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INTRODUCTION

This Manual is provided to all staff at the intervention clinics. It could also be
provided to administrative staff, if necessary. The Manual 1s the clinical protocol which
must be followed for all women eligible for the basic component of the new Antenatal
Care Programme. All women are evaluated during the first antenatal care visit,
irrespective of their gestational age, by using the "Classifying Form". Those who are not
eligible will follow the regular procedures of the clinic for the medical or pregnancy
related condition that they have but they remain part of the study. Those eligible for the
basic component will follow this Manual. The Manual is supported by the document
entitled "Scientific Basis for the Content of Routine Antenatal Care" which provides the

medical justifications for the new model of Antenatal Care.

Most of the componeﬁts of the new package could be itnplemented by health care
workers at and below physician level, e.g. formally trained midwives and nurses; only a
few elements require a physician’s qualifications for interpretation. This, of course, does
not exclude the active participation of doctors in medical supervisory responsibility. We
would like to emphasize that the new package only includes elements proven to be
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§ The basic components of the new Programme are provided over four

L ARG

antenatal visits.

REFERRAL FROM THE BASIC COMPONENTS OF THE NEW PROGRAMME:

There are several situations in which patients are referred to other levels of care.

These situations are described in the following text for each of the four antenatal visits.

Each time that a patient is referred to other levels of care, the referral and follow-
up form used in the clinic should be completed to document the reason and place of this

- referral. A copy of this form is provided to the mother and a copy is kept in the clinic.




STUDY 95915 - ANTENATAL CARE TRIAL
WORLD HEALTH
ORGANTZATION CRITERIA FOR CLASSIFYMG WOMEN FOR THE BASIC COMPONENT CLASSIFYING
0OF THE NEW PROGRAMME .

Hame of Subject: Address:

Study site: jjclinic code: Subject No: — tlinic Regord No:

INSTRUCTIONS; answer to all of the following questions by marking corresponding box.,

NO YES

OBSTETRIC HISTORY |

1. Previous stillbirth or neonatal loss?

2. History of 3 or more consecutive spontaneous abortions?

3. Last baby birthuweight < 250087

4, lLast baby birthweight > 4500g7

5. Last pregnancy - hospital admission for hypertension or pre-eclampsia/ec|omsia?

&. Previous surgery on reproductive tract?
-Myomectomy, removal of septum, cone blepsy, classical €S, cervical cerclage

CURRENT PREGNANCY
7. Diagnosed or suspected multiple pregnancy?

NO YES|

8. Age less than 16 years? 5

9. Age more than 40 years? |

10. Iso-immunization Rh =) in current or in previous pregnancy?

11. vaginal bleeding?

12. Pelvic mass?

13. Disstolic blood pregsure 90mm Hg or more at booking?

GENERAL MEDICAL NO YE?

14. Insulin deperdent diabetes mellitus?

15. Renal disease?

14. Cardiac disease?

17. ¥Krown ‘substence' abuse {including heavy alcohol drinking)?

miulsin

18. Any other severe medical disease er condition?

Please specify

If at least ONE shaded box is marked, the woman is not eligible for the basic component
of antenatal care. Is she eligible? (circley NO YES

If NO, zhe is referred to

pate signature Physician ID

——
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THE PRINCIPLES OF THE NEW PROGRAMME

Intreduction

The new package will be based on the following principles:

a. A programme which differentiates between low and high risk cases should have a

simple set of valid rules to be followed.

b. Designation of high risk should be given with prudence, and referral of high risk
cases to higher level of care done only when the higher level of care can reduce

the risk or alter the outcome.

c. Women will be considered and made to feel that they are the centre of the
activities. They will be seen by appointments strictly kept by staff to reduce
mothers’ waiting time, and additional activities and tests will be carried out the
same day. On the other hand, no patient requesting interim care at the clinic will
be refused, and the clinics will offer prenatal consultation for as many hours as
possible. It has been shown that the greater the number of clinic hours, the more

prenatal care is sought.

d. Only examinations and tests which serve an immediate purpose and are proven
beneficial are included. If there is justification for performing a test only once
during the pregnancy, it is performed at the most appropriate time, that is, when

an abnormal test result requires intervention.

€. At the cost of some sensitivity and specificity, simple and easy-to-perform tests
have been chosen, and tests which give rapid results. Wherever possible, the tests

should be performed at the antenatal polyclinic or in its immediate vicinity.




The basic components are summarized in Table I. These activities, presented in a
check-list format for each antenatal care visit, should be included in all medical records
of the clinics assigned to the intervention arm of the trial. Doctors and nurses should
check in the corresponding box, the activities performed at each visit. This is not a

replacement for the clinic medical record; it is a reminder of the activities that must be

petformed.




Table I: CONTENT OF THE BASIC COMPONENT OF THE
NEW ANTENATAL CARE PROGRAMME

PRENATAL VISITS (approximate week

ACTIVITY
gestation)
1st * 2nd (26 wk) | 3rd (32 wk) | 4th (38 wk)
Pregnancy test (only if req. at 1st 2 - — -
trimester & no clinical evidence of preg.)
Medical/Ob history (risk evaluation) | _ o .
Question of Rh immunization with e o . .
fetal/newborn disease in previous multiparous
pregrancy
Complete clinical examination B - - -
Cljnical examination for severe anemia B [ | [ ] [ |
Ob exam (+) [ | B [ | |
Gyn exam/detection of sympiomatic STDs routing vaginal ob exam ob exam ub exam
exam **
Maternal weight/height m - - -
Maternal weight (follow-up) - == b R
Uterine height | | [ | B [ |
Gestational age assessment [ | [ | [ | |
Blood pressure N B [ | [ |
- Blood type / Rh B - - _
- Hb % % u -
- Syphilis B - s -
- Urine test n 2 e b
Tetanus toxoid [ ] - [ -
Folic acid/Iron supp. [ ] [ | B [ |
Fetal heart rate 2 2 = 2

 for all women

*  for all women at first contact with clinic, regardless of gestational age

** could be postponed to second or third visit

¥ only in some cases:

a) proteinuria: nulliparous or with previous preeclampsia or hypertension;

b} fetal heart rate: only if requested or no fetal movements séen or reported;
¢} maternal weight: only those with low weight/height at 1 visit or obese women
d) anemia: 3% only if signs of severe anemia

*** multiple dipstick

(+) ob exam: # fetuses, fetal situation & presentation

ﬂ




Table I: CONTENT OF THE BASIC COMPONENT OF
NEW ANTENATAL CARE PROGRAMME

{cont’d)

ACTIVITY PRENATAL VISITS (approximate week
- gestation)
1st * 2nd (26wk)y | 3vd (32 wk) 4th (38
wk)

Recommendations for: B [ | B

urgent consultation date of wh 41

next visit/schedule e

treatment/medical conditions Tuctions
Referral to hospital if needed o 2 = 2
Detection of breech _ _ - [ |
presentation & referral for
external version
Instruction for referral for - - =’ ¥
adequate level of delivery
Recommendations for lactation | [ |
Contraception - - ] ]
Pre~conceptional care - - - s
Activities to reduce smoking [ ] [ | | [ ]

J for all women

*  for all women at first contact with clinic, regardless of gestational age

%2 only in some cases: delivery; if previous obstructed labor, hemorrhage or C.5.;

pre-counceptional care: infant with NTD or other congenital malformation




BASIC ANTENATAL CARE CHECKLIST

CHECK THE ACTIVITIES CARRIED OUT WHERE APPROFRIATE (UNSHADED BOXES)
Use the closest gestational age at the time of visit

Patient’s Mame Clinic Record No. Study Subject No. / / /

FIRST VISIT for all women at first contact with clinics, regardless of gestational Visits
age. If first visit later than recommended, carry out all activities up o that time Ist 2nd 3rd  4th
DATE: / / “12 whs

Classifving Form indicates eligibility for the basic programme

Clinical examination

Clinically severe anemia: Hb test

Ob exam : gestational age estimation, uterine height

Gyn exam (can be postponed until second visit)

Blood pressure

Maternal weight / height

Rapid syphilis test, detection of symptomatic STDs - treatment

Unne test (multiple dipstick)

Blood type and Rh

Tetanus toxoid

Fe / Folic acid supplementation

Recommendation for emergencies / hot line for emergencies

Complete antepatal card

SECOND VISIT and SUBSEQUENT VISITS Gestational age - approx. # of weeks:
DATE: / / 26 32 38

Clinical examination for anemia

Ob exam: gestational age estimation, uterine height, fetal heart rate

Blood pressure

Maternal weight (only women with low weight at first visit)

Urine test for protein (only nulliparousAvomen with previous eclampsia)

Fe / Folic acid supplementation

Recommendation for emergencies

Complete antenatal card
THIRD VISIT: add DATE: / /

Hemoglobin

Tetanus toxoid (second dose)

Instructions for delivery

Recommendations for lactation / contraception

FOURTH VISIT: add DATE: /  /

Detection of breech presentarion & referral for external version

Complete ANC card, recommend it be brought to hospital

Staff responsible for amenatal care: Name

Signature




The First Visit

The first visit should occur ideally in the first trimester, around the 12th week of
pregnancy. However, all pregnant women initiating prenatal care in the intervention
clinics regardless of their gestational age will be examined following the norms for the
first visit and enrolled in prenatal care at that time. The first visit examination is
expected to take 30-40 minutes. Emphasis is placed on the medical and obstetric
history. Objective findings at examination give additional or confirmatory evidence.
While the case history proposed, conforms to and even exceeds traditional standards, the
elements of the physical and biochemical examinations are fewer and less resource-

demanding than those commonly used.

Pregnancy tests will be provided at the clinic to women during the first trimester
and results given to women who request reassurance that they are pregnant if there are
no signs or symptoms of pregnancy. (In countries where abortion is legal, women may
request a pregnancy test if they are planning an abortion and do not trust a negative

clinical judgement).

Social, educational and work compc-ments help to identify risk. Work may be
physically hard, and may give exposure to teratogenic agents (heavy metals, toxic
chemicals, ionizing radiation). Women could be advised and provided with the required
documentation to reduce work if it is very hard or requires lengthy standing positions.
The feasibility of providing additional family support to very poor women could be
considered at some study sites, as the hard work/negative pregnancy outcome

relationship appears to be related to social class.

Only_one routine vaginal examination during pregnancy is recommended,
including taking a sample for Pap smear if this is routinely performed in the clinic and

screening for symptomatic STDs (see Management of 2 STD in ANC Services). It could
be postponed until the second visit if the doctor or midwife feels that the woman or her
companion would not accept this. In women with'(a history of) bleeding in the present

pregnancy, vaginal examination should not be performed at the clinic after the first
trimester. and_the patient should be referred to the hospital to exclude placenta previa.
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As routine iron supplementation will be given to all women, hemoglobin would
be determined only at 32 weeks (the third visit) unless there are clinical signs of anemia

(see appendix).

Easy access to care in case of need is essential in the new package. This must be

guaranteed through written information about which place and which person to contact.

with telephone numbers if available, on a 24-hour basis.

Individual instruction is an essential element of antenatal care. Sufficient time
must be set aside for communication and planning, especially at the first visit. We
anticipate more available time for each individuval visit as a result of the lower number of
visits for low risk (the majority of) women, in addition to shorter waiting times and
immediate medical availability for unscheduled visits. It will include general information
about pregnancy and delivery and individual counselling if demanded or deemed
necessary. Otherwise, patients can go home sooner. The individual counselling will be
specific to each woman’s condition and emphasis will be on listening to her problems.

It should include simple written instructions in the local language, even to illiterate
mothers (often family members or neighbours can read). This activity will be focused

on instruction for actions to be taken in case of pregnancy-related emergencies.

Risk assessment for antenatal complications will be strictly adhered to. The
large majority, low risk women, are expected to follow the new model of antenatal care.
More frequent checks at primary care level are preferred for specific treatment or test
follow-up, rather than referral to hospitals. The decision on which women will follow
the basic component of the Antenatal Care Package is made by using the "Classifying

Form".
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Content of the first visit:

L.

I.

IIL.

Personal information

I.A.  Personal: Name, age (date of birth), address (telephone no.). Marital status.

IB.  Social: Housing: type, size, no. of occupants. Sanitary conditions: type of
toilet, source of water, electricity, cooking facilities.

1.C.  Education: Literate? Completed years of school (educational level: primary,
secondary, university)

I.D.  Work, economy: employed (salaried work), type of work and position.
Own/husband’s.

Medical history

ILA. Specific diseases and conditions: tuberculosis, heart disease, chronic renal
disease, epilepsy, diabetes mellitus, Venereal diseases. HIV status, if known.
Other specific conditions depending on prevalence in study site (for
example, hepatitis, malaria, sickle cell trait).

IL.B. Other diseases, past or chronic. Operations other than cesarean section.
Biood transfusions. Rhesus (D) antibodies. Allergy.

11.C.  Current use of medicines.

I.D.  Period(s) of infertility: when? - duration, cause(s).

Obstetric_history

III.LA. Number of previous pregnancies: date (month, year) and outcome of each
event (livebirth, stillbirth, abortion, ectopic, hydatidiform mole). Specify
(validate) pre-term births, specify type of abortion, if possible. Birth weight
(if known). Gender. Periods (how long?) of lactation.

IILB. Special maternal complications and events in previous pregnancies (specify
which pregnancy(-ies), validate by records (if possible):

- recurrent early abortion

- induced abortion complications

- thrombosis, embolus .

- hypertension, preeclampsia, eclampsia
- placental abruptio '

- placenta previa .
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- breech, transverse presentation
- obstructed labour, including "dystocia"
- operations:
- cesarean section
- forceps, vacuum extraction
- manual/instrumental belp in vaginal breech delivery
- manual removal of placenta
- third degree tears
- third stage excessive bleeding
- puerperal sepsis
- gestational diabetes

[II.C. Special perinatal (fetal, newborn) complications and events in previous
pregpancies (specify and validate as for IILB.):

- twins, higher order multiples

~ low birth weight (LBW): <2500 g, or to be defined
- intrauterine growth retardation (if feasible)

- thesus-antibody affection (erythroblastosis, hydrops)
- malformed, chromosomally abnormal child

- macrosomic (>4500g) newborn

- resuscitation, other treatment of newborn

- perinatal, neonatal, infant death (also: later death).

IV. History of present pregnancy

IV.A. Date of last menstrual period (LMP). Certainty of dates (by regularity and
accuracy of recall, other relevant information).

IV.B. Habits: smoking/chewing tobacco, alcohol, drugs (frequency, quantity).

IV.C. Any untoward events (pain, vaginal bleeding of threatened miscarriage,
hemorrhage).

IV.D History of malaria attacks.

V. Physical examination

V.A. Weight and height; blood pressure (BP). Chest, heart auscultation,
Symphysis to fundus distance (in centimeters). All women. A chart should
be used for symphysis to fundus distance (see model).

V.B. Signs of severe anemia: complexion, fingernails, conjunctiva, oral mucosa,
tip of tongue. Shortness of breath. All women.




VI

VIL.
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V.C. Consider vaginal examination, especially if untoward events are positive
(Iv.C)

Special tests

VLA. Urine: protgin, multiple dipstick for bacteriuria.

VI.B. Blood: syphilis (rapid test) result while waiting in the clinic. If positive:
treat. Hb: only if signs of severe anemia. Blood type and rhesus.

Assessment and_referral

VILA. Determine the expected date of delivery based on LMP and all other
relevant information. Use 280-day rule (LMP + 280 days). Observe: some
women will refer to the date of the first missed period when asked about
LMP, which may lead to miscalculation of term by four weeks.

VIL.B. Risk assessment (advice: see IX): Women are classified as eligible for the
basic components of the new antenatal package or in need of special care
and to be followed at the clinic or hospital (see Form I: Classifying).

For the following conditions, if diagnosed, is recommended:

- diabetes: refer, must have continued higher level care

- heart disease: refer

- renal digease: refer

- epilepsy: advice on continued medication

- drug abuse: special care of breath

- signs of severe anaemia and Hb < 70 g/dl: higher iron dose, or refer if shortness
of breath

- HIV positive: counsel on risk to offspring; refer

- risk of genetic discase, and possibility of further checks: refer

- primigravida: hospital delivery

- previous stillbirth: refer

- previous growth-retarded fetus (validated IUGR): refer to higher level of care

- hospital admission for eclampsia/pre-eclampsia: refer

- previous cesarean section: stress hospital delivery

- high blood pressure (=140/90 mmn Hg) refer for evaluation

- Body Mass Index (BMI) (weight in Kg/height(m)? (refer for nutritional evaluation
if BMI <18.5 or = 32.3 kg/m®). Please note that may require local validation.

It is possible that if a local weight for height reference chart is available it can be
incorporated in the clinical procedures, If this is not the case pre-pregnancy

maternal weight (using local cut-off points) is recommended for evaluation of the

nuiritional status during the first antenatal visit.




WORLD HEALTH

STUDY 95915 - ANTENATAL CARE TRIAL

ORGANIZATION CRITERIA FOR CLASSIFYNG WOMEN FOR THE BASIC COMPOMENT CLASBIFYING
OF THE NEW PROGRAMME
Name of Subject: Address:
Study site: IClinic qode; Subject Nos —_ Clinic Record No:
INSTRUCTIONS: answer to all of the following questions by merking corresponding box.
NO YES

OBSTETRIC HISTORY

3. Last baby birthweight < 2500497

4. tast baby birthweight = 430057

1. Previous stillbirth or neonatal loss?

2. History of 3 or more consecutive spontanecus abortions?

5. Last pregnancy - hospital admission for hypsrtension er pre-eclampsia/eclampsia?

&. Previous surgery on reproductive tract?

-Myomectomy, removal of septum, cone biopsy, elassical €%, cervical cerclage

10 ]

CURRENT PREGNANCY

5. Age less than 16 years?

9. Age more than 40 vyears?

11. Vaginal bleeding?

12. Pelvic mass?

7. Diapnosed or suspected multiple pregnancy?

10. lso-immunization Rh ¢-) in current or in previous preanancy?

13. Diastolic blood pressure $0mm Hg or more at booking?

NO

TES

GENERAL MEDICAL

15, Renal dizease?

16. Cardiac disease?

Flease specify

14. Insulin deperdent diabetes mellitus?

17. Known 'substance' sbuse {including heavy alcchol drinking)?

1B, Any .other severe medical diseéso_e or condition?

HIEIN

bate

If NQ, she is referred to

If at least ONE shaded box is marked, the woman is not eligible for the basic component

of antenatal care. Is she eligible? teircley NO YES

Signature

Physician 1D







