of the ovaries and
fallopian tubes), pelvic infection caused by Chlamydia
trachomatis or Neisseria gonorrhoeae, endosalpingitis

(inflammation of the endometrium and fallopian tubes),
endometritis (inflammation of the endometrium), pyosalpinx
(distended Fallopian tube filled with pus), and tubo-ovarian
complex (T0C).

OTHER, SPECIFY: Circle code "1" if the hysterectomy was
performed as an emergency for a reason other than those
specified in (i) through (x).

Location: Emergency room report, admitting history and physical,

discharge summary.

Hysterectomy Performed for Gynecologic Cancer: Indicate if the

hysterectomy was performed because of ovarian, fallopian tube,
endometrial, or cervical cancer known at the time of admission
(i.e., diagnosed by biopsy prior to the marker procedure). If so,
circle code "1" where appropriate and stop abstracting.
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OVARIAN CANCER: Include ovarian cancer that is known at the
time of admission. Synonyms for ovarian cancer include the
following: serous cystadenocarcinoma, mucinous
cystadenocarcinoma, endometrioid carcinoma, clear cell
adenocarcinoma, choriocarcinoma, dysgerminomas, yolk sac
tumors, embryonal carcinoma. Also include the following if the
terms "malignant," "metastatic," "cancerous" are used in the
description: cystadenoma, Brenner tumors, teratomas, granulosa
cell tumors, theca cell tumors, fibromas, Sertoli-Leydig cell
tumors. Do not include follicular or luteal cysts or
polycystic ovaries.

FALLOPIAN TUBE CANCER: Include fallopian tube cancer known at
the time of admission based on biopsy. Do not include
parovarian cysts or hydatids of Morgagni.

ENDOMETRIAL CANCER: Include endometrial cancer known at the
time of admission based on endometrial biopsy or dilation and
curettage (D&C). Synonyms include uterine adenocarcinomas,
adenocanthomas, or mixed/adenosquamous carcinomas. Do not
include cystic hyperplasia or “swiss cheese" hyperplasia, or
adenomatous hyperplasia with or without atypia. If the
diagnosis at the time of admission is "endometrial carcinoma in
situ," circle code "9" even though this diagnosis is not as
clearly defined for the endometrium as for the cervix and may
include cases of invasive adenocarcinoma.

CERVICAL CANCER OTHER THAN CARCINOMA IN SITU: Include cervical
cancer known at the time of admission based on cone or punch
biopsy. Do not include biopsy results classified as CIN
(cervical intraepithelial neoplasia) I, II, or III; SIL
(squamous intra- epithelial lesion) I or II; or cervical
carcinoma in situ. Also do not include diagnoses based on Pap
smears and reported as classes I through V. Include only
carcinoma described as invasive (i.e., extending beyond the
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basement membrane of the epithelium) or metastatic. Synonyms
for cervical cancer include squamous cell carcinoma,
adenocarcinoma, and clear cell carcinoma.

If yes to Q25, copy the exact words from the medical record
describing how the cancer was diagnosed preoperatively and the
preoperative pathology findings.

If yes to Q25, indicate if a copy of the postoperative pathology
report was photocopied and attached to the abstraction form. If so,
circle code "1" and stop abstracting.

If a photocopy of the postoperative pathology report could not be
made, copy the exact remarks from the report and stop abstracting.

Location: Admitting history and physical, discharge summary,

outpatient preadmission records.

Hysterectomy Performed for Pelvic Cancer: Indicate if the

hysterectomy was performed as part of a radical procedure to remove
a primary or metastatic cancer in the pelvic region (e.g., invasive
colon or rectal cancer). If so, circle code "1" and stop

abstracting.

Location: Admitting history and physical, discharge summary,

outpatient preadmission records.
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GENERAL MEDICAL HISTORY

The questions in this section refer to the patient's medical history.
Indicate a positive response if there is a physician note in the chart
documenting a history of the specified conditions or surgeries. Include
problems described as possible or probable. Do pot include any medical
conditions or surgeries that occurred for the first time during the
admission. For example, assume an admission chest x-ray revealed
congestive heart failure (CHF). However, no mention is made by any
physician of a prior history of CHF. In this case, the CHF on admission
(even though it may have been present just prior to admission) is
considered a condition occurring during the admission. You would circle
"g" for "No/No Data" to the question asking if the patient had a history

of CHF.

Base all of your responses on physician notes. Disregard nurses' notes
even if they contradict the physicians' notes.

If you are unsure if a patient had a particular condition or surgery,
place a question mark by the answer and document the pertinent data from
the chart in the space provided at the end of each subsection (e.g.,
Q27. If any questionable responses ...).

Location: Base your responses on the following sources of information:
Admission history and physical, discharge summary (sections that refer
to the patient's medical history), consult reports and progress notes
prior to the marker hysterectomy and the outpatient preadmission record.

27. History of Cardiovascular Disease: Circle code "1" if the physician
indicates the patient had a history of:

i) Any of the specified VALVULAR DISEASES or surgery. Code "1"
only if "history of" is mentioned. Do not code "1" if these
are mentioned only in the Impression section of the History and
Physical or the Discharge Summary and "history of" is not
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specified. Do not circle code "1" for mitral valve prolapse
unless the chart also specifies mitral insufficiency.

ANGINA or angina-like chest discomfort or atypical angina.
Angina is defined as pressure, squeezing, or substernal chest
pain at exercise or rest. The pain may also be felt in the
arm(s), jaw, throat and/or neck. Frequently the pain is
brought on by exercise and relieved by nitroglycerin (NTG) or
rest. Count as angina, chest or sternal or midsternal pain
meeting this definition or described as angina, unstable
angina, atypical angina, angina-like or compatible with angina.
Do not classify a patient as having a history of angina just
because NTG is listed as a current medication. The patient
must have a history of pain meeting the above criteria.

Any CHEST PAIN that does not meet the definition given in ii).

One or more MYOCARDIAL INFARCTIONS (MIs) or heart attacks in
the past. Include MIs described as "probable" or "patient

states he/she had."

If YES to iv), circle code "1" if the MI occurred in the 6
months prior to the marker hysterectomy. Include an MI
described as "recent." Do not include an MI described as of

"indeterminate age."

CONGESTIVE HEART FAILURE (CHF, HF), left or right heart or
ventricular failure (LHF, RHF, LVF, RVF) or decompensation,
pulmonary edema, cor pulmonale.

NOTE: PE usually stands for pulmonary embolus and not
pulmonary edema.
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VENTRICULAR ARRHYTHMIAS, ventricular tachycardia (V-tach, VT),
ventricular fibrillation (VF, V fib), premature ventricular
contractions (PVCs, VPCs)/beats (PVBs, PBs) /systoles /fusions
/ectopic complexes.

OTHER ARRHYTHMIAS including atrial fibrillation (AF, A fib),
atrial flutter (A flutter), supraventricular tachycardia (SVT),
multifocal atrial tachycardia (MFAT, MAT), paroxysmal atrial
tachycardia (PAT), premature atrial contractions (PACs),
supraventricular premature contractions (SVPCs), or arrhythmias
not specifically described.

HYPERTENSION (HTN) regardless of severity and degree of
control.

Check the box at the end of Q27 if none of the above apply
or there are no data in the medical record about any of

the specified medical conditions.

Use this space for documentation when you are uncertain how to

interpret or code the medical history.

History of Other Medical Conditions: Circle code "1" if the

physician indicates the patient had a history of:

i) Chronic obstructive pulmonary disease (COPD), emphysema,

bronchitis specifically described as "chronic," or asthma.

Code "1" only if "history of" is mentioned. Do not code "1" if
these are mentioned only in the Impression section of the
History and Physical or the Discharge Summary and "history of"

is not specified.
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Any form of DIABETES, i.e., insulin-dependent, managed by oral
medication or by diet alone. Code "1" if insulin is mentioned
as a medication taken prior to admission. Do not give credit
for oral antihyperglycemic medications if diabetes is not also

specified.

CIRRHOSIS, PORTAL HYPERTENSION, OR ASCITES. Do not confuse
hypertension with portal hypertension. Ascites is the
accumulation of fluid in the peritoneal cavity.

CHRONIC RENAL FAILURE including chronic hemodialysis or chronic
peritoneal dialysis. Do not include any episode of acute renal
failure or azotemia that resolved.

The physician must describe the patient as MORBIDLY OBESE, or
the patient must weigh 300 or more pounds.

Check the box at the end of Q28 if none of the above apply
or there are no data in the medical record about any of
the specified medical conditions.

As in Q27a, use this space for documentation when you are
uncertain how to interpret or code the medical history.

Cancer: Indicate whether or not the patient was ever diagnosed

as having any cancer other than basal cell.

Synonyms for cancer include: Carcinoma, CA, malignancy,
malignant tumor, malignant neoplasm, sarcoma, acute
leukemia (ALL, AML, AGL, AMOL), chronic leukemia (CML,
CGL), lymphoma, melanoma, hepatoma, hypernephroma,
seminoma, teratoma, chemodectoma, Hodgkin's disease,
multiple myeloma, astrocytoma, glioblastoma,
oligodendroglioma, ependymoma, glioma, medulloblastoma.
The name of a tumor often reflects its cell composition.
Include any tumor described as malignant.
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29a. If YES to Q29, indicate whether or not the patient ever had a
diagnosis of breast cancer. Include any type of breast or
mammary carcinoma (intraductal, scirrhous, papillary, colloid,
comedo, or lobular) and Paget's disease of the breast. Do not
include fibrocystic disease, adenosis, fibroadenomas,
intraductal papillomas, or galactoceles. Do include patients
treated in the past with a radical mastectomy or modified
radical mastectomy.

29b. If YES to Q29, indicate whether or not the patient was ever
diagnosed as having a cancer listed in the box.

adenocarcinoma with b. Tliver
unknown primary
lung, oat cell,
a. brain or small cell
esophagus pancreas
gastric or stomach c. sarcoma
leukemia (acute)
a) brain: includes astrocytoma, ependymoma, glioblastoma
multiform, glioma, meningioma, oligodendroglioma.
b) Tliver: includes gallbladder, extrahepatic ducts, hepatoma,
hepatoblastoma, hemangioepithelioma.
c) sarcoma: includes hemangiopericytoma, malignant fibrous

histiocytoma, malignant mesothelioma, malignant
mesenchymoma. Includes also any sarcoma (e.g., giant cell
sarcoma) or sarcoma used with a prefix (e.g., fibrosarcoma).

If YES to Q29b, skip to Q29d.
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If NO to Q29b, determine the status of the patient's cancer and
circle the lowest applicable code. Circle code "1" if there is
any mention of metastases (extension of disease to lymph nodes
or to another body part), the patient is receiving radiation
therapy, chemotherapy, or the patient's cancer was inoperable
or not totally removed. Circle code "2" if the patient is
receiving only hormonal therapy for cancer. Refer to the list
of drugs used for chemotherapy or hormonal therapy.

If the patient is taking a drug that you think is for
cancer treatment but you are unsure, put a question mark
in the margin of the abstraction form and write the drug
name. Some hormonal therapy drugs may be used as therapy
other than for cancer. If a patient is taking one, be
sure that the chart indicates it is being used to treat

cancer.

If there was more than one diagnosis of cancer, answer the
question for the diagnosis that gives the lowest code

number.

Copy exact remarks from the medical record describing the
details (dates, type, staging, prognosis, treatment, presence
of and location of any metastases) of all cancers diagnosed.
Use only physician notes and indicate sources.
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CANCER DRUG LISTS (Q29c)

Chemotherapy
Actinomycin D Floxuridine
Adriamycin Fluorouracil
Adrucil FOAM *
Alkeran Folinic Acid
Amethopterin FUDR
Arabinasyl Cytosine Hexamethylmelamine
Ara-C HN2
BCNU Hydrea
BiCNU Hydroxyurea
Bienoxane Leukeran
Bleomycin Lomustine
Busulfan Matulane
CAF * Mechlorethamine
Carmustine Hydrochloride
CAve * Melphalan
CCNU Mercaptopurine
CeeNU Methotrexate
Chlorambucil Mithracin
CHOP * Mithramycin
CHOP-BLEO * Mitomycin
Cisplatin MTX
Cis-platinum Mustargen HCE
Citrororum Factor Mutamycin
CMF * Myleran
CMF-p * Nitrogen mustard
CMF-VpP * Oncovin
C-MOPP * Phenylalanine mustard
cop * Procarbazine
Cosmegen Purinethol
CTX Semustine
Cvp * Thioguanine
Cyclophosphamide Thiotepa
Cytarabine Velban
Cytosar-U Vinblastine
Cytosine Arabinoside VCR
Cytoxan Vincristine
Dacarbazine VP16-213
Dactinomycin VePesid
Daunomycin
Daunorubicin
Doxorubicin
Elspar
Endoxan
Etoposide
FAC *
FAM *

5-FU

Hormonal Therapy

Aminoglutethimide
Androgen
Conjugated estrogens
Premarin

Cytadren
Diethylstilbestrol
DES Depo-Provera
Decadron
Delalutin
Delatestryl
Dexamethasone
Ethinyl estradiol
Elipten

Estinyl

Estrace
Fluoxymesterone
Halotestin
Megestrol Acetate
Megace

Nolvadex
Oratestryl
Oreton-Methyl
Progesterone
Provera

Tamoxifen
Testosterone
Ulfandren

* protocol
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VI. GENERAL GYNECOLOGIC HISTORY

The questions in this section refer to the patient's gynecologic
history. Do not include conditions diagnosed or procedures performed
during the same operating room episode as the marker hysterectomy.
However, do include conditions diagnosed or examinations performed
during the marker admission (including in the operating room) but prior
to the marker hysterectomy. For example, if on the admitting physical
examination a cystocele was diagnosed, you would give a positive
response to the question asking about a cystocele. If, however, bladder
suspension was performed for the first time during the marker
hysterectomy, you would circle code "9" for the question asking if the
patient ever had a bladder suspension. If the patient had her first
laparotomy in the operating room just prior to the hysterectomy, you
would circle code "9" for the question asking if the patient ever had a
laparotomy in the 2 years prior to the MP.

If you are unsure of the answer to a particular question, note it with a
question mark and document the pertinent data in the space provided or
in the margin. Include the information source and date and the

questionable data.

Location: Base your responses on the following sources of information:
Physician admitting history and physical, discharge summary (sections
that refer to the patient's history), consult reports and progress notes
prior to the marker hysterectomy, the outpatient preadmission record
(including procedure reports); and nurses' notes unless otherwise
indicated.

30. Last Menstrual Period: Enter the date of the onset of the patient's
last menstrual period (LMP).

30a. If a date is not specified in the record, circle code "1" if the LMP
was documented to be 12 months or less prior to the marker
hysterectomy. If the LMP was documented as having occurred more
than 12 months prior to the marker hysterectomy, circle code "2."
Count the last period even if irregular, regardless of whether the



30b.

31.

32.

33.
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patient was taking estrogen and progesterone unless the patient was
also described as postmenopausal. If the patient was described as
postmenopausal, circle code "9" and answer Q30b.

If No data to Q30a, indicate if any physician's note described the
patient as menopausal or postmenopausal. Circle code "9," however,
if the patient was described as perimenopausal, premenopausal, or
having irregular periods.

Parity: Indicate the number of children the patient had prior to
the marker hysterectomy. Include stepchildren, adopted children, or
wards. Include only living children; however, if you cannot
determine how many children were living, include them all. If the
patient was described as "G 5 P 41 0 3," she had 5 pregnancies, 4
term deliveries, 1 premature delivery, 0 abortions, and 3 living
children. If the record states "patient lives with son," but you
cannot determine the actual number of living children, circle code
"2:" if the record states "patient lives with children,’ circle code

ll3. n

Desire for Future Pregnancy: If the patient was 50 years of age or
less and the patient was not menopausal, answer Q32. Based on
physicians' notes for the 2 years prior to the marker hysterectomy,
copy exact words from the medical record noting the patient's desire
or lack of desire with regard to having more children. Be sure to
indicate the date of each comment recorded. Include information on
whether the patient had a myomectomy or tubal ligation within the 2
years prior to the MP. Also include information on whether the
patient's spouse or significant other had a vasectomy within the 2
years prior to the MP. If the patient filled out a clinic intake
questionnaire, include relevant information from the questionnaire

in Q32.

Prior Surgeries: Based on physician notes and operative reports,
circle code "1" if the patient had any of the specified procedures
prior to the marker hysterectomy. Do not include procedures
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performed as part of the marker hysterectomy.

i)

iii)

iv)

vi)

vii)

MYOMECTOMY: This is a surgical procedure in which fibroids or

leiomyomas are excised from the uterus but the integrity of the
uterus is maintained.

BLADDER SUSPENSION: Include any surgical procedure involving
the bladder for the purpose of eliminating incontinence. This
is usually accomplished by restoring support or elevating the
bladder (or vesical) neck and reestablishing the ureterovesical
angle. Synonyms include the Marshall-Marchetti-Krantz
procedure, retropubic vesical neck suspension procedure,
colpo-urethrocystopexy, Pereyra procedure.

UNILATERAL OOPHORECTOMY: This procedure involves the removal
of one ovary. Also include unilateral cystoophorectomy or
unilateral salpingo-oophorectomy.

BILATERAL OOPHORECTOMY: This procedure involves the removal of
both ovaries. Also include bilateral cystoophorectomy or
bilateral salpingo-oophorectomy.

CAESAREAN SECTION: Include any type of caesarean or C-section
(i.e., classic, low segment, or extraperitoneal).

APPENDECTOMY: Include removal of the appendix whether or not
it was associated with any other procedure.

CHOLECYSTECTOMY: Include removal of the gallbladder whether or
not it was associated with any other procedure (e.g.,
cholangiography, choledochoenterostomy).

Check the box at the end of Q33 if none of the above apply
or there are no data in the medical record about any of
the specified procedures.



34.

34a.
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Prior Pelvic Laparoscopy/Laparotomy/Ultrasound: Based on physician

notes and procedure reports, circle code "1" in column (a) and give
the date of the most recent procedure in column (b) if the patient
had any of the following in the 2 years prior to the marker
hysterectomy:

i)

ii)

iii)

PELVIC LAPAROSCOPY: In this procedure a fiber-optic endoscope
is inserted through a small incision in the abdominal wall into
the peritoneal space after pneumoperitoneum (i.e., air has been
introduced). Uses of laparoscopy include determination of
patency of the fallopian tubes, diagnosis of ectopic pregnancy,
and diagnosis of endometriosis.

PELVIC LAPAROTOMY: This includes any major incision of the
abdominal wall (e.g., exploratory, remove ovarian cyst, treat
endometriosis) for diagnostic or therapeutic intent; this may
be referred to as an "exploratory lap."

PELVIC ULTRASOUND: This procedure involves the use of high
frequency sound waves to assess tissue density differences; its
uses include assessing rate of fetal growth and diagnosis of
uterine and ovarian enlargements.

If YES to Q34i), i), or iii), circle code "1" in column (a) if any
of the specified diagnoses were made; and circle code "1" in columns
(b), (c), or (d) to indicate how the diagnoses were mnade.

i)

ADHESIONS: These are fibrous bands derived from
extruded blood, lymph, or plasma following surgery or
infections that can connect contents of the abdominal
cavity, thereby restricting organ movement and
causing pain.



i)

1i1)

vi)
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ENDOMETRIOSIS: This condition involves the growth of
endometrial tissue outside the uterine cavity. It is dependent
on stimulation by ovarian hormones. Sites of early lesions
include the ovaries, posterior cul-de-sac, and the uterosacral

ligaments.

LEIOMYOMATA: Leiomyomas or fibroids are benign bundles of
smooth muscle cells found in the uteri of at least 20% of women
over 30 years of age. Synonyms include myomas and fibromyomas.
Fibroids may be submucous, intramural, or subserous. Also
include an enlarged uterus where fibroids are not specifically
described.

ADNEXAL OR OVARIAN MASS/CYST/ABSCESS: Include any ovarian or
adnexal enlargement, tumor, mass, or abscess. Do include tubo-
ovarian complex (TOC) and pyosalpinx (fallopian tube filled
with pus). Also include follicular cysts, corpus luteum
cysts, cystadenomas, cystadenofibromas, adenofibromas,
cystadenocarcinomas, endometrial tumors, Brenner tumors,
granulosa cell or theca cell tumors, or Leydig cell or Sertoli

cell tumors.

PELVIC MASS: Include any pelvic mass, enlargement, or tumor
but exclude conditions previously coded in (iii) and (iv).

PID: Pelvic inflammatory disease (PID) is defined here as
infection of the fallopian tubes (salpingitis) or the ovaries
(oophoritis) and may be acute or chronic. Findings on
laparoscopy, laparotomy, or ultrasound may include, abscesses,
pyosalpinx (fallopian tube filled with pus), endosalpingitis
(inflammation of the endometrium and fallopian tubes),
endometritis (inflammation of the endometrium), and tubo-
ovarian complex (TOC).
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Check the box at the end of the question if none of the
above apply or there are no data in the medical record about
any of the specified findings.

35. Pelvic Exam Findings: Based on physician notes documenting the last

physical exam prior to the marker procedure, circle code "1" where
appropriate to indicate if any of the specified findings were noted.
If the physical exam in the admission history and physical was
deferred to the OR (operating room), refer to the operative report
to see if a physical exam was documented prior to the abdominal
incision. If no OR exam is documented, refer to the last physical
exam documented in preadmission outpatient notes if available. If
the admission history and physical was performed during a preop
visit prior to admission for the marker hysterectomy, include the
results of the physical exam if it was the last prior to the MP.

i)  TUBO-OVARIAN COMPLEX (TOC): A collection of pus within an
anatomic space created by the adherence of adjacent organs
(e.g., fallopian tubes, ovaries, and intestine). Include any
abcess involving the ovary or fallopian tube; or pyosalpinx.

i1)  ADNEXAL MASS: This may represent edema; inflammatory adhesions
between ovaries, fallopian tubes, and intestine. Do not
include tubo-ovarian complex or abcess involving the ovaries or

tubes here.

ii1)  IMMOBILE (FROZEN) UTERUS: This includes malposition of the
uterus that is fixed by adhesions or scar tissue.

iv)  TENDERNESS: This includes any degree of pelvic or lower
abdominal tenderness or guarding.

35a. Uterine Prolapse: Based on physician notes documenting the most
recent pelvic exam prior to the marker hysterectomy, indicate if the
patient had some degree of uterine prolapse (i.e., the uterus




35b.

36.

3ba.

36b.

36¢c.
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descends into the vagina because of insufficient support, primarily
by the cardinal ligaments). Use the greatest degree of prolapse
documented whether or not the patient is "bearing down." Do not use
the degree of prolapse present when tenaculum pressure is applied.
Synonyms include the following: descensus uteri and procidentia

uteri.

If YES but the degree of prolapse is not given, copy the exact words
from the medical record describing the uterine prolapse.

Cystocele: Based on physician notes documenting the most recent
pelvic exam prior to the marker hysterectomy, indicate if the
patient had a cystocele (i.e., protrusion of the urinary bladder
downward into the vagiral canal because of insufficient supporting
structures). Also include a cystourethrocele (i.e., protrusion of
the urethra as well as the bladder into the vaginal canal). Do not
include an enterocele (also called a posterior vaginal hernia or
cul-de-sac hernia) in which there is herniation of the peritoneum of
the posterior cul-de-sac into the vaginal wall.

If the patient did not have a cystocele, circle code "1" if the
patient had stress incontinence. This refers to the loss of urine
during activities that increase abdominal pressure such as laughing
or coughing. Do not confuse urinary urgency (inability to hold
urine for an extended length of time) or frequency (need to urinate
small amounts frequently) with incontinence.

If YES to Q36, circle code "1" if there is evidence in the record to
suggest that the patient was symptomatic to any degree from the
cystocele (e.g., pressure sensation in the pelvis relating to the
cystocele, difficulty urinating, urinary incontinence).

If YES to Q36 or Q36a (i.e., the patient had a cystocele on the most
recent pelvic exam or had stress incontinence), circle code "1" if
the patient had a surgical repair of a cystocele prior to the marker
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hysterectomy. Do not include repairs performed during the marker
hysterectomy (i.e., during the same time in the operating room as
the MP). Do include any surgical procedure involving the bladder
for the purpose of eliminating incontinence. This is usually
accomplished by restoring support or elevating the bladder (or
vesical) neck and reestablishing the ureterovesical angle. Synonyms
include the Marshall-Marchetti- Krantz procedure, retropubic vesical
neck suspension procedure, colpo-urethrocystopexy, Pereyra
procedure, anterior vaginal repair.

37. Rectocele: Based on physician notes documenting the most recent
pelvic exam prior to the marker hysterectomy, indicate if the
patient had a rectocele (i.e., protrusion of the rectum into the
vaginal canal). Do not include an enterocele (also called a
posterior vaginal hernia or cul-de-sac hernia) in which there is
hernjation of the peritoneum of the posterior cul-de-sac into the

vaginal wall.

37a. If YES to Q37, circle code "1" if there is evidence in the
record to suggest that the patient was symptomatic to any
degree from the rectocele (i.e., pressure sensation in the
pelvic region related to the rectocele, difficulty with
bowel movements).

37b. If YES to Q37, circle code "1" if the patient had a
surgical repair of the rectocele prior to the marker
hysterectomy. Do not include repairs made during the
marker hysterectomy. Include procedures described as
posterior vaginal repair, perineorrhaphy, or posterior
colpoplasty.

38. Kegel Exercises/Pessary/Estrogen Cream: Indicate in column (a) if
the patient underwent a trial of Kegel exercises, vaginal pessary,
or estrogen cream prior to the marker hysterectomy. If so, give the
length of the longest consecutive number of months or weeks of the




II-33

trial in columns (b) and (c), respectively.

i)  KEGEL Exercises: Include any exercises or movements designed
to strengthen pelvic support muscles.

ii)  PESSARY: Include any object inserted through the vagina that
is designed to support the uterus.

iii)  ESTROGEN CREAM: Include the use of the following estrogen
creams or topical vaginal preparations: Ogen, Estrace,
Premarin, Ortho Dienestrol, DV.
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MEDICATIONS

This section collects information on medications the patient was taking
during the 2 years prior to the marker hysterectomy. Base your answers
on physician notes (inpatient and office/clinic if available) and on
nursing admission assessment notes from days 1 and 2 unless otherwise
specified. Give credit for eligible medications taken regardless of the

reason for the prescription.

39. Oral Contraceptives (0CPs): Circle code "1" if there is evidence to
suggest the patient was taking oral contraceptives (birth control
pills, BCPs) in the 2 years prior to the marker hysterectomy. Refer
to the following list of eligible medications (trade names are

given):

Brevicon N.E.E. Ortho-Novum
Demulen Nelova Ovcon
Genora : Norcept-E Ovral
Levien Nordette Ovrette
Loestrin Norethin Tri-Levien
Lo/Ovral Norinyl Tri-Norinyl
Micronor Norlestrin Triphasil
Modicon Nor-Q.D.

0CPs include estrogen-progesterone combination products and
progesterone-only products. If the medical record indicates that
the patient was "cycled on estrogen and progesterone" but does not
specifically state that the patient was taking OCPs, code this
information in the questions relating to progesterone (Q42, Q43).

39a. If YES to Q39, copy exact remarks from the record regarding OCP

therapy. Include information on dates, names of drugs, duration of
therapy, etc.

40. Effect of OCP Therapy on Pain: Based on physician notes, circle
code "1" if there is any reference in the medical record to the
effect or lack of effect of previous OCP therapy on the patient's

pelvic pain.




40a.

41.

41a.

42.
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If YES to Q40, based on physician notes, circle the appropriate code
to indicate the effect of the OCPs on the patient's pain. If there
are conflicting notes, base your answer on the most recent one.

Contraindications to OCPs: Based on physician notes, circle code
“1" if there is evidence to suggest that the patient had taken OCPs
in the past but had to stop for medical reasons (e.g., headache,
weight gain, thrombosis) or that there were contraindications to the
patient's use of OCPs (e.g., history of thrombophlebitis). Circle
code "2" if the patient refused to take OCPs in the absence of

medical reasons.

If the patient had medical reasons for not taking OCPs or the
patient refused to take OCPs, copy the exact words from the medical
record describing the contraindications, why the OCPs were
discontinued, or the circumstances associated with the patient's

refusal.

Progesterone: Circle code "1" if the patient had ever taken
progesterone in the 2 years prior to the marker hysterectomy. If
the patient was "cycled on estrogen and progesterone" but there is
no specific reference to oral contraceptives, code the information
on progesterone here. Do not include creams, IUDs, or suppositories
containing progesterone. Refer to the following list of eligible
medications by trade name or generic name:

Amen Megace
Aygestin Megestrol
Curretab Norethindrone
Cycrin NorlutatePro-Depo
Depo-Provera Norethynodrel
Duralutin Norlutin
Enovid Pro-Depo
Gesterol Progestaject
Hydroxyprogesterone Progesterone
Hylutin Progestin
Hyprogest Provera

Medroxyprogesterone



42a.

43.

43a.

44,

44a.

45.
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If YES to Q42, copy exact remarks from the medical record describing
progesterone therapy in the 2 years prior to the marker
hysterectomy. Be sure to include dates, names of drugs, route of
administration (oral vs. intramuscular), and duration of use.

Contraindications to Progesterone: Based on physician notes, circle

code "1" if there is evidence to suggest that the patient had taken
progesterone in the past and had to stop for medical reasons (e.g.,
depression, edema, breast tenderness) or there were
contraindications to the patient's use of progesterone (e.g.,
history of thromboembolic disease). Circle code "2" if there is
evidence to suggest that the patient refused to take progesterone in
the absence of medical reasons.

If the patient had medical reasons for not taking progesterone or
refused to take progesterone, copy exact words from the medical
record describing the contraindications, why progesterone was
discontinued, or the circumstances associated with the patient's

refusal.

Danazol: Circle code "1" if the patient took danazol or Danocrine

in the 2 years prior to the marker hysterectomy. Danazol is a
synthetic testosterone derivative that produces a low estrogen

state.

If YES to Q44, copy exact remarks from the record regarding danazol
therapy. Include information on dates, names of drugs, duration of

therapy, etc.

Effect of Danazol (or Danocrine) Therapy on Pain: Based on

physician notes, circle code "1" if there is any reference in the
medical record to the effect or lack of effect of previous danazol
(or Danocrine) therapy on the patient's pelvic pain.
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46a.
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47a.
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If YES to Q45, based on physician notes, circle the
appropriate code to indicate the effect of the danazol (or

Danocrine) on the patient's pain.

Contraindications to Danazol: Based on physician notes, circle

code "1" if there is evidence to suggest that the patient had taken
danazol (or Danocrine) in the past and had to stop for medical
reasons (e.g., acne, edema, deepening of the voice) or there were
contraindications to the patient's use of danazol (e.g., history of
impaired hepatic function). Circle code "2" if there is evidence to
suggest that the patient refused to take danazol in the absence of

medical reasons.

If the patient had medical reasons for not taking danazol (or

Danocrine) or refused to take danazol, copy exact words from the
medical record describing the contraindications, why danazol as
discontinued, or the circumstances associated with the patient's

refusal.

Gonadotropin Releasing Hormone (GnRH) Agonists: Circle code "1" if

the patient took any GnRH agonists (Lupron, leuprolide, Synarel, or
nafarelin) in the 2 years prior to the marker hysterectomy. GnRH
agonists result in decreased secretion of FSH and LH from the
pituitary and a subsequent decreased production of estrogen and

progesterone from the ovary.

If YES to Q47, copy exact remarks from the record regarding GnRH
therapy. Include information on dates, names of drugs, duration of

therapy, etc.

Effect of GnRH Agqonist Therapy on Pain: Based on physician notes,

circle code "1" if there is any reference in the medical record to
the effect or lack of effect of previous GnRH (Lupron, leuprolide,
Synarel, nafarelin) therapy on the patient's pelvic pain.



48a.
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If YES to Q48, based on physician notes, circle the
appropriate code to indicate the effect of the GnRH
therapy on the patient's pain.

Contraindications to GnRH Agonists: Based on physician notes,

circle code "1" if there is evidence to suggest that the patient
had taken GnRH agonists (Lupron, leuprolide, Synarel, or nafarelin)
in the past and had to stop for medical reasons (e.g., acne, edema,
vaginal dryness) or there were contraindications to the patient's
use of GnRH agonists (e.g., hypersensitivity to GnRH agonists).
Circle code "2" if there is evidence to suggest that the patient
refused to take GnRH agonists in the absence of medical reasons.

If the patient had medical reasons for not taking GnRH agonists or
refused to take GnRH agonists, copy exact words from the medical
record describing the contraindications, why GnRH agonists were
discontinued, or the circumstances associated with the patient's

refusal.

Medication Allergies: Based on physician notes and on nursing

admission assessment notes from days 1 and 2, indicate if the
patient was allergic to any of the medication groups listed. If so,
circle code "1" where appropriate. Refer to the list of medications

in the specified groups.

Medications Prior to Admission: Based on physician notes (marker

hospitalization and clinic/office notes if available) and nursing
admission assessment notes from days 1 and 2, circle code "1" where
appropriate if the patient was taking any of the following eligible
medications in the 30 days prior to admission:
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Class

PN W WWWWWw WWWWWMNMNN WNWN

ELIGIBLE MEDICATIONS (Q51)

Drug Class Drug
Acetohexamide 2 Glipizide
Chlorotrianisene 2 Glucotrol
Chlorpropamide 2 Glyburide
Conjugated 1 Humulin L or Nor R

Estrogens 1 IletinI or II
Dia Beta 1 Insulatard NPH
Diabinese 1 Insulin
Dymelor 1 Lente Iletin
Estinyl Ior Il
Estrace 1 Lente Insulin
Estraderm 3 Menest
Estradiol 3 Menrium
Estradiol 2 Micronase

Transdermal System 3 Milprem 400
Estratab 1 Mixtard
Estrogen 1 Novolin L or N or
Estropipate R or 70/30
Estrovis 1 NPH Iletin
Ethinyl Estradiol 1 NPH Insulin
Feminone 3 Ogen
Glibenclamide 2 Oramide

Class Drug
2 Orinase
3 PMB 200 or 400
1 Protamine, Zinc &

FENIN NN W N LW

Iletin I or II
Premarin
PZI I or II
Quinestrol
Regular Iletin
Regular Insulin
Ronase
Semilente Iletin
Semilente Insulin
Tace
Tolamide
Tolazamide
Tolbutamide
Tolinase
Ultralente

Iletin I
Ultralente Insulin
Velosulin
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VIII. PELVIC PAIN

Sections VIII through XVI collect information on indications for the
hysterectomy. The boxed question at the beginning of each section
introduces that section; if you circle code "9" (No/No data) for that
question, you skip to the next section. Base your responses to questions
in sections VIII through XVI on physician notes. Use notes from the
marker hospitalization (admitting history and physical history portion of
the discharge summary, consults and progress notes prior to the marker
hysterectomy, preop diagnosis on the operative report, procedure reports)
and from preadmission office/clinic visits (including procedure reports)

if available.

52. Pelvic Pain: Circle code "1" if a physician's note described the

patient as having pelvic or lower abdominal pain and indicated
that the pain was, at least in part, a reason for the
hysterectomy. Include any type of pain such as pressure, a
dragging or pulling sensation, sharp pain, or discomfort.
IncTude pain associated with menstruation (dysmenorrhea), pain
occurring all the time, or pain associated with certain events
(e.g., dyspareunia or pain associated with sexual intercourse,
midcycle pain).

53. Dysmenorrhea: Based on physician notes, circle code "1" if at least
some portion of the patient's pain was referred to as dysmenorrhea or
was described as being more severe just prior to or after the onset of

menstrual bleeding.

54. Persistence of Pain: Circle code "1" if the pain was a problem for
the patient for more than 6 months prior to the MP. If the pain was
intermittent, consider the problem to be ongoing as long as the
patient did not have a pain free interval of at least 3 months.




55.

56.

1I-44
Medications for Pelvic Pain: Circle code "1" in column (a) where
appropriate if the patient used either of the specified types of
medications for the pelvic pain. Refer to the list of eligible
medications. In column (b), indicate the greatest length of time in
consecutive months that the medications were taken. If more than one
medication from each category was used consecutively, add the time
periods for each to get the total time that medications from a given
category were taken. For example, if Advil was taken for one month
and aspirin was taken for one month, consider that NSAIDs were taken
for two months. Include medications given for a reason other than
pelvic pain (e.g., Advil given for arthritis) as long as pelvic pain
was a problem at the time the medications were given. If a plan for
the medication is given in clinic notes (e.g., Motrin #30, qD x 3),
count the length of time the medication was taken based on the plan
(e.g., 4 months) unless the notes suggest the medication was
discontinued earlier.

Other Diagnostic Tests: Based on physician notes and procedure
reports, circle code "1" if the patient had any of the following in
the 1 year prior to the marker hysterectomy.

i)  BARIUM ENEMA (BE): This is a procedure in which contrast
material is inserted through the rectum to visualize the distal
colon on x-ray.

ii)  COLONOSCOPY: In this procedure a fiber-optic endoscope is
inserted through the anal sphincter and extended through the
colon to the terminal ileum. Bleeding sites and lesions can be
visualized and brushings or biopsies can be taken.

iii)  INTRAVENOUS PYELOGRAM (IVP): In this procedure, IV injection of

contrast material is used with radiography to visualized the
kidneys and lower urinary tract. Synonyms include intravenous
urography (IVU) and excretory urography.
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Psychotherapy: Circle code "1" if the patient saw a psychiatrist

(MD), psychologist (PhD), or other mental health specialist (e.g.,
MFCC or psychiatric social worker) in the 1 year prior to the marker
hysterectomy for any reason. Include therapy for any length of time
or frequency of visits.

If YES to Q57, circle code "1" under i) if the patient saw a
psychiatrist (M.D.) or psychologist (Ph.D. only); circle code "1"
under ii) if the patient saw any other type of mental health
specialist.

If YES to Q57, indicate the total length of time that the patient was
in therapy or counseling (regardless of the type of therapist or
counselor) in the 3 years prior to the marker hysterectomy. If the
therapy was not continuous, calculate the total time. For example, if
the patient was in thérapy for 2 months, did not have therapy for the
next 6 months, but then had therapy again for 3 months, the total
therapy time would be 5 months.
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IX. ABNORMAL UTERINE BLEEDING

Sections VIII through XVI collect information on indications for the
hysterectomy. The boxed question at the beginning of each section
introduces that section; if you circle code "9" (No/No data) for that
question, you skip to the next section. Base your responses to questions
in sections VIII through XVI on physician notes. Use notes from the
marker hospitalization (admitting history and physical history portion of
the discharge summary, consults and progress notes prior the marker
hysterectomy, preop diagnosis on the operative report, procedure reports)
and from preadmission office/clinic visits if available.

58. Abnormal Uterine Bleeding: Circle code "1" if the patient had any
abnormal uterine bleeding in the 1 year prior to the marker
hysterectomy. Include bleeding described as dysfunctional uterine
bleeding (DUB), anovulatory bleeding, breakthrough bleeding, or
estrogen withdrawal bleeding; bleeding that is heavier than normal or
prolonged at the time of the period (hypermenorrhea or menorrhagia);
bleeding that is too frequent (polymenorrhea); bleeding between
periods (metrorrhagia); and bleeding after menopause. Do not include

dysmenorrhea or painful periods.

59. Duration of Bleeding: Circle code "1" if the patient's abnormal
uterine bleeding was a problem at the time of the marker hysterectomy.
Base your answer on the patient's pattern of abnormal bleeding. For
example, if every two or three months the patient had a period with
heavy and prolonged bleeding but the period just prior to the marker
hysterectomy was normal; you would still consider the bleeding to be a
current problem. If the bleeding pattern is not clearly documented,
consider the bleeding to be a current problem if it is noted to be at
least part of the reason for the marker hysterectomy.

59a. If abnormal uterine bleeding was a problem at the time of the marker
hysterectomy, circle code "1" if the bleeding had been a problem for
at least 2 menstrual cycles or for more than 40 days. If the patient
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61.

62.
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was postmenopausal, circle code "3."

Blood Transfusions: Indicate the number of separate occasions in the
1 year prior to the marker hysterectomy on which the patient received
1 or more red blood cell transfusion(s). An occasion is defined as a
bleeding episode. For example, if the patient was hospitalized for
bleeding or low hematocrit and received 3 units of packed red cells,
you would consider that to be one bleeding episode or occasion
regardless of the fact that 3 units were given. Include transfusion of
red cells (RBCs, PRBCs, packed red blood cells) or whole blood. Do
not include transfusion of platelets, plasma, Factor VIII, or

antihemophilic factor.

Iron Therapy: Circle code "1" if the patient was taking supplemental
iron (Fe, FeS04) orally (po) or by intramuscular (IM) injection in

the 2 months prior to the marker hysterectomy. Refer to the list of
iron-containing compounds. Do not include a diet rich in iron-
containing foods. If the record indicates that the patient was
treated with iron for the current bleeding problem, but the time frame
is not specified, assume it occurred in the 2 months prior to the

marker hysterectomy.

Endometrial Procedure: Circle code "1" in column (a) where
appropriate if the patient had any of the specified procedures in the
1 year prior to the marker hysterectomy. Do not include a procedure
performed as part of the marker hysterectomy (i.e., in the operating
room just prior to the marker hysterectomy). Do include procedures
performed during the same hospitalization as the marker hysterectomy
as long as they are performed prior to the hysterectomy (i.e., during
a different operating room episode). In column (b), indicate the
number of each type of procedure performed during the 1 year prior to

the marker hysterectomy.
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DILATATION AND CURETTAGE: Dilatation of the cervix is carried
out with dilators of increasing diameter. A blunt or sharp
curette is introduced into the uterine cavity through the cervix
and then withdrawn scraping against the inside

walls of the uterus. Include a D&C performed

with or without general anesthesia.

ENDOMETRIAL FRACTIONAL CURETTAGE: This is a D&C
performed by first curetting the cervix and then
dilating the cervix and curetting the fundus of the
uterus. With this procedure, endocervical and
endometrial specimens are collected separately.

SUCTION (VABRA) CURETTAGE: This is a curettage in which a vacuum
source is introduced into the uterine cavity through the cervix
and the cavity is thoroughly curetted. Also known as aspiration

D&C.

ENDOMETRIAL BIOPSY: In this procedure, a narrow suction tube

curet is inserted through the cervix to the fundus of the uterus
and suction is applied (e.g., with a syringe). Strips of tissue
may be obtained from the anterior, posterior, and lateral walls.

HYSTEROSCOPY WITH SAMPLING: In this procedure, an endoscope is
inserted through the cervix into the uterine cavity and a sample
of endometrial tissue is obtained under observation.

Location: Admission history and physical, history portion of
the discharge summary, physician office/clinic notes,
office/clinic procedure or pathology reports.

If one or more endometrial procedure(s) was performed, circle code
"i" if any procedure performed in the 1 year prior to the marker
hysterectomy revealed a secretory endometrium. During the normal
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menstrual cycle the endometrium undergoes changes in structure and
activity. Immediately after menstruation the endometrium is thin
and the cells are cuboidal in shape. Under the influence of
estrogen (the proliferative phase), the epithelial cells become
columnar and the endometrium increases in thickness. After
ovulation, progesterone from the corpus luteum of the ovary
stimulates the endometrium to become secretory. A secretory
endometrium suggests that progesterone is being produced and
ovulation is taking place.

Copy exact words from the medical record describing the patient's
menstrual periods in the 6 months prior to the marker hysterectomy;
and the patient's history of bleeding, endometrial procedures, and
hormone (OCPs and progesterone) therapy in the 2 years prior to the
marker hysterectomy. Be sure to include dates, names of drugs,
routes of administration, duration and nature of therapy and
treatments, and symptoms. The purpose of this documentation is to
tie bleeding history to therapy and to determine whether bleeding
persisted despite therapy.

Location: Admission history and physical, history portion of the

discharge summary, physician office/clinic notes, office/clinic
procedure and pathology reports.
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LEIOMYOMATA

Sections VIII through XVI collect information on indications for the
hysterectomy. The boxed question at the beginning of each section
introduces that section; if you circle code "9" (No/No data) for that
question, you skip to the next section. Base your responses to questions
in sections VIII through XVI on physician notes. Use notes from the
marker hospitalization (admitting history and physical history portion of
the discharge summary, consults and progress notes prior to the marker
hysterectomy, preop diagnosis on the operative report, procedure reports)
and from preadmission office/clinic visits if available.

64. Lejomyomata: Circle code "1" if there is evidence in the medical

record suggesting that the patient had definite or possible fibroids
prior to the marker hysterectomy. Do not use the postop diagnosis
from the operative report or the postoperative pathology report from
the marker hysterectomy to answer this question. Synonyms include
Jeiomyomata, leoimyomas, myomas, and myomatous uterus. Do include
reference to an enlarged uterus even if fibroids are not specifically

mentioned.

65. Uterine Size: Based on physician notes documenting the most recent

pelvic exam prior to the marker hysterectomy, indicate the size of the
patient's uterus based on an estimate of gestional age in weeks. If
two exams done on the same day by different examiners do not agree on
the size of the uterus (e.g., the admitting history and physical
states "12 weeks" and a consult states "16 weeks"), use the larger

estimate.

65a. If UTERINE SIZE NOTED BUT NOT IN WEEKS, copy exact words from

the medical record describing the size of the uterus and
the size of the fibroids.
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XI. ENDOMETRIAL HYPERPLASIA

Sections VIII through XVI collect information on indications for the
hysterectomy. The boxed question at the beginning of each section
introduces that section; if you circle code "9" (No/No data) for that
question, you skip to the next section. Base your responses to questions
in sections VIII through XVI on physician notes. Use notes from the
marker hospitalization (admitting history and physical history portion of
the discharge summary, consults and progress notes prior to the marker
hysterectomy, preop diagnosis on the operative report, procedure reports)
and from preadmission office/clinic visits if available.

66. Endometrial Hyperplasia: Circle code "1" if there is evidence in the
medical record suggesting that the patient had endometrial hyperplasia
just prior to the marker hysterectomy. Do not use the postop
diagnosis from the operative report or the postoperative
patho]dgy report for the marker hysterectomy to answer this
question. Include cystic hyperplasia (Swiss cheese

hyperplasia), adenomatous hyperplasia with or without atypia,
and endometrial carcinoma in situ. Do not include secretory or
proliferative endometrium.

67. Estrogen Therapy: Circle code "1" if the patient was receiving
unopposed estrogen therapy during the time she was evaluated for the
endometrial hyperplasia. Unopposed estrogen therapy refers to the
administration of estrogen in the absence of progesterone. Refer to
the list of estrogens and progesterones. If the patient was taking
estrogen and progesterone, consider the pattern of administration of
the medications. For example, consider the patient taking estrogen
and progesterone on a cyclic basis (e.g., estrogen for the first 3
weeks followed by 5 to 10 days of progesterone). If the patient was
evaluated during the 3 weeks of estrogen therapy or the 5 to 10 days
of progesterone therapy, do not consider the estrogen to be unopposed.
If, however, the cyclic pattern is disrupted by discontinuation of the




II-56

ESTROGEN THERAPY (Q67)

Progesterones

Amen Medroxyprogestrone

Aygestin Megace

Curretab Megestrol

Cycrin Norethindrone

Depo-Provera Norlutate

Duralutin Norethyodrel

Enovid Pro-Depo

Gesterol Progestaject

Hydroxypregesterone Progesterone

Hylutin Provera

Hyprogest

Estrogens

Chlorotriansene Estratab Menrium
Conjugated Estrogens Estrogen Milprem 400
Estinyl Estropipate Ogen
Estrace Estrovis PMB 200 or 400
Estraderm Ethinyl Estradiol Premarin
Estradiol Feminone Quintestrol
Estradiol Menest Tace

Transdermal System
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progesterone only and the patient is subsequently evaluated, do

consider the estrogen to be unopposed.

Dijagnosis of Hyperplasia: Circle code "1" where appropriate to

indicate how the diagnosis of endometrial hyperplasia was made.

i)

ii)

ii1)

iv)

v)

vi)

ENDOMETRIAL BIOPSY: In this procedure, a narrow suction tube

curet is inserted through the cervix to the fundus of the uterus
and suction is applied (e.g., with a syringe). Strips of tissue
may be obtained from the anterior, posterior, and lateral walls.

DILATATION AND CURETTAGE: Dilatation of the cervix is carried
out with dilators of increasing diameter. A blunt or sharp
curette is introduced into the uterine cavity through the cervix
and then withdrawn scraping against the inside walls of the
uterus. Include a D&C performed with or without general

anesthesia.

ENDOMETRIAL FRACTIONAL CURETTAGE: This is a D&C
performed by first curetting the cervix and then
dilating the cervix and curetting the fundus of the
uterus. With this procedure, endocervical and
endometrial specimens are collected separately.

SUCTION (VABRA) CURETTAGE: This is a curettage in which a
vacuum source is introduced into the uterine cavity through the
cervix and the cavity is thoroughly curetted. Also known as
aspiration D&C.

HYSTEROSCOPY WITH SAMPLING: In this procedure, an endoscope is

inserted through the cervix into the uterine cavity and a sample
of endometrial tissue is obtained under observation.

OTHER: any procedure not listed in i) to v).
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Location: Admission history and physical, history portion of
the discharge summary, physician office/clinic notes,
office/clinic procedure reports, preoperative inhospital

procedure reports.

Types of Hyperplasia: Circle the appropriate code to indicate the
type of hyperplasia documented. Circle code "1" if the hyperplasia is
described as cystic or simple hyperplasia. Cystic hyperplasia is
characterized by the presence of glands of various sizes and many of
these are cystic. Cystic hyperplasia is also called Swiss-cheese
hyperplasia. Circle code "2" if the hyperplasia is described as
adenomatous. Adenomatous hyperplasia is characterized by the presence
of glands of various sizes and irregularity of shape. Circle code
"3" if the hyperplasia is described as adenomatous with atypia.
Atypia refers to histological changes such as loss of polarity,
increased staining, and prominent nucleoli. If the type of
hyperplasia was documented in two separate notes, circle the code that
documents the most abnormal type of hyperlasia (i.e., the highest code

number).

If unsure of the type of hyperplasia, copy exact words from the
medical record describing the hyperplasia.
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ENDOMETRIAL POLYPS

Sections VIII through XVI collect information on indications for the
hysterectomy. The boxed question at the beginning of each section
introduces that section; if you circle code "9" (No/No data) for that
question, you skip to the next section. Base your responses to questions
in sections VIII through XVI on physician notes. Use notes from the
marker hospitalization (admitting history and physical history portion of
the discharge summary, consults and progress notes prior to the marker
hysterectomy, preop diagnosis on the operative report, procedure reports)
and from preadmission office/clinic visits if available.

70. Endometrial Polyps: Circle code "1" if there is evidence in the
medical record suggesting that just prior to the marker hysterectomy
the patient had endometrial polyps. Do not include patients with a
history of endometrial polyps if the polyps were not present just
prior to the marker hysterectomy. Do include patients with polyps
documented by hysteroscopy and patients with the diagnosis of polyps
made by D&C if a physician note indicates that endometrial polyps are,
at least in part, a reason for the hysterectomy. Do not use the
postop diagnosis from the operative report or the postoperative
pathology report for the marker hysterectomy to answer this question.

71. Prior Treatment: Circle code "1" in column (a) if the patient had

endometrial polyps treated prior to the marker hysterectomy with any
of the specified endometrial procedures. Do not include a procedure
performed as part of the marker hysterectomy (i.e., in the operating
room just prior to the marker hysterectomy). Do include procedures
performed during the same hospitalization as the marker hysterectomy
as long as they are performed prior to the hysterectomy (i.e., during
a different operating room episode). In column (b), indicate the
number of each type of procedure ever performed prior to the marker
hysterectomy.
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DILATATION AND CURETTAGE: Dilatation of the cervix is carried
out with dilators of increasing diameter. A blunt or sharp
curette is introduced into the uterine cavity through the cervix
and then withdrawn scraping against the inside walls of the
uterus. Include a D&C performed with or without general

anesthesia.

ENDOMETRIAL FRACTIONAL CURETTAGE: This is a D&C performed by
first curetting the cervix and then dilating the cervix

and curetting the fundus of the uterus. With this

procedure, endocervical and endometrial specimens are
collected separately.

SUCTION (VABRA) CURETTAGE: This is a curettage in which a vacuum
source is introduced into the uterine cavity through the cervix
and the cavity is thoroughly curetted. Also known as aspiration

D&C.

ENDOMETRIAL BIOPSY: In this procedure, a narrow suction tube

curet is inserted through the cervix to the fundus of the uterus
and suction is applied (e.g., with a syringe). Strips of tissue
may be obtained from the anterior, posterior, and lateral walls.

HYSTEROSCOPY WITH POLYPECTOMY: In this procedure, an endoscope
is inserted through the cervix into the uterine cavity and a
polyp is removed while under observation.

Documentation of Recurrence: Circle code "1" to indicate how the

diagnosis of endometrial polyps was made prior to the marker
hysterectomy.
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CERVICAL DYSPLASIA

Sections VIII through XVI collect information on indications for the
hysterectomy. The boxed question at the beginning of each section
introduces that section; if you circle code "9" (No/No data) for that
question, you skip to the next section. Base your responses to questions
in sections VIII through XVI on physician notes. Use notes from the
marker hospitalization (admitting history and physical history portion of
the discharge summary, consults and progress notes prior to the marker
hysterectomy, preop diagnosis on the operative report, procedure reports)
and from preadmission office/clinic visits if available.

73. Cervical Dysplasia: Circle code "1" if there is evidence in the
medical record suggesting that, at least in part, cervical dysplasia
documented by biopsy was a reason for the marker hysterectomy.

Include only documentation by punch or cone biopsy; do not include
documentation based only on Pap smears. Include cervical dysplasia of
any degree or severity. Include endocervical dysplasia, exocervical
dysplasia, and cervical dysplasia not otherwise specified as to
location on the cervix. Also include koilocytosis or koilocytic
atypia. Do not include cervical squamous metaplasia (which refers to
epithelial alteration of the endocervical glands), cervicitis, or
cervical inflammation. Biopsy results may be classified according to
the CIN (cervical intraepithelial neoplasia) classification or the SIL
(squamous intraepithelial lesion) classification. Include CIN I, II,
or III. Include low-grade or high-grade SIL. Also include dysplasia
described as mild, moderate, or severe; and cervical carcinoma in
situ. Do not use postop diagnosis of the operative report or the
postoperative pathology report for the marker hysterectomy to answer

this question.

73a. If YES to Q73, copy exact words from the admission history and

physical and the discharge summary describing the nature and course of
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treatment of the patient's cervical dysplasia prior to the marker

hysterectomy.

History and Test Results: Make a photocopy of cervical cytology
(i.e., Pap smear) reports, punch or cone biopsy reports, and
performing physician office/clinic notes relating to the patient's
dysplasia prior to the marker hysterectomy. Be sure to blacken out
all identifying information (e.g., physician, patient, nurse, and
hospital names), write the patient's ID on each copy, and staple the
copies to the inside back cover of the abstraction form.

(A) Circle code "1" where appropriate to indicate if
cervical cytology/biopsy/conization reports or
PMD/clinic visits relating to the dysplasia were
present in the medical record.

(B) If YES to (A), circle code "1" where appropriate to indicate if
copies of the reports or visit notes were made.

(C) If YES to (B), indicate the number of reports or visits that were
copied.

If there were no reports or visits, skip to Section XIV. If there
were reports that could not be photocopied, skip to Q75; if there were
visits that could not be photocopied, skip to Q76. 1If all reports and
visit notes were photocopied, skip to Section XIV.

Copy exact words from the medical record describing the date, type,
and results of each applicable test.

Copy exact words from the medical record describing each applicable
visit including any treatment given (e.g., cryotherapy, laser surgery,

heat cauterization).
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CERVICAL POLYPS

Sections VIII through XVI collect information on indications for the
hysterectomy. The boxed question at the beginning of each section
introduces that section; if you circle code "9" (No/No data) for that
question, you skip to the next section. Base your responses to questions
in sections VIII through XVI on physician notes. Use notes from the
marker hospitalization (admitting history and physical history portion of
the discharge summary, consults and progress notes prior to the marker
hysterectomy, preop diagnosis on the operative report, procedure reports)
and from preadmission office/clinic visits if available.

77.

78.

78a.

79.

79a.

Cervical Polyps: Circle code "1" if there is evidence in the medical

record suggesting that the patient ever had cervical polyps. Do not
confuse endometrial polyps with cervical polyps. Do not include
Nabothian cysts. Do not use the operative report or the postoperative
pathology report from the marker hysterectomy to answer this question.

Previous Polypectomies: Circle code "1" if the patient ever had a

cervical polypectomy (i.e., any procedure resulting in the removal of

a cervical polyp).

If YES to Q78, indicate how many cervical polypectomies the patient
had prior to the marker hysterectomy. Count the number of procedures

and not the number of polyps removed.

Cervical Polyps at Time of MP: Circle code "1" if there is evidence

in the medical record suggesting that the patient had cervical polyps
just prior to the marker hysterectomy.

If YES to Q79, circle the appropriate code to indicate the location of
the cervical polyps present just prior to the marker hysterectomy.

The cervical canal is 2 to 3 cm long and provides a passageway between
the vagina and the uterine cavity. The external os is the opening of
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the cervical canal into the vagina. The internal os is the opening of
the cervical canal into the uterine cavity. The endocervix refers to
the endocervical canal (ECC) between the internal os and the external
os. The exocervix refers to the portion of the cervix that projects
into the vaginal canal beyond the external os.

IF NO/NO DATA to Q79, circle the appropriate code to indicate the
location of the prior occurrence of cervical polyps. The cervical
canal is 2 to 3 cm long and provides a passageway between the vagina
and the uterine cavity. The external os is the opening of the
cervical canal into the vagina. The internal os is the opening of the
cervical canal into the uterine cavity. The endocervix refers to the
endocervical canal (ECC) between the internal os and the external

os. The exocervix rciers to the portion of the cervix that projects
into the vaginal canal beyond the external os.
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ENDOMETRIOSIS

Sectjons VIII through XVI collect information on indications for the
hysterectomy. The boxed question at the beginning of each section
introduces that section; if you circle code "9" (No/No data) for that
question, you skip to the next section. Base your responses to questions
in sections VIII through XVI on physician notes. Use notes from the
marker hospitalization (admitting history and physical history portion of
the discharge summary, consults and progress notes prior to the marker
hysterectomy, preop diagnosis on the operative report, procedure reports)
and from preadmission office/clinic visits if available.

80. Endometriosis: Circle code "1" if there is evidence in the medical

record suggesting that the patient had known or suspected
endometriosis or endometriomas just prior to the marker hysterectomy.
Endometriosis refers to the growth of endometrial tissue outside the
uterine cavity. Do not include adenomyosis or adenomyomas.
Adenomyosis is a pathological diagnosis and refers to the occurrence
of endometrial glands in the myometrial or muscle layer of the uterus.
An adenomyoma is diagnosed if the infiltration is circumscribed and a
discrete nodule is formed. Do not use the postop diagnosis from the
operative report or the postoperative pathology report for the marker
hysterectomy to answer this question.’

81. Conservative Treatmcnt: Circle code "1" where appropriate in column

(a) to indicate if Tlaparoscopy with laser therapy, larparotomy with

excision of implants, or some other procedure was used to treat the

patient's endometriosis at any time prior to the marker hysterectomy.

Do not include laparoscopy or laparotomy if no attempt was made during
the procedure to remove the endometrial implants. If YES to column
(a), indicate in column (b) the number of each type of treatment the
patient had undergoi.. prior to the marker hysterectomy.
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If the patient's endometriosis was never treated with laparoscopy and
laser therapy or laparotomy with excision of implants, circle code "1"
if endometriosis was ever diagnosed by laparoscopy or laparotomy.

Extent of Endometriosis: Circle the appropriate code to indicate the

physician's qualitative assessment of the extent of endometriosis. If
a qualitative assessment is not present in the medical record, circle
code "9" and be sure to answer Q82a as completely as possible.

Copy exact words from the medical record describing the physical
findings related to the endometriosis (e.g., size and location of
endometrial implants, staging by the American Fertility Society

classification).
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PELVIC INFLAMMATORY DISEASE (PID)

Sections VIII through XVI collect information on indications for the
hysterectomy. The boxed question at the beginning of each section
introduces that section; if you circle code "9" (No/No data) for that
question, you skip to the next section. Base your responses to questions
in sections VIII through XVI on physician notes. Use notes from the
marker hospitalization (admitting history and physical history portion of
the discharge summary, consults and progress notes prior to the marker
hysterectomy, preop diagnosis on the operative report, procedure reports)
and from preadmission office/clinic visits if available.

83. History of PID: Circle code "1" if there 1is evidence in the medical

record suggesting that, at least in part, pain caused by acute PID
(pelvic inflammatory disease) or chronic pain secondary to past PID
was a reason for the marker hysterectomy. Include any type or
severity of pain. Synonyms for PID include salpingitis (inflammation
of the fallopian tubes), salpingo-oophoritis (inflammation of the
ovaries and fallopian tubes), pelvic infection caused by Chlamydia

trachomatis or Neisseria gonorrhoeae, endosalpingitis (inflammation of
the endometrium and fallopian tubes), endometritis (inflammation of
the endometrium), pyosalpinx (distended Fallopian tube filled with

pus), and tubo-ovarian complex (TOC).

84. Acute PID: Circle code "1" if the patient had any episodes of acute

PID in the 1 year prior to the marker hysterectomy. Synonyms for PID
include salpingitis (inflammation of the fallopian tubes), salpingo-
oophoritis (inflammation of the ovaries and fallopian tubes), pelvic
infection caused by Chlamydia trachomatis or Neisseria gonorrhoeae,
endosalpingitis (inflammation of the endometrium and fallopian tubes),
endometritis (inflammation of the endometrium), pyosalpinx (distended
fallopian tube filled with pus), and tubo-ovarian complex (TOC).
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If YES to Q84, indicate the number of episodes of acute PID the
patient had in the 1 year prior to the marker hysterectomy.

Nature of Pain: Circle the appropriate code to indicate whether the
pain occurred only with acute PID or if it occurred at other times as

well or almost all the time.

Conservative Surgical Treatment: Circle code "1" if the patient had
undergone any conservative surgical procedures to treat PID prior to
the marker hysterectomy. Include any use of laparoscopy or laparotomy
to lyse adhesions or remove pelvic abscesses.

If YES to Q86, indicate the number of conservative surgical attempts
the patient had undergone to treat PID.

Copy exact words from the medical record describing prior
conservative surgical attempts to treat the PID (e.g., dates, types of

procedures, results).

If the patient had not undergone any conservative surgical attempts to
treat the PID, circle code "1" if PID was ever diagnosed by
laparoscopy or laparotomy.

THERE IS NO Q87.
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POSTOPERATIVE COMPLICATIONS DURING ADMISSION

This section collects information on postoperative complications occurring
prior to discharge. Base your responses on physician notes from the day
of surgery through the day of discharge, the discharge summary, the
operative report from the marker hysterectomy, and any reoperation

reports.

88.

Complications: Circle code "1" where appropriate in column (a) to

indicate if any of the following complications occurred during the
operation or postoperatively while the patient was still in the
hospital; if YES to column (a), give the date of first occurrence in

cotumn (b):

i)

i1)

1i1)

iv)

VAGINAL CUFF ABSCESS/CELLULITIS: Include an abscess, cellulitis,
infection, or infected hematoma of the vaginal cuff or apex.
This may occur with either a vaginal or abdominal hysterectomy.

ABDOMINAL WOUND ABSCESS/CELLULITIS: Include an abcess,
cellulitis, infection, infected hematoma, or drainage of pus at
the site of the abdominal incision. This occurs only with an
abdominal hysterectomy. Also include stitch abscess.

OTHER PELVIC ABSCESS/CELLULITIS: Include an abscess, cellulitis,
or infection in the pelvic region other than the vaginal cuff or

abdominal wound.

HEMATOMA: A localized mass of extravasated blood confined within
an organ, tissue, or space. Include an infected hematoma both
here and in i), ii), or iii) depending on its location.

WOUND DEHISCENCE REQUIRING RETURN TO SURGERY: Include only the
situation in which the wound opens to such a degree that a return

to surgery is required.



vi)

vii)

viii)

ix)

x)

Xi)
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BLADDER/URETERAL INJURY: Include puncture of the bladder (or
vesical) wall requiring repair; or kinking, tying, or cutting of
the ureter attributed to the marker hysterectomy.

NERVE INJURY: Include nerve injury/palsy/damage or neuropathy of
the femoral nerve. Also include new numbness, pain, or decreased
sensation of the thigh or leg or new decreased reflexes of the
leg that the physician attributes to injury during the marker
hysterectomy.

BOWEL INJURY: Include any injury to the intestine (e.g., tying
or cutting) attributed to the marker hysterectomy.

BOWEL OBSTRUCTION/PARALYTIC ILEUS: Include a mechanical
obstruction of the bowel or a dynamic obstruction (i.e., absence
of peristaltic movements) resulting in severe pain and a
distended abdomen. Do not include postoperative use of
suppositories during the first several days or postoperative gas
pains. The physician must refer to a partial or total
obstruction or ileus.

FISTULA: An abnormal passage leading from one organ to another
(e.g., vesicovaginal fistula that leads from the bladder to the
vagina) attributed to the marker hysterectomy.

PULMONARY EMBOLISM CONFIRMED BY V/Q SCAN, PULMONARY ANGIOGRAM, OR
AUTOPSY REPORT: Include only a pulmonary embolism or blood clot
in the lung that has been verfified by a V/Q scan, pulmonary
angiogram, or by autopsy. Do not include a possible or probable
pulmonary embolism. In a V/Q (ventilation/perfusion) scan,
pictures produced after intravenous injection of radiolabeled
particles and inhalation of a radiolabeled gas are compared. In
a pulmonary angiogram, a radio-opaque dye is injected into the
venous system or, by catheter, into the right heart or the
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pulmonary artery.

xii)  REOPERATION: Include any situation in which the patient is

returned to the operating room except for wound dehiscence.
Specify the type of reoperation performed.

Check the box at the end of Q88 if none of the listed
complications occurred or there are no data about any of the
specified complications.

Postoperative Blood Transfusions: Circle the appropriate code to

indicate if the patient received any RBC or whole blood transfusions
during the postoperative period. Do not include transfusions started
intraoperatively (i.e., between the anesthesia start time and the
anesthesia end time). Do include transfusions started in the recovery
room. Include transfusions of red blood cells, RBCs, packed RBCs,

~ PRBCs, or whole blood. Do not include transfusions of platelets,

Factor VIII, or antihemolytic factor. Autologous transfusions are
transfusions of blood donated by the patient. Non-autologous
transfusions are transfusions of blood donated by anyone other than

the patient.

If YES to Q89, indicate the number of units the patient received
postoperatively.

If YES to Q89, give the date of the first postoperative transfusion.
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XVIII. MARKER PROCEDURE

This section collects data about the marker hysterectomy. Base your
answers on the operative report and the anesthesia records.

90. Date of Marker Procedure: Give the date of the marker hysterectomy.
If the surgery was delayed and started at night and continued into the
next morning, give the date when the surgery was started.

91. Type of Procedure: Circle the appropriate code to indicate the type
of hysterectomy performed (i.e., whether the uterus was removed
through the vagina or through an abdominal incision). For abdominal
hysterectomy include TAH (total abdominal hysterectomy). If an
abdominal hysterectomy was performed, indicate if the hysterectomy
was total or subtotal. In a total hysterectomy, the body of the
uterus and the cervix are removed; in a subtotal hysterectomy, the
cervix is not removed. A subtotal hysterectomy is also called a

supracervical hysterectomy.

92. Adjunctive Surgery: Circle code "1" where appropriate to indicate if
any of the following adjunctive procedures were performed at the same
time as the marker hysterectomy. Do not include procedures performed

as part of a reoperation subsequent to the marker hysterectomy.

i) UNILATERAL OOPHORECTOMY: This procedure involves the removal of
one ovary. Also include unilateral cystoophorectomy or
unilateral salpingo-oophorectomy.

ii)  BILATERAL OOPHORECTOMY: This procedure involves the removal of
both ovaries. Also include bilateral cystoophorectomy or

bilateral salpingo-oophorectomy.

i1i)  APPENDECTOMY: Include removal of the appendix whether or not
it appeared diseased or inflamed.
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iv). CHOLECYSTECTOMY: Include removal of the gallbladder whether or
not it was associated with any other procedure (e.g.,
cholangiography, choledochoenterostomy).

93. Hysterectomy with C-Section: Circle code "1" if the marker
hysterectomy was performed in conjunction with a caesarean section.

94. Duration of Anesthesia: Document the time anesthesia began and the
time it ended. Note the times using a 24-hour clock (e.g., 3:00 a.m.
is 0300 and 3:00 p.m. is 1500).

Location: Beginning and ending anesthesia times may be documented as
such in the anesthesia record or they may be indicated in a graphic
chart which gives the patient's vital signs at regular intervals
during anesthesia. Do not confuse this graphic display with that of
the recovery room report. Use the graphic chart if the anesthesia
start and end times are not specifically documented in the anesthesia

report.

95. Intraoperative Blood Transfusions: Circle the appropriate code to
indicate if the patient received any RBC or whole blood transfusions
during the intraoperative period (i.e., between the anesthesia start
time and the anesthesia end time). Do not include transfusions
started in the recovery room or otherwise postoperatively . Include
transfusions of red blood cells, RBCs, packed RBCs, PRBCs, or whole
blood. Do not include transfusions of platelets, Factor VIII, or
antihemolytic factor. Autologous transfusions are transfusions of
blood donated by the patient. Non-autologous transfusions are
transfusions of blood donated by anyone other than the patient.

95a. If YES to Q95, indicate the number of units the patient received or
were started intraoperatively.
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Intraoperative Injury: Based on the operative report for the marker
hysterectomy, circle code "1" where appropriate to indicate if any of
the following occurred or possibly occurred during the surgery:

i) BLADDER INJURY: Include puncture of the bladder or vesical wall.

ii)  URETERAL INJURY: Include kinking, tying, or cutting of the
ureter (the tube connecting the kidney to the bladder).

iii) BOWEL INJURY: Include tying or cutting of the intestine.

iv)  OTHER: Specify any other injury occurring during the marker
hysterectomy (e.g., unplanned splenectomy).
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XIX. MEDICATIONS/HEIGHT AND WEIGHT/POSTOPERATIVE FEVER/DISCHARGE STATUS

97.

Prophylactic Antibiotics: On the day of the marker hysterectomy and

on postoperative days 1, 2, 3, and 4, indicate the names, codes, and
routes of administration of the antibiotics given. If the same
antibiotic is given by more than one route on the same day or time
period, Tist it more than once. If there are more entries than the
two spaces provided, use the following rule to deteremine which
medications to list: 1list all parenteral antibiotics first, then list
oral antibiotics. Document in the margin any antibiotics that you
were unable to Tist because of space limitations. On the day of the
marker hysterectomy and on postoperative day 1, give the total number
of doses of each antibiotic given. Refer to the list of eligible
antibiotics. Include the eligible antibiotics regardless of the
reason for the order. The day of surgery is the day the marker
hysterectomy was started. On the day of surgery, document antibiotics
given prior to surgery (i.e., prior to the anesthesia start time) and
those given during or after surgery separately. Postoperative day 1
(POD #1) 1is the day after the day the marker hysterectomy was started.

For each day, give the date. In column (a), list the eligible
antibiotic administered. In column (b), list the code for that
antibiotic. In column (c), indicate the route of administration. If
the same medication is given by two different routes of

administration, Tist that antibiotic twice. In column (d), enter the
total number of doses given for that antibiotic and that route of

administration.

Location: Anesthesia records, recovery room records, medication

sheets. Do not use physician orders to answer this questions; you may
use physician orders as a guide for referring to records of
medications actually given.
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98. Height and Weight: In (i) document the patient's height in feet and
inches or centimeters and in (ii) document the patient's weight in
pounds or kilograms. Do use an estimated weight (e.g., 153 est.) if
an actual wei 1t is not given. Give the first weight documented in

the record.

Location: Nursing admission assessment, vital signs graphics,
anesthesiologist assessment. Do not use office/clinic visit records.

99. Postoperative Fever: Circle code "1" if the patient had a
postoperative fever that met all of the following criteria:
>100.4 F or >38 C
Beginning on POD #2 through POD #10
Occurred on 2 occasions at least 6 hours apart

Include fevers that occurred on the eligible days whether or not there
was an elevated temperature prior to POD #2. If a pertinent
temperature measurement was made at midnight, consider this to be
00:01 on the next day (e.g., if surgery occurred on Monday and a
temperature of 100.8 F occurred at midnight on Tuesday and again at
15:00 on Wednesday, you would code this as positive for a postop fever

on POD #2).
Location: Vital signs graphics, nursing notes.

99a. If YES to Q99, give the date of the first occurrence of a
postoperative fever meeting all three criteria. For example, if a

fever of 39 C occurred on Monday (POD #3) and again 48 hours later on
Wednesday, you would enter Monday's date.

Location: Vital signs graphics, nursing notes.



100.

100a.

101.

102.
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Discharge Status: Circle the appropriate code to indicate the

patient's discharge status.
Location: Discharge summary.

If the patient died during the hospitalization, copy exact words from
the medical record describing the circumstances of the patient's
death.

Vital Signs at Discharge: Indicate the patient’'s last vital signs on
the day before or day of discharge. If, for example, no blood
pressure was measured on either the day before or day of discharge,

leave the blood pressure boxes blank.
i) TEMPERATURE: Given in centigrade or Fahrenheit.

ii)  HEART RATE: HR

iii)  RESPIRATORY RATE: RR

iv)  SYSTOLIC BLOOD PRESSURE: SBP
v)  DIASTOLIC BLOOD PRESSURE: DBP
Location: Vital signs graphics, nursing discharge assessment.

Estrogen at Discharge: Circle code "1" if the patient was discharged
on oral or transdermal estrogen. Refer to the list of eligible

medications.

Location: Discharge summary, physician orders, nursing discharge

instructions.



I1-80

ELIGIBLE MEDICATIONS (Q102)

Chlorotrianisene Estratab
Conjugated Estrogens Estrogen

Estinyl Estropipate
Estrace Estrovis
Estraderm Ethinyl Estradiol
Estradiol Feminone

Etradiol Menest

Transdermal System

Menrium
Milprem 400
Ogen

PMB 200 or 400
Premarin
Quinestrol
Tace
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LABORATORY RESULTS

This section summarizes results of various laboratory studies performed
just prior to the marker hospitalization and during the hospitalization.
Base your answers to this question on laboratory slips or computerized

summaries unless otherwise specified.

103.

104.

Preoperative Chemistry: Give the results of the most recent specified
chemistry tests taken in the 2 months prior to the marker
hysterectomy. Include tests taken during office/clinic visits and on
admission to the hospital (but prior to the marker hysterectomy).
Enter the results at the decimal level indicated for each test. Round
the result if necessary. Be sure the results you enter are serum
values (from blood) and not from some other source such as urine.

i) POTASSIUM = K

ii)  BLOOD UREA NITROGEN = BUN, urea nitrogen

iii)  CREATININE = creat., Cr

Preoperative Urinalysis: Give the results of the most recent

preoperative urinalysis taken in the 2 months prior to the marker
hysterectomy. Include tests taken during office/clinic visits and on
admission to the hospital (but prior to the marker hysterectomy).
Enter the date of the test in (i), the number of white blood cells
(WBCs) per high power field (HPF) in (ii), and the number of
epithelial cells per high power field (HPF) in (iii). If ranges are
given, use the high end of the range. If quantitative results are not
given, use the following special codes:

99 = No data
88 = Numerous
77 = Few/occasional/moderate/present, quantity NOS
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105. Preoperative and Postoperative Hematology: In row (i), give the date
and the results of the most recent specified hemoglobin and/or
hematocrit tests taken in the 2 months prior to the marker
hysterectomy. Include tests taken during office/clinic visits and on
admission to the hospital (but prior to the marker hysterectomy). In
addition, in rows (ii) through (xi), enter the dates and results of
all hemoglobin and/or hematocrit tests taken postoperatively during
the hospitalization. Enter the results at the decimal level indicated
for each test. Round the result if necessary. Base your answers to
this questions on laboratory slips or cumputerized summaries. If
there are no slips or summaries, use the physician admission history

and physical and physician progress notes.

b) HEMOGLOBIN: Hg, Hgb
c) HEMATOCRIT: Hct, PCV

106. Cultures: Indicate in column (a) the number of urine, blood, and
wound cultures performed either preoperatively or postoperatively
during the marker hospitalization. If cultures were taken, circle
code "1" in column (b) if any of the cultures were positive. Check
the box at the end of Q106 if no cultures were performed. Consider a
urine culture positive if there is growth of more than 100,000
colonies per milliliter of any single organism.



XXI.

107.

107a.-
107e.

I1-83

PHOTOCOPY REQUIREMENTS

Photocopy the admission history and physical, the discharge summary,
the operative report, the reoperation report (if applicable), and the
postoperative pathology report. Staple them to the inside back cover
of the abstraction form, blacken out all identifying information, and
write the patient's ID code on all pages. Circle code "1" where
appropriate if copies were made; circle code "2" if the items were
present in the record but copies were not made; and circle code "9" if
the items were not applicable or missing from the record.

If the items were present but not photocopied, copy exact words from
the medical record documenting reasons for the procedure, medical and
treatment history, pertinent physical findings, type of operation,
intraoperative complications, impressions, and findings.
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POSTOPERATIVE COMPLICATIONS AFTER DISCHARGE

108.

109.

Postoperative Care: Circle code "1" if the medical record includes

postoperative visits or hospitalizations in the 4 weeks after
discharge.

Postoperative Complications: Circle code "1" in column (a) where

appropriate if any of the following complications occurred or possibly
occurred in the 4 weeks following discharge; give the date of first

occurrence in column (b):

i)

i)

iii)

iv)

vi)

VAGINAL CUFF ABSCESS/CELLULITIS: Include an abscess, cellulitis,
infection, or infected hematoma of the vaginal cuff or apex.
This may occur with either a vaginal or abdominal hysterectomy.

ABDOMINAL WOUND ABSCESS/CELLULITIS: Include an abcess,
cellulitis, infection, infected hematoma, or drainage of pus at
the site of the abdominal incision. This occurs only with an
abdominal hysterectomy. Also include stitch abscess.

OTHER PELVIC ABSCESS/CELLULITIS: Include an abscess, cellulitis,
or infection in the pelvic region other than the vaginal cuff or

abdominal wound.

HEMATOMA: A Tocalized mass of extravasated blood confined within
an ogan, tissue, or space. Include an infected hematoma both
here and in i), ii), or iii) depending on its location.

WOUND DEHISCENCE REQUIRING RETURN TO SURGERY: Include only the
situation in which the wound opens to such a degree that a return

to surgery is required.

NERVE INJURY: Include nerve injury/palsy/damage or neuropathy of
the femoral nerve. Also include new numbness, pain, or decreased



110.

vii)

viii)

IT-85

sensation of the thigh or leg or new decreased reflexes of the
leg that the physician attributes to injury during the marker
hysterectomy.

FISTULA: An abnormal passage leading from one organ to another
(e.g., vesicovaginal fistula that leads from the bladder to the

vagina).

URINARY TRACT INFECTION (UTI): Include bladder infection,
cystitis, or a urine culture with growth of more than 100,000
colonies per milliliter of a single organism.

REOPERATION: Include any situation in which the patient is
returned to the operating room except for wound dehiscence.
Specify the type of reoperation performed.

Check the box at the end of Q109 if none of the listed complications
occurred or no data.

Qutpatient Estrogen Therapy: Circle code "1" if there is evidence in

the outpatient record that the patient was placed on oral or
transdermal estrogen in the 4 weeks following discharge. Refer to the

list of medications.
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ELIGIBLE MEDICATIONS (Q110)

Chlorotrianisene Estratab
Conjugated Estrogens Estrogen

Estinyl Estropipate
Estrace Estrovis
Estraderm Ethinyl Estradiol
Estradiol Feminone
Estradiol Menest

Transdermal System

Menrium
Milprem 400
Ogen

PMB 200 or 400
Premarin
Quinestrol
Tace
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XXIII. COMPLETENESS CHECK

111. Indicate if any of the parts of the medical record listed were
partially or totally missing.
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HYSTERECTOMY PHYSICIAN OVERREADER ABSTRACTION FORM
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II. IDENTIFICATION DATA Card 026 13-15/

1-12/
7b. Patient's ID Code: ..veeevrcncnrenaneesn

16-27/
8b. Patient's Medical Record Number: ......

28-31/
9b. Hospital ID Code: ..vvieriiiinneninnnneeiiiiennennnnen

32-37/
10D. HMO COQ@: v ievenenensenansssssosasenssssnnsassns

38-40/
11b. Overreader Code: ....viierererroceersonesnesssssnonsossos

. 41-43/

11.1D.FOrm COde: v uverrsnnnrreeeeencassnsonsssssssssasncasnnann

Card 026
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VI. GENERAL GYNECOLOGICAL HISTORY

112. Desire for Future Pregnancy

Based on Q32, what was the patient's desire with regard to having more

children?
(Circle one)
Would have liked more children . . . . . . . 1 a4/
Unsure, might have wanted more . . . . . . . 2
Did not want more . . . . . . . . . .. ... 3

Not applicable, patient menopausal
or >h0 years . . . . . . . o e e e e 4

Card 026
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VII. MEDICATIONS

113. OCPs

Based on Q39 and Q39a, what is the longest consecutive trial of OCPs in the
2 years prior to the MP?

months (ND = 99) 45-46/

114. Progesterone

Based on Q42 and Q42a, what is the longest consecutive trial of progesterone
in the 2 years prior to the MP?

months (ND = 99) 47-48/

115. Danazol

Based on Q44 and Q44a, what is the longest consecutive trial of Danazol in
the 2 years prior to the MP?

months (ND = 99) 49-50/

116. GnRH Agonists

Based on Q47 and Q47a, what is the longest consecutive trial of a GnRH
agonist in the 2 years prior to the MP?

months (ND = 99) 51-52/

Card 026
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IX. ABNORMAL BLEEDING

If Q58 was YES (code 1), continue to Q117.
Otherwise, skip to Section XI, Q119.

117. Persistence of Bleeding Following Intervention

Based on Qs 59 and 59a, 63, 113, and 114, categorize this patient's bleeding.

(Circle one)

Persistent . . . . . « . . . R |
Not persistent . . . . . . . . . 2
Insufficient data . . . . . . . . 9

118. Ovulatory/Anovulatory

Based on Q62a and Q63a, was the patient ovulatory or anovulatory?

(Circle one)

Ovulatory . . « « « « ¢« « « o « & 1
Anovulatory . . . . . . . . . . . 2
Insufficient data . . . . . . . . 9

Card 026

53/

54/



I11I-5

XI. ENDOMETRIAL HYPERPLASIA

If Q66 was YES (code 1), continue to Q119.
Otherwise, skip to Section XIII, Q120.

119. Adequate Trial of Progesterone

Based on Qs 42, 42a, 43, and 114, categorize the adequacy of this patient's
trial of progesterone based on length of therapy and dosage.

(Circle one)

Adequate . . . . . . . . . o . 1 55/
Inadequate . . . . . . . o . . .2
Insufficient data . . . . . . . . 9

Card 026
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XIII. CERVICAL DYSPLASIA

If Q73 was YES (code 1), continue to Q120.
Otherwise, skip to Section XXIV, Q128.

120. Cone Biopsy

121.

Prior to the MP, how many cone biopsies of the cervix did the patient have?

(Circle one)

None . . . v v v v v o o 4 1 (Skip to Q124) 56/
1 . 0 0 e e e e e e e e 2
(Continue to Q121)
20rmore . . o+ . e oo e . 3
No data . . . . . . . ... 9 (Skip to Q124)

Margins of Resection

Were the margins of resection of the most recent cone biopsy prior to the MP
clear?

(Circle one)

YES v v e e e e e e e e e 1 (Skip to Q122) 57/
7o 2 (Continue to Ql21a)
NoData . . . . . . . . .. 9 (Skip to Q122)

121a) If NO to Q121, what was the degree of dysplasia at the margins of resection
from the most recent cone biopsy?

(Circle one)
CINI (mild) . . .. . .. 1 ) 58/
CIN II (moderate) . . . . . 2

. (Skip to Section XXIV, Q128)

CIN III (severe)/
carcinoma in situ . . . . 3

No data . . . . « « . « . . 9

Card 026



122.

123.

124.
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Recurrence of Dysplasia After Cone Biopsy

Did the patient have a recurrence of dysplasia documented by biopsy following
the most recent cone biopsy?

(Circle one)

YES v v v e e e e e e e 1 (Skip to Q126) 59/
NO v v o e e e e e e 2 (If 1 cone biopsy, skip to Q127.

If > 2 cone biopsies, continue
No data . . . . . . « . . . 9 to Q123.)

Cervical Cytology

Has the patient had a cervical cytological examination (Pap smear) since the
most recent cone biopsy?

(Circle one)
YES v v e e e e e e e e e 1 (Continue to Ql23a) 60/
No . . . . .. 2
(Skip to Q127)
Nodata . . . . « « « . . . 9
123a) If YES to Q123, was the cervical cytological exam abnormal?

(Circle one)

YES v v v e e e e e e e e 1 61/
NO . . & v e e e e e e 2 (Skip to Q127)
Nodata . . . . . . « . .. 9

Conservative Treatment

Which of the following conservative procedures had the patient undergone?

YES NO/ND
1) Laser surgery . . . . 1 9 ] 62/
ii)  Heat (electro) (If all NO/ND, skip to Q126.
cauterization . . . . 1 9 & If any YES, 63/
continue to Q125)
iii) Cryotherapy . . . . . 1 9 64/
iv)  Other, specify:
1 9 (Skip to Q126) 65/

Card 026



III-8

125. Recurrence of Dysplasia After Conservative Treatment

Did the patient have a recurrence of dysplasia documented by biopsy following
the most recent treatment?

(Circle one)
YES v v e e e e e e s 1 (Continue to Q126) 66/
NO . . . « . v v . 2

(Skip to Q127)
No data . . . . . . . 9

126. Dysplasia Prior to MP

What degree of cervical dysplasia was present just prior to the MP?

(Circle one)

CINI (mild) . . . .. .. 1 67/
CIN II (moderate) . . . . . 2
CIN III (severe)/
carcinoma in situ . . . . 3
No data . . . . . . . . .. 9

126a) Was the biopsy performed with adequate colposcopy?

(Circle one)

YES . v v e e e e e e .1 68/
NO v v v v e e e e e e 2 (Skip to Section XXIV, Q128)
Nodata . . . . .« « « « « . 9

Card 026



127. Dysplasia Prior to Treatment (Cone Biopsy or Conservative Treatment)

II1I-9

What degree of cervical dysplasia was present prior to the most recent

treatment?

CIN I (mild)
CIN II (moderate)

CIN III (severe)/
carcinoma in situ

No data

(Circle one)

69/

Card 026
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XXIV. CLASSIFICATION OF PATIENT Card 027 13-15/
1-12/

128. Classify the patient into the appropriate categories.

YES NO/ND
i) Abnormal uterine bleeding ...........ccoinnnenn 1 9 16/
71)  LeiOMYOmMALa coververreerenaneeroseeneeeseanaans 1 9 17/
ii1i) Endometrial hyperplasia ..........cvvvenvannn. 1 9 18/
iv) Endometrial pPolypS «.veveereeeiiiiiiiiiiaenn. 1 9 19/
v)  Cervical dysplasia ....ceeeviiiininiieneenennn 1 9 20/
vi) Benign cervical polyps ......cccviiiiieiiann, 1 9 21/
vii) Pelvic relaxation ........ceeienniiienennnnnns 1 9 22/
viii) Endometriosis «oveeiriiinrnneiineniiiieeeeaen 1 9 23/
ix) Chronic PID .ueevirineneeennrnreieeiennnnnnnns 1 9 24/
x)  Chronic pelvic pain (not attributable
to endometriosis or PID) ..ovviiniennnenennnss 1 9 25/
X1)  ASYmMPtOMALIC «vvvvvennneeenrenerinneenneennne, 1 9 26/
xii) Miscellaneous:
a) Asherman's syndrome ............oenon. 1 9 21/
b) Chronic cervicitis .....ccieiivennnn. 1 9 28/
c) Cervical leukorrhea ...........cocvvnnn 1 9 29/
d) Asymptomatic uterine retroversion .... 1 9 30/
e) Symptomatic uterine retroversion ..... 1 9 31/
f) Premenstrual syndrome .........c.....n 1 9 32/
g) Mental retardation and
inadequate pelvic hygiene............. 1 9 33/
h) Cancer prophylaxiS.....eeeeeeinnnnnnns 1 9 34/
i) Other, specify: 1 9 35/

Card 027
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XXV. POSTOPERATIVE PATHOLOGY

129. Pathology

Which of the following diagnoses were confirmed by the postoperative
pathology report?

YES NO/ND
i) Benign ovarian cyst ....eveiiiiiiiiiaeann 1 9 36/
ii)  Benign cysts of the fallopian tubes...... 1 9 37/
§i1) OVarian CanCer ....ceceeceseieenncnnnaens 1 9 38/
Jv)  LeTOmMyoma .....eveevvennrunonnnnennoanons 1 9 39/
v) AdENOMYOSTS vivreenernernsennsosnnenaenns 1 9 10/
vi) Adenomatous hyperplasia .......c.ceeeenns 1 9 41/
vii) Endometrial cancer .......coeieiiernaannan 1 9 42/
viii) Endometrial polyp coeevvivinniiniiineennnns 1 9 43/
ix)  Cervical dysplasia «.oovivinennnnennnnnns 1 9 a4/
X) Carcinoma in situ of the cervix ......... 1 9 45/
xi)  Cervical CanCer ....oveveveeeerennennnsen 1 9 46/
xii) Pelvic adhesions ......civvivrininiinnnnnn 1 9 47/
xiii) Endometriosis ..........................; 1 9 48/
xiv) Pelvic infection (e.g. salpingitis)...... 1 9 49/
Xxv)  Metastatic cancer ......coiiiiiiiiiiaaaann 1 9 50/

Card 027
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GENERAL
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GUIDELINES

The tasks of physician overreading are 1) to resolve special coding problems identified by the RN
overreader as indicated on the inside front cover of the abstraction form, and 2) to answer the
specific questions in the MD Overreader Form. Use green ink for overreading corrections in the
abstraction form. Generally, the abstraction form will not be returned to the RN overreader prior to
keypunch; therefore, resolve coding problems clearly. If the form needs to be reviewed by the nurse
overreader, please flag the form. '

SPECIFIC GUIDELINES

I1. IDENTIFICATION DATA

This section identifies by codes the individual patient's hospital admission.

7b.

8b.

9b.
10b.
11b.

11.1b.

PATIENT'S ID CODE: Enter the patient's identification code. Be sure that it is
exactly as that entered in the medical record abstraction form.

PATIENT'S MEDICAL RECORD NUMBER: Enter the patient's medical
record number. ’

HOSPITAL ID CODE: Enter the appropriate code for the hospital.
HMO CODE: Enter the appropriate code for the HMO.

OVERREADER CODE: Enter your overreader code [010-Bernstein; 020-
Brook; 030-Siu; 060-Hadom]

FORM CODE: Leave blank.

VI. GENERAL GYNECOLOGICAL HISTORY

112.

DESIRE FOR FUTURE PREGNANCY: This question is based upon the patient's
age, menopausal status, and desire for future fertility. Circle code "4" if the patient is
> 50 years old (question 14), if the physician indicated that the patient is menopausal
(question 30B), or if the last menstrual period was more than 12 months ago
(question 30 and question 30A).

Circle code "3" if the patient was noted to say that she did not desire having additional
children or understood that hysterectomy would prevent her from becoming pregnant
in the future. In addition, code "3" should also be circled if the patient had previously
undergone a tubal ligation or her husband had undergone a vasectomy, and there is
no evidence the patient desires future pregnancy.

Circle code "1" if question 32 indicates that the patient desires to have further
children, she was premenopausal, and under 50 years of age.

Circle code "2" if the patient was unsure whether she might want more children or
had ambiguity regarding the effect of hysterectomy on her reproductive system, she
was premenopausal, and under 50 years of age.
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Circle code "9" if there are no data on her desire for future fertility or if question 32
only notes that the patient signed a consent for hysterectomy.

VII. MEDICATIONS

Please estimate what was the longest consecutive trial of the following medications based
on answers to questions 39, 42, 44, and 47. To be given credit for having received any of
these medications: (1) a note must specify the date that one of these medications was
started, and a second note may specify continuation or termination of that medication, or;
(2) if no specific starting date is specified but it is clearly documented that the patient was
on the medication within the 2 year period prior to the marker procedure. In some cases,
the continuation or termination of that medication may be inferred from some other note
such as an admission note. For the purpose of this calculation, you should assume that the
medication was started shortly after the documented office visit (rather than attempting to
estimate when the medication would have been taken for a cycled medication). Please code
"99" when there is no data available to estimate the duration of treatment. When only a
limited or incomplete data is available, estimate the length of drug trial if possible. If this is
not possible, please code "98" for incomplete data where it is not possible to estimate the
length of drug trial. Enter code "97" if the patient was on none of these medications.

113. OCPs: Based on questions 30 and 39A, please estimate what was the longest
consecutive trial of contraceptive pills in the two years prior to the marker procedure.

114. PROGESTERONE: Based on questions 42 and 42A, please estimate what was the
longest consecutive trial of progesterone in the two years prior to the marker
procedure.

115. DANAZOL: Based on questions 44 and 44A, please estimate what was the longest
consecutive trial of Danazol in the two years prior to the marker procedure.

116. GnRH (Gonadotropin Releasing Hormone) AGONISTS: Based on questions 47
and 47A, please estimate what was the longest consecutive trial of GnRH Agonists in
the two years prior to the marker procedure.

IX. ABNORMAL BLEEDING

117. PERSISTENCE OF BLEEDING FOLLOWING INTERVENTION: Persistent
bleeding is defined as bleeding persisting or recurring at least four months after
initiation of a three mont more trial of hormone therapy (either oral contraceptive
pills or progesterone) orythe first dilatation and curettage for bleeding. The dilatation
and curettage may include any therapeutic endometrial curettage procedure such as
endometrial fractional curettage, an office D&C, or D&C under general anesthesia. It
does not include either an endometrial biopsy or endometrial suction curettage.

NOTE: MRS includes suction D&C, it is not included in HMO study.



XI.

118.
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Duration of bleeding may be obtained from questions S9A and 63. Endometrial
procedures are recorded in questions 62 and 63C. Hormone therapy is recorded in
question 63D as well as questions 113 (OCPs) and 114 (Progesterone).

Code "1" (persistent) should be marked if there is evidence that the patient had
bleeding or recurrence of bleeding at least four months after initiation of hormone
therapy or D&C. Code "2" (not persistent) should be circled if the bleeding did not
occur four months or more after initiation of hormone therapy or D&C, or if she did
not receive either a three month or more trial of hormone therapy or a dilatation and
curettage.

OVULATORY/ANOVULATORY: Circle code "1" if question 62A is "yes" or if
question 63A shows evidence that the patient was having menstrual periods. Circle
code "2" (anovulatory) if question 62A is "no/no data" and question 63A does not
show evidence of menstrual periods within the previous six months. If there are
insufficient data to answer this question, circle code "9". Patients on Estrogen and
Provera are considered anovulatory.

ENDOMETRIAL HYPERPLASIA

119.

ADEQUATE TRIAL OF PROGESTERONE: Circle code "1" (adequate) if there is
evidence that the patient had received at least three months use of any progestational
agent (e.g., 10 mg of Provera for ten days each month).

The following list contains equivalent doses of other progestational agents:

DR NAME DOSE FREQUENCY

Hydroxyprogesterone Caproate 375 mg Once/month (po)
Hydroxyprogesterone Hexanoate

Medroxyprogesterone Acetate Smg 5-10 days/month
Acetoxymethylprogesterone
Methylacetoxyprogesterone

Norethindrone Smg 20 days/month
Norethindrone Acetate 2.5 mg Daily

2.5 mg 10 days/month
Progesterone 5Smg 6 days/month

50 mg Once/month (IM)
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SYNONYMS FOR PROGESTATIONAL AGENTS

Hvdrox terone Capr

Duralutin
Gesterol L.A. 250
Hy-Gestrone
Hylutin
Hyprogest
Pro-Depo
Prodrox

M X VDI rone Acet

Provera

Amen

Curretab

Cycrin

Cycrin Cycle Pack
Provera Dosepak

Norethindrone
Aygestin (scored)

Aygestin Cycle Pack
Norlutate (scored)

Progesterone

Gesterol 50 (in oil)
Progestaject-50 (in oil)



XIII.
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CERVICAL DYSPLASIA

This section should be completed if at least part of the reason for the marker hysterectomy
was cervical dysplasia (question 73 was marked code "1").

120.

121.

122,

123.

124.

125.

126.

CONE BIOPSY: Review questions 73-76 and attached photocopies for a history of
the patient undergoing a cervical cone biopsy/conization. If the patient had a history
of a cervical cone biopsy, please refer to the photocopied records to determine the
number of cone biopsies or if no photocopies were obtained, see questions 75 and 76
for the number of previous cone biopsies.

MARGINS OF RESECTION: If the margins of resection of the most recent cone
biopsy were clear (without evidence of dysplasia), circle code "1". If there was
evidence of dysplasia at the margin, circle code "2" and continue to question 121a and
record what the degree of dysplasia at the margin of resection was: code "1" is mild
dysplasia [CIN I], code "2" moderate [CIN II], code "3" severe [CIN Ill/carcinoma
in situ]. If there are no data on what the margin of resection was, circle code "9" for
question 121.

RECURRENCE OF DYSPLASIA AFTER CONE BIOPSY: Circle code "1" if there
is evidence of recurrence of dysplasia documented by punch biopsy following the
most recent cone biopsy. If there is no evidence of recurrence, circle code "2" and if
there are no data, circle code "9".

CERVICAL CYTOLOGY: If the patient had a Pap smear following the most recent
cone biopsy, circle code "1". If there was no Pap smear, circle code "2" and if there
are no data, circle code "9". [Once again, please review question 73-76 and attached
photocopies for report of a Pap smear following cone biopsy].

123a. If the patient did undergo a Pap smear, circle code "1" if the cervical cytology
was abnormal.

CONSERVATIVE TREATMENT: If the patient underwent conservative therapy
other than cone biopsy and had laser surgery prior to the MP, circle code "1" for
question 124 (i). If the patient underwent heat/electrocauterization, circle code "1" for
question 124 (ii). If the patient received cryotherapy, circle code "1" for question 124
(iii). If the patient underwent any other form of conservative therapy, please fill in
the type of conservative therapy in question 124 (iv).

RECURRENCE OF DYSPLASIA AFTER CONSERVATIVE TREATMENT:
Circle code "1" if there is evidence of recurrence of dysplasia documented by punch
biopsy following the most recent conservative treatment.

DYSPLASIA PRIOR TO MP: If the patient had a recurrence of dysplasia
documented by biopsy following the most recent cone biopsy or the most recent other
conservative therapy, circle code "1" for mild [CIN I], code "2" for moderate [CIN
I1], and code "3" for severe/carcinoma in situ {CIN III]. If there are no data on the
degree of cervical dysplasia, circle code "9".

126a. Circle code "1" if the biopsy was documented as being performed with
adequate colposcopy. If the surgical report notes that there was inadequate
colposcopy (inability to see the endocervical junction) circle code "2"; and if there is
no information on the adequacy of colposcopy, circle code "9".



127.
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DYSPLASIA PRIOR TO TREATMENT (CONE BIOPSY OR CONSERVATIVE
TREATMENT): If the patient had no recurrence following the most recent cone
biopsy or other conservative therapy with or without a subsequent Pap smear, then
record the degree of cervical dysplasia that was present prior to the most recent
treatment.

XXIV. CLASSIFICATION OF PATIENT

128.

129.

PATIENT CLASSIFICATION: This question is designed to identify the
indication, or indications, that led to the patient undergoing hysterectomy. It should
be based upon the preoperative reasoning of the patient's physicians and the
preoperative notes. Review the photocopied admission history and physical,
discharge summary, operative report, and re-operation reports in order to classify
the patient into appropriate categories. Do not include findings that result solely
from pathology reports that were not part of the original reason for undergoing
surgery (e.g., if cancer is found on surgery but was not suspected prior to surgery
or if adenomyosis was reported on the pathlogy report since this diagnosis cannot
be made preoperatively).

Definitions for miscellaneous categories are below. Include hysterectomies
performed for dysmenorrhea in category "I Other, specify".

A. Asherman's syndrome: Scar tissue present within the uterine cavity.
B. Cervicitis: Inflammation of the cervix.

C. Cervical leukorrhea: A whitish, sticky discharge from the uterus.

D

Asymptomatic uterine retroversion: Backward displacement of the
uterus in relation to the pelvic axis. No discomfort.

E. Symptomatic uterine retroversion: Backward displacement of the uterus
in relation to the pelvic axis. Associated dyspareunia or pain.

F. Premenstrual syndrome: Cyclical irritability, fluid retention, breast
discomfort, depression and lethargy associated with menses.

G. Mental retardation: Absence of normal mental development according to
the physician AND a note that the patient is unable to maintain pelvic hygiene.

H. Cancer prophylaxis: A hysterectomy performed to prevent the
development of cancer. The panel rated this indication ONLY for those
patients who have two first degree relatives with epithelial ovarian carcinoma.

I. Other, specify: This is for all other indications including
DYSMENORRHEA.

PATHOLOGY: Circle Code 1 for any of the listed diagnoses confirmed on the
postoperative pathology report.
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