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Table 1: Case Record Form Obstetric outcomes in Myositis (Version 10.0)
Case Record Form
Obstetric outcomes in Myositis (Version 10.0)

1.
3.

4.

5.
6.
7.
8.
9.

1.Demographic data
Visit date
.
.
(DD.MM.YYYY)
Physicians clinical
diagnosis

Juvenile onset

Yes

Case number
Medical Record number
Myositis clinic number

No

Name (First & Last)
(optional)
Date of birth

10. Phone Number
11. Address

12. Education
13. Age of onset of disease
(years)
14. Disease onset
(First non-raynaud’s symptom)
(Muscle weakness)
(month.year)
2.Clinical Profile
Symptom/Sign
a.

Systemic
Fever
Weight loss
b. Joint
Arthritis
Arthralgia
c. Gastrointestinal
Dysphagia
d. Respiratory
ILD
e. Carditis
Pericarditis
Myocarditis
f. Myositis
Weakness

5

2. Patient identifier code
Centre
Assessor

Case number

Dermatomyositis
Polymyositis
Anti-synthetase syndrome
Cancer associated myositis
Inclusion Body Myositis
Amyopathic Dermatomyositis
Overlap myositis
Systemic Lupus Erythematosus.
Systemic sclerosis
Mixed connective Tissue Disease
Undifferentiated Connective Tissue Disease
Sjogren’s/Other

.

.

*If not available, Age (years)

Pin code

District/City

Doctorate
Postgraduate
Graduate

Higher secondary
Secondary
Primary
Illiterate

State

.
.

Symptom/Sign
g. Skin rash

h.

Others

1

Gottron’s
Heliotrope
Mechanic’s hand
Erythroderma
Other erythematous
Cutaneous Ulceration
Calcinosis
Skin thickening
Sclerodactyly
Raynaud’s
Sicca symptoms
Photosensitivity

Investigator sign__________________
Date________________________________
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Centre
Myalgia only

Assessor

Case number

Panniculitis
Lipoatrophy

Other (please specify)
a.

b.

c.

3.Personal and social history
Menarche age(years)
Menopause

Not attained
Attained*
*Type of menopause
Medical
Surgical

Age of menopause
(years)
No *

Married

*Reason
Related to the disease
Unrelated
Prefer to not share
Anything else you would like to share?
Yes*

a.

Advised

b.

Used

4.Contraception

* Age of marriage
(years)

Yes

No

Not applicable

Yes*

No

Not applicable

*Type

Barrier

Hormonal

Other (Specify)
c.

Infertility

a.

5.Conception before disease
Number of

b.

pregnancies
Conception
number

c.

Outcome

d.

Complications
in the mother

No
Yes*

IUCD

Hormonal implants

Vasectomy

Primary
Secondary

1

2
Preterm
Term
Abortion*
Spontaneous
MTP
APH
PPH
Hyperemesis

Tubectomy

3
Preterm
Term
Abortion*
Spontaneous
MTP
APH
PPH
Hyperemesis

2
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4
Preterm
Term
Abortion*
Spontaneous
MTP

Preterm
Term
Abortion*
Spontaneous
MTP

APH
APH
PPH
PPH
Hyperemesis
Hyperemesis
Investigator sign__________________
Date________________________________
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Centre

e.

Complications
in the child

f.

Time of
delivery
(in months)
Mode of
delivery

g.
h.
i.

Baby weight
(at birth, kg)

j.

Was the baby
breast-fed?

a.
b.
c.

d.
e.

Oligohydramnios
PROM
Prolonged labour
Infection

Oligohydramnios
PROM
Prolonged labour
Infection

Oligohydramnios
PROM
Prolonged labour
Infection

NVD
LSCS

NVD
LSCS

NVD
LSCS

NVD
LSCS

Not known

Not known

Not known

Not known

LBW
IUD
Still birth
Perinatal mortality
Infection
Teratogenicity

Home with SW
Home without SW
Hospital

No
Yes *
*How long (in months)

LBW
IUD
Still birth
Perinatal mortality
Infection
Teratogenicity

Home with SW
Home without SW
Hospital

No
Yes *
*How long (in months)

Home with SW
Home without SW
Hospital

No
Yes *
*How long (in months)

LBW
IUD
Still birth
Perinatal mortality
Infection
Teratogenicity

Home with SW
Home without SW
Hospital

No
Yes *
*How long (in months)

6.Conception after disease
Number of
pregnancies

Conception
number
Duration of
disease
(years)
Disease at
conception
Relapse

f.

Outcome

g.

Complications
in the mother

1

2

3

4

Remission
Active

Remission
Active

Remission
Active

Remission
Active

Preterm
Term
Abortion*
Spontaneous
MTP

Preterm
Term
Abortion*
Spontaneous
MTP

Preterm
Term
Abortion*
Spontaneous
MTP

Preterm
Term
Abortion*
Spontaneous
MTP

No
Yes

APH
PPH
Hyperemesis
Oligohydramnios
PROM
Prolonged labour
Infection
Relapse of the
disease

No
Yes

APH
PPH
Hyperemesis
Oligohydramnios
PROM
Prolonged labour
Infection
Relapse of the
disease

3
7

Case number

Oligohydramnios
PROM
Prolonged labour
Infection

LBW
IUD
Still birth
Perinatal mortality
Infection
Teratogenicity

Place of
delivery

Assessor

No
Yes

APH
PPH
Hyperemesis
Oligohydramnios
PROM
Prolonged labour
Infection
Relapse of the
disease

No
Yes

APH
PPH
Hyperemesis
Oligohydramnios
PROM
Prolonged labour
Infection
Relapse of the
disease

Investigator sign__________________
Date________________________________
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Centre
h.

Complications
in the child

LBW
IUD
Still birth
Perinatal mortality
Infection
Teratogenicity

LBW
IUD
Still birth
Perinatal mortality
Infection
Teratogenicity

7.Delivery and post-partum period
Time of
delivery
(in months)
b. Mode of
NVD
delivery
LSCS

Assessor

Case number

LBW
IUD
Still birth
Perinatal mortality
Infection
Teratogenicity

LBW
IUD
Still birth
Perinatal mortality
Infection
Teratogenicity

a

c.

Place of
delivery

d.

Baby weight
(at birth, kg)

e.

Was the
baby breastfed?

f.

Drugs in 6month preconception
period

g.

Drugs
received
intrapartum

h.

Drugs
received in
6-month
post-partum
period

Home with SW
Home without SW
Hospital
Not known

No
Yes *
*How long (in months)

NVD
LSCS

NVD
LSCS

NVD
LSCS

Not known

Not known

Not known

Home with SW
Home without SW
Hospital

No
Yes *
*How long (in months)

Home with SW
Home without SW
Hospital

No
Yes *
*How long (in months)

Home with SW
Home without SW
Hospital

No
Yes *
*How long (in months)

Prednisolone
Methotrexate
Ciclosporin A
Azathioprine
Hydroxychloroquine
IV Immunoglobulin
MMF
Cyclophosphamide
Rituximab
Plasmapheresis
Other (specify)

Prednisolone
Methotrexate
Ciclosporin A
Azathioprine
Hydroxychloroquine
IV Immunoglobulin
MMF
Cyclophosphamide
Rituximab
Plasmapheresis
Other (specify)

Prednisolone
Methotrexate
Ciclosporin A
Azathioprine
Hydroxychloroquine
IV Immunoglobulin
MMF
Cyclophosphamide
Rituximab
Plasmapheresis
Other (specify)

Prednisolone
Methotrexate
Ciclosporin A
Azathioprine
Hydroxychloroquine
IV Immunoglobulin
MMF
Cyclophosphamide
Rituximab
Plasmapheresis
Other (specify)

Prednisolone
Methotrexate
Ciclosporin A
Azathioprine
Hydroxychloroquine
IV Immunoglobulin
MMF
Cyclophosphamide
Rituximab
Plasmapheresis
Other (specify)

Prednisolone
Methotrexate
Ciclosporin A
Azathioprine
Hydroxychloroquine
IV Immunoglobulin
MMF
Cyclophosphamide
Rituximab
Plasmapheresis
Other (specify)

Prednisolone
Methotrexate
Ciclosporin A
Azathioprine
Hydroxychloroquine
IV Immunoglobulin
MMF
Cyclophosphamide
Rituximab
Plasmapheresis
Other (specify)

Prednisolone
Methotrexate
Ciclosporin A
Azathioprine
Hydroxychloroquine
IV Immunoglobulin
MMF
Cyclophosphamide
Rituximab
Plasmapheresis
Other (specify)

Prednisolone
Methotrexate
Ciclosporin A
Azathioprine
Hydroxychloroquine
IV Immunoglobulin
MMF
Cyclophosphamide
Rituximab
Plasmapheresis
Other (specify)

Prednisolone
Methotrexate
Ciclosporin A
Azathioprine
Hydroxychloroquine
IV Immunoglobulin
MMF
Cyclophosphamide
Rituximab
Plasmapheresis
Other (specify)

4
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Prednisolone
Methotrexate
Ciclosporin A
Azathioprine
Hydroxychloroquine
IV Immunoglobulin
MMF
Cyclophosphamide
Rituximab
Plasmapheresis
Other (specify)

Prednisolone
Methotrexate
Ciclosporin A
Azathioprine
Hydroxychloroquine
IV Immunoglobulin
MMF
Cyclophosphamide
Rituximab
Plasmapheresis
Other (specify)
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Centre
i.

j.
k.

Disease
evolution
during
pregnancy

Influence of
pregnancy
on the
disease

Influence of
the disease
on the
pregnancy

Remission
Flare*

*When did it flare
During pregnancy at
months
After delivery at
months
None
Some
Fair
Marked
None
Some
Fair
Marked

8. Investigations
a. Anti-nuclear
Not done
antibodies

Positive

Negative

b. Myositis
specific
antibodies

Not done
Positive*
Negative

c. Myositis
associated
antibodies

Not done
Positive*
Negative

Remission
Flare*

Assessor

Case number

Remission
Flare*

*When did it flare
During pregnancy at
months

*When did it flare
During pregnancy at
months

After delivery at
months

After delivery at
months

None
Some
Fair
Marked

None
Some
Fair
Marked

None
Some
Fair
Marked

None
Some
Fair
Marked

Technique

Strength

IFA

1+

ELISA

2+
3+

4+

*Which MSA is positive
TIF-1Ý / (anti-p155)
NXP-2 (anti-p140 / MJ)
Anti-MDA5
Anti-synthetase (eg. Anti-Jo-1)
Anti-Ro 52
Anti-Ro 60
Anti-La
Anti-U1-RNP
Anti-PM-Scl

Remission
Flare*

*When did it flare
During pregnancy at
months
After delivery at
months
None
Some
Fair
Marked

None
Some
Fair
Marked

Pattern

Cytoplasmic

Speckled

Homogenous

Other (Specify)

Nucleolar

Mixed

Anti Mi-2
Anti SAE
Anti-SRP
Other (Circle/specify)
PL-7/PL12/EJ/OJ/Zo/Ha/KS/Other
Anti-Sm
Anti-Ku
Other U-RNP
Anti-Topo
Other (specify)

You have reached the end of the CRF.
Thank you.

5
9
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Date________________________________
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Supplementary Table 1: Case Record Form Obstetric outcomes in ANCA associated vasculitis (Version 11.0)
Glossary of Case Record Form
Obstetric outcomes in Myositis (Version 10.0)
1. Demographics data.

1.1 Visit date. Date when this current proforma is filled during a patient visit to the clinic.
1.2 Patient Identifier. This will be ten-character identifier- first four digits will be center code- say UPSG for Uttar
Pradesh, Sanjay Gandhi Post Graduate Institute Of Medical Sciences, Uttar Pradesh (this will be allotted by core team);
next two characters will pertain to investigator initials- say LG for Dr Latika Gupta; last 4 digits will denote the
patient number at your center. First patient will be identified as 0001 and so on. So, final patient identifier will be
as follows- UPSGLG0001 (for above mentioned example).
1.3 Physician clinical diagnosis. Please tick one diagnosis, which is most appropriate.
1.4 Juvenile onset. If the disease onset was less than 16 years of age.
1.5 Case number. Case serial number based on number of active study participants.
1.6 Medical record number (MRD). Refers to your hospital records/ registration number. If MRD number is less than ten
digit make it ten digits by adding zeroes in the beginning. If MRD number is more than ten digits, use your
discretion to enter it below the spaces provided in the boxes.
1.7 Myositis clinic number. Number of clinic file made in the treating department, if any.
1.8 Patient name. First and last name is noted. Name is optional.
1.9 Date of Birth. As informed by the patient or relatives. Confirmation based on birth records is not essential. If date of
birth is not available, mention stated age in years.
1.10Phone number. Any two phone numbers, which is likely to be in long-term use.
1.11Address. Self-explanatory. Mention permanent address (Address proof not required for this information). Entering
pin code of maximum residence duration is advised.
1.12Education. Highest education received, please tick most appropriate box.
1.13Age of onset of disease. Age when symptoms attributable to myositis were noted.
1.14Disease onset. The month and year when the first symptom deemed to be related to myositis was noticed.

2. Clinical Profile.
2.a Systemic.
Fever. Elevation in core body temperature above the daily range for an individual.
Weight loss. Unintentional weight loss of greater than 5% in body weight in six months or history of undocumented
weight-loss or loosening of clothes.
2.b Joint.
Arthritis. Active joint inflammation marked by tenderness, warmth or swelling in two or more joints.
Arthralgia. Joint pain with or without stiffness but due to an inflammatory process in two or more joints.
2.c Gastrointestinal.
Dysphagia. Difficulty in swallowing, more so for liquids than solids-and may be associated with nasal regurgitation/
change in voice documented by clinical symptoms or by barium swallow examination, manometry, or other objective
measures.
2.d Respiratory.
Interstitial Lung Disease. Diagnosed when a new or significant deterioration in symptoms; after a complete
evaluation with radiography (chest x-ray or high-resolution computed tomography scan) with or without
pulmonary function testing (PFTs) is required. According to CT scan what was the pattern of interstitial lung
disease. If disease is present, it is stable or progressive in view of worsening symptoms.
2.e Carditis.
Pericarditis. Inflammation of the pericardium defined clinically by pericardial rub or by electrocardiogram (EKG) or
echocardiography.
Myocarditis. Inflammation of the myocardium defined clinically or with echocardiographic or other objective
evidence.
2.f Myositis.
Weakness. Muscle inflammation based upon manual muscle strength testing, functional assessments, laboratory or
other testing.
Myalgia. Muscle pain or tenderness.
2.g Skin rash.
Gottron’s sign. Erythematous to violaceous papules, plaques or macules (sign) over extensor surfaces of joints, which
are sometimes scaly.
Gottron’s papule. Gottron’s sign like lesions which are elevated and palpable.
Heliotrope rash. Purple, lilac-colored or erythematous patches over eyelids or in a periorbital distribution, often
associated with periorbital edema.
Mechanics hand. Hyperkeratosis and scaling with fissuring and cracking along the lateral and palmar aspects of the
fingers.
Erythroderma. Generalized, widespread confluent erythema involving both sun-exposed and non-sun-exposed skin with
>50% of body surface area involved.
Erythematous changes. Includes malar rash, facial erythema, linear extensor erythema, V-sign, shawl sign, periungual
erythema, sun-exposed or non-sun-exposed erythema.
Cutaneous ulceration. Extensive injury to dermis or deeper due to dermatomyositis.
Calcinosis. Subcutaneous, deep or visceral calcium deposits.
Skin thickening. In the distribution of scleroderma and related disorders– limited or diffuse in extent.
Sclerodactyly. Skin tightening limited to fingers or toes.
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2.h Others.
Raynaud’s. Episodic reversible peripheral ischemia often provoked by cold or emotion leading to pallor followed by
cyanosis or rubor.
Sicca. Dryness of eye, manifest as grittiness or gravel sensation in the eye, or need to use eye drops for lubrication, or
previously diagnosed dry eye by an ophthalmologist. Dryness of mouth, manifest as inability to swallow solids without
liquids, need to frequently take sips of water or using lubricative spray or lozenges.
Photosensitivity. Abnormal cutaneous reaction to Ultraviolet radiation; erythema involving the cheeks extending
over the Nasolabial Bridge with concurrent involvement of the nasolabial folds.
Panniculitis/erythema nodosum. Tender erythematous or violaceous nodules or depressions due to inflammation
in the subcutaneous fat.
Lipoatrophy. Loss of subcutaneous fat.
Others. Please specify any other sign symptom if any.
3. Personal and social history.
3.a Menarche. Age at which the first menstrual cycle started.
3.b Menopause. Refers to cessation of the menstrual cycle. Yes/no If yes, age at which it was attained and was it
spontaneous or any surgery was done.
3.c Married. Is the patient married? If not, is not getting married related to the disease or any other reason which
patient likes to tell us. If the patient is married, the age at the time of marriage, and was there disease at that time.
4. Contraception.
4.a,bAdvised, used. Refers to method to prevent pregnancy. If the patient were advised to use it. Is the patient using
any of the methods. Mention the type of contraception being used.
4.c Infertility. Inability to conceive. If it was primary i.e never became pregnant or secondary i.e the inability to
become pregnant or to carry a baby to term after previously giving birth to a baby.
5. Conception before disease.
5.a Number of pregnancies. Self-explanatory.
5.b Conception number. The order of pregnancy.
5.c Outcome. Result of the pregnancy, was it preterm (baby born before 37 weeks of pregnancy), term (baby born
between 37 to 42 weeks gestation) or abortion (spontaneous: unintentional expulsion of foetus; medical
termination of pregnancy or induced: any procedure was done or medication was given to end pregnancy).
5.d Complications in the mother. Complications which occurred during pregnancy or during delivery.
Antepartum hemorrhage. Bleeding from or into the genital tract, occurring from 24 weeks of pregnancy and
prior to the birth of baby.
Postpartum hemorrhage. Blood loss of 500ml or more within 24 hours of child birth.
Hyperemesis. Condition with severe nausea, vomiting, electrolyte imbalance.
Oligohydramnios. Amniotic fluid volume less than expected for gestational age, as diagnosed by ultrasound.
Preterm Rupture of membrane. Rupture of foetal membrane before onset of labour.
Prolonged labor. Failure of labor to progress, occurs when the labour lasts for more than 20 hours if
primigravida, and 14 hours or more if not.
Infection. If mother had any infections during pregnancy.
5.e Complications in the child. Complications which occurred in utero or during delivery.
Low birth weight. Birth weight of child less than 2.5 kg.
Intrauterine death. Fetal death that occurs beyond 20 weeks gestation and before birth.
Still birth. Death of baby before or during delivery.
Perinatal mortality. Refers to death of baby before, during or after delivery upto 1 week.
Infection. If the child had any infections.
Teratogenicity. Structural defect or malformation during in utero development of baby.
5.f Time of delivery (in months). Self-explanatory.
5.g Mode of delivery. Baby was delivered by normal vaginal delivery or cesarean section.
5.h Place of delivery. Baby was delivered at hospital or at home; if assisted by social worker.
5.i Baby weight (at birth, kg). Weight of baby at birth.
5.j Was the baby breast-fed. Baby was given breastfeeding for how many months?
6. Conception after disease.
6.a Number of pregnancies. Self-explanatory.
6.b Conception number. The order of pregnancy.
6.c Duration of disease (years). The duration of disease at time of conception.
6.d Disease at conception. If the disease was in remission or active as inferred by the treating physician.
6.e Relapse. If there was relapse of disease.
6.f Outcome. Result of the pregnancy, was it preterm (baby born before 37 weeks of pregnancy), term (baby
born between 37 to 42 weeks gestation) or abortion (spontaneous: unintentional expulsion of foetus;
medical termination of pregnancy or induced: any procedure was done or medication was given to end
pregnancy).
6.g Complications in the mother. Complications which occurred during pregnancy or during delivery.
Antepartum hemorrhage Bleeding from or into genital tract, occurring from 24 weeks of pregnancy and
prior to birth of baby.
Postpartum hemorrhage. Blood loss of 500ml or more within 24 hours of child birth.
Hyperemesis. Condition with severe nausea, vomiting, electrolyte imbalance.
Oligohydramnios. Amniotic fluid volume less than expected for gestational age, as diagnosed by ultrasound.
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Preterm Rupture of membrane. Rupture of foetal membrane before onset of labour.
Prolonged labour. Failure of labor to progress, occurs when labour lasts for more than 20 hours if
primigravida, and 14 hours or more if not.
Infection. If mother had any infections during pregnancy.
Relapse of disease. If the patient had relapse of disease during pregnancy.
6.h Complications in the child. Complications which occurred in utero or during delivery.
Low birth weight. Birth weight of child less than 2.5 kg.
Intrauterine death. Fetal death that occurs beyond 20 weeks gestation and before birth.
Still birth. Death of baby before or during delivery.
Perinatal mortality. Refers to death of baby before, during or after delivery upto 1 week.
Infection. If the child had any infections
Teratogenicity. Structural defect or malformation during in utero development of baby.
7. Delivery and post-partum period.
7.a Time of delivery (in months). Self-explanatory.
7.b Mode of delivery. Baby was delivered by normal vaginal delivery or cesarean section.
7.c Place of delivery. Baby was delivered at hospital or at home; if assisted by social worker.
7.d Baby weight (at birth, kg). Weight of baby at birth.
7.e Was the baby breast-fed. Baby was given breastfeeding for how many months.
7.f Drugs in 6-month pre-conception period. All drugs were prescribed and taken by the patient 6 months
prior to pregnancy
7.g Drugs received intra-partum. All drugs prescribed and taken by the patient during pregnancy.
7.h Drugs received in 6-month post-partum period. All drugs that were prescribed and taken by the patient 6
months after delivery of child.
7.i Disease evolution during pregnancy. Status of the disease during pregnancy; remission or flare. If the
patient had disease flare, if yes, during which month of pregnancy or how months after delivery
7.j Influence of pregnancy on the disease. Effect of pregnancy on disease in terms of disease activity.
7.k Influence of the disease on the pregnancy. Effect of disease on pregnancy in terms of fertility,
complications in you or child.
8. Investigations.
8.a Anti-nuclear antibodies. If Anti-Nuclear Antibody (ANA) is available, please specify pattern, intensity and
technique as per specifications provided in the CRF.
8.b Myositis Specific Antibodies. If Myositis Specific Antibodies (MSA),) are available, then specify which
antibody is positive in the panel of antibodies mentioned. If a line immunoblot was used, a value of 2+ or
higher is taken as positive.
8.c Myositis Associated Antibodies (MAA). If Myositis Associated Antibodies (MAA),) are available, then specify
which antibody is positive in the panel of antibodies mentioned.
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Supplementary Table 2: Case Record Form: Obstetric outcomes in ANCA Associated Vasculitis (Version 11.0)

Case Record Form
Obstetric outcomes in ANCA Associated Vasculitis (Version 11.0)

1.Demographic data
1. Visit date
.
.
(DD.MM.YYYY)
3. Physicians clinical
diagnosis

4.
5.
6.
7.
8.
9.

Case number
Medical Record number
VAS clinic number

Name (First & Last)
(optional)
Date of birth
Phone Number

10. Address

11. Education
12. Age of onset of disease
(years)
13. Disease onset
(month.year)
2.Clinical profile
Symptom/sign
Age
Epistaxis
Hearing loss
Sinusitis
Diffuse alveolar hemorrhage
Pulmonary Involvement
Renal involvement
Cardiac involvement
HTN
New onset
Worsening HTN
Eye: scleritis
Other
Fever
Loss of appetite
Loss of weight
Joint
Arthalgia
Arthritis
Neuropathy
Cutaneous involvement
Myalgia
Thrombosis
Other (Specify)
Disease activity
Active
Indeterminate

13

GPA
MPA
CSS
Unclassified

.

.

2. Patient identifier code
Centre
Assessor

Case number

*If not available, Age (years)

Pin code

District/City

Doctorate
Postgraduate
Graduate

Higher secondary
Secondary
Primary
Illiterate

State

.
At diagnosis

At conception 1

1

At conception 2

At conception 3

Investigator sign__________________
Date________________________________
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Centre

Assessor

Case number

Remission
Comorbidities
BVAS
VDI
a.
b.

c.

3.Personal and social history
Menarche age (years)
Menopause
Not attained
Attained*
*Type of menopause
Medical
Surgical
Age of menopause
(years)

Married

No *

*Reason
Related to the disease
Unrelated
Prefer to not share
Anything else you would like to share?
Yes*

a.

b.

c.

a.

b.
c.

d.

Advised

4.Contraception

Used

Infertility

Yes

Yes*

* Age of marriage

No

No

Complications
in the mother

Not applicable

*Type
Barrier
Hormonal
Other (Specify)
No
Yes *

IUCD

Hormonal implants

Tubectomy

Vasectomy

Primary
Secondary

5.Conception before disease
Number of
pregnancies
Conception
1
number
Outcome

Not applicable

Preterm
Term
Abortion*
Spontaneous
MTP
APH
PPH
Hyperemesis
Oligohydramnios
PROM
Prolonged labour
Infection

2

3
Preterm
Term
Abortion*
Spontaneous
MTP
APH
PPH
Hyperemesis
Oligohydramnios
PROM
Prolonged labour
Infection

2
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4
Preterm
Term
Abortion*
Spontaneous
MTP
APH
PPH
Hyperemesis
Oligohydramnios
PROM
Prolonged labour
Infection

Preterm
Term
Abortion*
Spontaneous
MTP
APH
PPH
Hyperemesis
Oligohydramnios
PROM
Prolonged labour
Infection

Investigator sign__________________
Date________________________________
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Centre

e.

Complications
in the child

f.

Time of delivery
(in months)

g.
h.

Mode of
delivery

Place of delivery

i.

Baby weight
(at birth, kg)

j.

Was the baby
breast-fed?

a.

b.
c.

d.
e.
f.

Outcome

g.

Complications
in the mother

h.

Complications
in the child

15

Case number

LBW
IUD
Still birth
Perinatal mortality
Infection
Teratogenicity

LBW
IUD
Still birth
Perinatal mortality
Infection
Teratogenicity

LBW
IUD
Still birth
Perinatal mortality
Infection
Teratogenicity

LBW
IUD
Still birth
Perinatal mortality
Infection
Teratogenicity

NVD
LSCS

NVD
LSCS

NVD
LSCS

NVD
LSCS

Not known

Not known

Not known

Not known

Home with SW
Home without SW
Hospital

No
Yes *
*How long (in months)

6.Conception after disease
Number of
pregnancies
Conception
1
number
Duration of
disease
(years)
Disease at
Remission
conception
Active
Relapse

Assessor

No
Yes

Preterm
Term
Abortion*
Spontaneous
MTP

APH
PPH
Hyperemesis
Oligohydramnios
PROM
Prolonged labour
Infection
Relapse of the
disease

LBW
IUD
Still birth
Perinatal mortality
Infection

Home with SW
Home without SW
Hospital

No
Yes *
*How long (in months)

2

Home with SW
Home without SW
Hospital

No
Yes *
*How long (in months)

3

Home with SW
Home without SW
Hospital

No
Yes *
*How long (in months)

4

Remission
Active

Remission
Active

Remission
Active

Preterm
Term
Abortion*
Spontaneous
MTP

Preterm
Term
Abortion*
Spontaneous
MTP

Preterm
Term
Abortion*
Spontaneous
MTP

No
Yes

APH
PPH
Hyperemesis
Oligohydramnios
PROM
Prolonged labour
Infection
Relapse of the
disease

LBW
IUD
Still birth
Perinatal mortality
Infection

3

No
Yes

APH
PPH
Hyperemesis
Oligohydramnios
PROM
Prolonged labour
Infection
Relapse of the
disease

LBW
IUD
Still birth
Perinatal mortality
Infection

No
Yes

APH
PPH
Hyperemesis
Oligohydramnios
PROM
Prolonged labour
Infection
Relapse of the
disease

LBW
IUD
Still birth
Perinatal mortality
Infection
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Centre
Teratogenicity

Teratogenicity

7.Delivery and post-partum period
Time of
delivery
(months)
b. Mode of
NVD
NVD
delivery
LSCS
LSCS

Assessor

Case number

Teratogenicity

Teratogenicity

a.

c.

Place of
delivery

d.

Baby
weight
(at birth,
kg)
Was the
baby
breast-fed?

e.
f.

Drugs in 6month preconception
period

g.

Drugs
received
intrapartum

h.

Drugs
received in
6-month
postpartum
period

i.

Disease
evolution
during
pregnancy

j.

Influence of
pregnancy
on the
disease

Home with SW
Home without SW
Hospital

Home with SW
Home without SW
Hospital

Not known

Not known

NVD
LSCS

NVD
LSCS

Not known

Not known

Home with SW
Home without SW
Hospital

Home with SW
Home without SW
Hospital

No
Yes *
*How long (in months)

No
Yes *
*How long (in months)

No
Yes *
*How long (in months)

No
Yes *
*How long (in months)

Prednisolone
Methotrexate
Azathioprine
Cyclophosphamide
Rituximab
Plasmapheresis
Other (specify)

Prednisolone
Methotrexate
Azathioprine
Cyclophosphamide
Rituximab
Plasmapheresis
Other (specify)

Prednisolone
Methotrexate
Azathioprine
Cyclophosphamide
Rituximab
Plasmapheresis
Other (specify)

Prednisolone
Methotrexate
Azathioprine
Cyclophosphamide
Rituximab
Plasmapheresis
Other (specify)

Prednisolone
Methotrexate
Azathioprine
Cyclophosphamide
Rituximab
Plasmapheresis
Other (specify)

Prednisolone
Methotrexate
Azathioprine
Cyclophosphamide
Rituximab
Plasmapheresis
Other (specify)

Prednisolone
Methotrexate
Azathioprine
Cyclophosphamide
Rituximab
Plasmapheresis
Other (specify)

Prednisolone
Methotrexate
Azathioprine
Cyclophosphamide
Rituximab
Plasmapheresis
Other (specify)

Prednisolone
Methotrexate
Azathioprine
Cyclophosphamide
Rituximab
Plasmapheresis
Other (specify)

Remission
Flare*

*When did it flare
During pregnancy at
months
After delivery at
months
None
Some
Fair
Marked

Prednisolone
Methotrexate
Azathioprine
Cyclophosphamide
Rituximab
Plasmapheresis
Other (specify)

Remission
Flare*

*When did it flare
During pregnancy at
months
After delivery at
months
None
Some
Fair
Marked

4
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Prednisolone
Methotrexate
Azathioprine
Cyclophosphamide
Rituximab
Plasmapheresis
Other (specify)

Remission
Flare*

*When did it flare
During pregnancy at
months
After delivery at
months
None
Some
Fair
Marked

Prednisolone
Methotrexate
Azathioprine
Cyclophosphamide
Rituximab
Plasmapheresis
Other (specify)

Remission
Flare*

*When did it flare
During pregnancy at
months
After delivery at
months
None
Some
Fair
Marked

Investigator sign__________________
Date________________________________
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Centre
k.

Influence of
the disease
on the
pregnancy

None
Some
Fair
Marked

None
Some
Fair
Marked

Assessor

Case number

None
Some
Fair
Marked

None
Some
Fair
Marked

8.Investigations
a. ANCA

Not done
Positive
Negative

Pattern
Cytoplasmic
Perinuclear

Strength
1+
2+
3+
4+

Titres
MPO
PR3

.
.

IU/ml
units/ml

You have reached the end of the CRF.
Thank you.

5
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Supplementary Table 3: Glossary of CRF Obstetric outcomes in ANCA associated vasculitis (Version 11.0)

Glossary of Case Record Form
Obstetric outcomes in ANCA-Associated Vasculitis (Version 11.0)
1. Demographics data.
1.1 Visit date. Date when this current proforma is filled during a patient visit to the clinic.
1.2 Patient Identifier. This will be ten-character identifier- first four digits will be center code- say UPSG for Uttar Pradesh,
Sanjay Gandhi Post Graduate Institute of Medical Sciences (this will be allotted by core team); next two characters will
pertain to investigator initials- say LG for Dr Latika Gupta; last four digits will denote the patient number at your center.
First patient will be identified as 0001 and so on. So, final patient identifier will be as follows- UPSGLG0001 (for above
mentioned example).
1.3 Physician clinical diagnosis. Please tick one diagnosis, which is most appropriate.
1.4 Case number. Case serial number based on number of active study participants.
1.5 Medical record number (MRD). Refers to hospital records/ registration number. If MRD number is less than ten digits,
make it ten digits by adding zeroes in the beginning. If MRD number is more than ten digits, use discretion to enter
it below the spaces provided in the boxes.
1.5 VAS clinic number. Number of clinic file made in treating department, if any.
1.6 Patient name. First and last name is noted. Name is optional.
1.7 Date of Birth. As informed by patient or relatives. Confirmation based on birth records is not essential. If date of birth
is not available, note the stated age in years.
1.8 Phone number. Any two phone numbers, which is likely to be in long-term use.
1.9 Address. Self-explanatory. Mention permanent address (Address proof not required for this information). Entering
pin code of maximum residence duration is advised.
1.10Education. Highest education received, please tick most appropriate box.
1.12Age of diagnosis. Age when symptoms attributable to vasculitis were noted.
1.13Disease onset. The month and year when the first symptom deemed to be related to vasculitis were noticed.
2. Clinical profile.
Epistaxis. Bloody nasal discharge.
Hearing loss. Loss of hearing according to the history or pure tone audiometry if available.
Sinusitis. History of symptomatic inflammation of sinuses or imaging if available.
Diffuse alveolar hemorrhage. Bleeding into the alveolar spaces of lungs with the constellation of symptoms, signs and lab
results along with radiographic findings.
Pulmonary involvement. Symptoms and imaging suggestive of pulmonary consolidation, pleural effusion, lung nodule.
Renal involvement. Manifestations like hematuria, rising creatinine, hypertension, proteinuria.
Cardiac involvement. Manifestations like pericarditis, myocarditis, conduction system abnormality, cardiomyopathy.
Hypertension. Elevated systolic or diastolic blood pressure according to American College of Cardiology/American Heart
Association 2017 or history of treatment for hypertension.1 Whether hypertension is new onset or there is worsening of
Hypertension.
Eye. Eye involvement in form of scleritis and/or episcleritis, conjunctivitis, cornea ulceration, optic neuropathy, retinal
vasculitis, uveitis.
Fever. Documented fever or history of fever in the past with or without documentation.
Loss of appetite. Self-explanatory.
Loss of weight. Unintentional weight loss of greater than 5% in body weight or history of undocumented weight-loss or
loosening of clothes.
Joint.
Arthalgia. Joint pain with or without stiffness but due to an inflammatory process in two or more joints.
Arthritis. Active joint inflammation marked by tenderness, warmth or swelling in two or more joints.
Neuropathy. Manifestations like mononeuritis multiplex and/or sensory neuropathy and/or motor neuropathy clinically
Or on nerve conduction study.
Cutaneous involvement. Skin lesions like purpura, ulceration, nodules, livedo reticularis, erythema nodosum
Myalgia. Muscle pain or tenderness.
Thrombosis. Formation of thrombus within a blood vessel, can be arterial or venous. Mention the site of thrombosis.
Others. Specify other symptoms or signs if any.
Disease activity. Whether disease was active, indeterminate or in remission at the time of diagnosis and at the time of
Conception according to Birmingham vasculitis activity score (BVAS). 2
Comorbidities. Specify comorbidities.
Birmingham vasculitis activity score (BVAS). Mention BVA score. Refer to BVA score.2
Vasculitis damage index (VDI). Mention VDI. Refer to VDI.3
3. Personal and social history.
3.a Menarche. Age at which the first menstrual cycle started.
3.b Menopause. Refers to cessation of the menstrual cycle. Yes/no If yes, age at which it was attained and was it
spontaneous or any surgery was done.
3.c Married. Is the patient married? If not, is not getting married related to the disease or any other reason which
patient likes to tell us. If the patient is married, the age at the time of marriage, and was there disease at that time.
4. Contraception.
4.a,bAdvised, used. Refers to method to prevent pregnancy. If the patient were advised to use it. Is the patient using
any of the methods. Mention the type of contraception being used.
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4.c Infertility. Inability to conceive. If it was primary i.e never became pregnant or secondary i.e the inability to
become pregnant or to carry a baby to term after previously giving birth to a baby.
5. Conception before disease.
5.a Number of pregnancies. Self-explanatory.
5.b Conception number. The order of pregnancy.
5.c Outcome. Result of the pregnancy, was it preterm (baby born before 37 weeks of pregnancy), term (baby born
between 37 to 42 weeks gestation) or abortion (spontaneous: unintentional expulsion of foetus; medical
termination of pregnancy or induced: any procedure was done or medication was given to end pregnancy).
5.d Complications in the mother. Complications which occurred during pregnancy or during delivery.
Antepartum hemorrhage. Bleeding from or into the genital tract, occurring from 24 weeks of pregnancy and
prior to the birth of baby.
Postpartum hemorrhage. Blood loss of 500ml or more within 24 hours of child birth.
Hyperemesis. Condition with severe nausea, vomiting, electrolyte imbalance.
Oligohydramnios. Amniotic fluid volume less than expected for gestational age, as diagnosed by ultrasound.
Preterm Rupture of membrane. Rupture of foetal membrane before onset of labour.
Prolonged labor. Failure of labor to progress, occurs when the labour lasts for more than 20 hours if
primigravida, and 14 hours or more if not.
Infection. If mother had any infections during pregnancy.
5.e Complications in the child. Complications which occurred in utero or during delivery.
Low birth weight. Birth weight of child less than 2.5 kg.
Intrauterine death. Fetal death that occurs beyond 20 weeks gestation and before birth.
Still birth. Death of baby before or during delivery.
Perinatal mortality. Refers to death of baby before, during or after delivery upto 1 week.
Infection. If the child had any infections.
Teratogenicity. Structural defect or malformation during in utero development of baby.
5.f Time of delivery (in months). Self-explanatory.
5.g Mode of delivery. Baby was delivered by normal vaginal delivery or cesarean section.
5.h Place of delivery. Baby was delivered at hospital or at home; if assisted by social worker.
5.i Baby weight (at birth, kg). Weight of baby at birth.
5.j Was the baby breast-fed. Baby was given breastfeeding for how many months?
6. Conception after disease
6.a Number of pregnancies. Self-explanatory.
6.b Conception number. The order of pregnancy.
6.c Duration of disease (years). The duration of disease at time of conception.
6.d Disease at conception. If the disease was in remission or active as inferred by the treating physician.
6.e Relapse. If there was relapse of disease.
6.f Outcome. Result of the pregnancy, was it preterm (baby born before 37 weeks of pregnancy), term (baby
born between 37 to 42 weeks gestation) or abortion (spontaneous: unintentional expulsion of foetus;
medical termination of pregnancy or induced: any procedure was done or medication was given to end
pregnancy).
6.g Complications in the mother. Complications which occurred during pregnancy or during delivery.
Antepartum hemorrhage Bleeding from or into the genital tract, occurring from 24 weeks of pregnancy and
prior to the birth of baby.
Postpartum hemorrhage. Blood loss of 500ml or more within 24 hours of child birth.
Hyperemesis. Condition with severe nausea, vomiting, electrolyte imbalance.
Oligohydramnios. Amniotic fluid volume less than expected for gestational age, as diagnosed by ultrasound.
Preterm Rupture of membrane. Rupture of foetal membrane before onset of labour.
Prolonged labour. Failure of labor to progress, occurs when the labour lasts for more than 20 hours if
primigravida, and 14 hours or more if not.
Infection. If mother had any infections during pregnancy.
Relapse of disease. If the patient had relapse of disease during pregnancy.
6.h Complications in the child. Complications which occurred in utero or during delivery.
Low birth weight. Birth weight of child less than 2.5 kg.
Intrauterine death. Fetal death that occurs beyond 20 weeks gestation and before birth.
Still birth. Death of baby before or during delivery.
Perinatal mortality. Refers to death of baby before, during or after delivery upto 1 week.
Infection. If the child had any infections.
Teratogenicity. Structural defect or malformation during in utero development of baby.
7. Delivery and post-partum period.
7.a Time of delivery (in months). Self-explanatory.
7.b Mode of delivery. Baby was delivered by normal vaginal delivery or cesarean section.
7.c Place of delivery. Baby was delivered at hospital or at home; if assisted by social worker.
7.d Baby weight (at birth, kg). Weight of baby at birth.
7.e Was the baby breast-fed. Baby was given breastfeeding for how many months?
7.f Drugs in 6-month pre-conception period. All drugs were prescribed and taken by the patient 6 months
prior to pregnancy.
7.g Drugs received intra-partum. All drugs prescribed and taken by the patient during pregnancy
7.h Drugs received in 6-month post-partum period. All drugs that were prescribed and taken by the patient 6

19

Indian Journal of Rheumatology ¦ Volume XX ¦ Issue XX ¦ Month 2020

Kharbanda, et al.: Case record form in rheumatology

months after delivery of child.
7.i Disease evolution during pregnancy. Status of the disease during pregnancy; remission or flare. If the
patient had disease flare, if yes, during which month of pregnancy or how months after delivery
7.j Influence of pregnancy on the disease. Effect of pregnancy on disease in terms of disease activity.
7.k Influence of the disease on the pregnancy. Effect of disease on pregnancy in terms of fertility,
complications in you or child.
8. Investigations.
8.a Antineutrophil cytoplasmic antibody. If Antineutrophil cytoplasmic antibody (ANCA) is available, please specify
pattern, intensity and titre as per specifications provided in the CRF.
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Supplementary Table 4: Case Record Form Obstetric outcomes in Takayasu arteritis (Version 12.0)

Case Record Form
Obstetric outcomes in Takayasu’s arteritis (Version 12.0)

1.Demographic data
1. Visit Date
.
.
2. Patient identifier code
(DD/MM/YYYY)
Centre
Assessor
Case number
3.
Inclusion criteria (3 of 6 mandatory)
Age<=40
Blood pressure difference >10 mmHg in two limbs
Decreased brachial artery pulse
Claudication of extremities
Bruit over the SCA or AA
Angiographic abnormality- narrowing or occlusion of the entire aorta, primary branches or large arteries in the upper or
lower limbs

4.
5.
6.
7.

Juvenile onset
Type of TA
Ishikawa class

Vessels involved

Yes
No
I
IIa
IIb
I
II
III

8. Case number
9. Medical Record number
10. TA clinic number

III

Phone Number

14. Address

15. Education
16. Age of onset of disease
(years)
17. Disease onset
2.Clinical profile
Symptom/sign
Age
Pulse loss
Asymmetric pulses
Bruit
Y/N
Site

21

V

Ascending aorta
Arch of aorta
Descending aorta
Subclavian artery
Vertebral artery
Common carotid artery
Renal artery
Superior mesenteric artery
Iliac artery
Other (Specify)

11. Name (First & Last)
(optional)
12. Date of birth
13.

IV

.

.

Right
Right
Right
Right
Right

Left
Left
Left
Left
Left

*If not available, Age (years)

Pin code

District/City

Doctorate
Postgraduate
Graduate

Higher secondary
Secondary
Primary
Illiterate

State

.
.
At diagnosis

At conception 1

1

At conception 2

At conception 3

Investigator sign__________________
Date________________________________
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Centre

Carotidynia

Assessor

Case number

AR
CHF
Retinopathy
CVA
HTN
New onset
Worsening HTN

Stenosis
Occlusion
Visual disturbances
Aphasia
Headache
Syncope
Vertigo
Convulsions
Claudication
Chest pain
Abdominal pain
Hemoptysis
Diarrhoea- IBD
Fatigue
Fever
Loss of appetite
Loss of weight
Arthritis
Intracerebral hemorrhage
Muscle pain
Erythema nodosum
Other (Specify)
Comorbidities

Intervention Complication
Drug ADR
Imaging

Not done
Conventional
angiography
CT
MRI
PET

Finding:

Not done
Conventional
angiography
CT
MRI
PET

Finding:

Not done
Conventional
angiography
CT
MRI
PET

Finding:

Not done
Conventional
angiography
CT
MRI
PET

Finding:

NIH

Elevated APRs

New pulse
loss/bruit/carotidynia/
claudication/asymmetric pulse

2
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Centre

or BP
Fever/arthritis

Assessor

Case number

Typical angiographic features
ITAS
ITAS A
ITAS PGA
TADS
a.
b.

c.

A

I

b.

c.

a.

b.
c.

d.

23

A

I

G

A

I

G

A

I

G

3.Personal and social history
Menarche age (years)
Menopause
Not attained
Attained*
*Type of menopause
Medical
Surgical
Age of menopause
(years)
No *

Married

*Reason
Related to the disease
Unrelated
Prefer to not share
Anything else you would like to share?
Yes*

a.

G

4.Contraception
Advised
Used

Infertility

Yes

Yes*

* Age of marriage
(years)

No

No

Not applicable

*Type
Barrier
Hormonal
Other (Specify)
No
Yes *

APH
PPH
Hyperemesis

IUCD

Hormonal implants

Tubectomy

Vasectomy

Primary
Secondary

5.Conception before disease
Number of
pregnancies
Conception
1
number
Outcome
Preterm
Term
Abortion*
Spontaneous
MTP
Complications
in the mother

Not applicable

2

Preterm
Term
Abortion*
Spontaneous
MTP
APH
PPH
Hyperemesis

3

3

Preterm
Term
Abortion*
Spontaneous
MTP
APH
PPH
Hyperemesis

4

Preterm
Term
Abortion*
Spontaneous
MTP
APH
PPH
Hyperemesis

Investigator sign__________________
Date________________________________
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e.

Complications
in the child

f.

Time of
delivery
(in months)
g. Mode of
delivery
h.

Place of
delivery

i.

Baby weight
(at birth, kg)

j.

Was the baby
breast-fed?

a.

b.
c.

d.
e.

Relapse

f.

Outcome

g.

Complications
in the mother

Assessor

Case number

Oligohydramnios
PROM
Prolonged labour
Infection

Oligohydramnios
PROM
Prolonged labour
Infection

Oligohydramnios
PROM
Prolonged labour
Infection

Oligohydramnios
PROM
Prolonged labour
Infection

NVD
LSCS

NVD
LSCS

NVD
LSCS

NVD
LSCS

Not known

Not known

Not known

Not known

LBW
IUD
Still birth
Perinatal mortality
Infection
Teratogenicity

LBW
IUD
Still birth
Perinatal mortality
Infection
Teratogenicity

Home with SW
Home without SW
Hospital

No
Yes *
*How long (in months)

6.Conception after disease
Number of
pregnancies
Conception
number
1
Disease at
Remission
conception
Active
Duration of
disease
(years)

Centre

No
Yes

Preterm
Term
Abortion*
Spontaneous
MTP

APH
PPH
Hyperemesis
Oligohydramnios
PROM
Prolonged labour
Infection
Relapse of the
disease

LBW
IUD
Still birth
Perinatal mortality
Infection
Teratogenicity

Home with SW
Home without SW
Hospital

No
Yes *
*How long (in months)

2

Remission
Active

LBW
IUD
Still birth
Perinatal mortality
Infection
Teratogenicity

Home with SW
Home without SW
Hospital

No
Yes *
*How long (in months)

3

Remission
Active

Home with SW
Home without SW
Hospital

No
Yes *
*How long (in months)

4

Remission
Active

No
Yes

No
Yes

No
Yes

APH
PPH
Hyperemesis
Oligohydramnios
PROM
Prolonged labour
Infection
Relapse of the
disease

APH
PPH
Hyperemesis
Oligohydramnios
PROM
Prolonged labour
Infection
Relapse of the
disease

APH
PPH
Hyperemesis
Oligohydramnios
PROM
Prolonged labour
Infection
Relapse of the
disease

Preterm
Term
Abortion*
Spontaneous
MTP

4
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Preterm
Term
Abortion*
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MTP

Preterm
Term
Abortion*
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h.

a.
b.

Complications
in the child

LBW
IUD
Still birth
Perinatal mortality
Infection
Teratogenicity

7.Delivery and post-partum period
Time of delivery
(in months)
Mode of
delivery

c.

Place of delivery

d.

Baby weight
(at birth, kg)

e.

Was the baby
breast-fed?

f.

Drugs in 6month preconception
period

g.

Drugs received
intra-partum

h.

Drugs received
in 6-month
post-partum
period

Centre

LBW
IUD
Still birth
Perinatal mortality
Infection
Teratogenicity

Case number

LBW
IUD
Still birth
Perinatal mortality
Infection
Teratogenicity

LBW
IUD
Still birth
Perinatal mortality
Infection
Teratogenicity

NVD
LSCS

NVD
LSCS

NVD
LSCS

NVD
LSCS

Not known

Not known

Not known

Not known

Home with SW
Home without SW
Hospital

No
Yes *
*How long (in months)

Home with SW
Home without SW
Hospital

No
Yes *
*How long (in months)

Home with SW
Home without SW
Hospital

No
Yes *
*How long (in months)

Home with SW
Home without SW
Hospital

No
Yes *
*How long (in months)

Prednisolone
Methotrexate
Ciclosporin A
Azathioprine
Hydroxychloroquine
IV Immunoglobulin
MMF
Cyclophosphamide
Rituximab
Plasmapheresis
Other (specify)

Prednisolone
Methotrexate
Ciclosporin A
Azathioprine
Hydroxychloroquine
IV Immunoglobulin
MMF
Cyclophosphamide
Rituximab
Plasmapheresis
Other (specify)

Prednisolone
Methotrexate
Ciclosporin A
Azathioprine
Hydroxychloroquine
IV Immunoglobulin
MMF
Cyclophosphamide
Rituximab
Plasmapheresis
Other (specify)

Prednisolone
Methotrexate
Ciclosporin A
Azathioprine
Hydroxychloroquine
IV Immunoglobulin
MMF
Cyclophosphamide
Rituximab
Plasmapheresis
Other (specify)

Prednisolone
Methotrexate
Ciclosporin A
Azathioprine
Hydroxychloroquine
IV Immunoglobulin
MMF
Cyclophosphamide
Rituximab
Plasmapheresis
Other (specify)

Prednisolone
Methotrexate
Ciclosporin A
Azathioprine
Hydroxychloroquine
IV Immunoglobulin
MMF
Cyclophosphamide
Rituximab
Plasmapheresis
Other (specify)

Prednisolone
Methotrexate
Ciclosporin A
Azathioprine
Hydroxychloroquine
IV Immunoglobulin
MMF
Cyclophosphamide
Rituximab
Plasmapheresis
Other (specify)

Prednisolone
Methotrexate
Ciclosporin A
Azathioprine
Hydroxychloroquine
IV Immunoglobulin
MMF
Cyclophosphamide
Rituximab
Plasmapheresis
Other (specify)

Prednisolone
Methotrexate
Ciclosporin A
Azathioprine
Hydroxychloroquine
IV Immunoglobulin
MMF
Cyclophosphamide
Rituximab
Plasmapheresis
Other (specify)

Prednisolone
Methotrexate
Ciclosporin A
Azathioprine
Hydroxychloroquine
IV Immunoglobulin
MMF
Cyclophosphamide
Rituximab
Plasmapheresis
Other (specify)

5
25

Assessor

Prednisolone
Methotrexate
Ciclosporin A
Azathioprine
Hydroxychloroquine
IV Immunoglobulin
MMF
Cyclophosphamide
Rituximab
Plasmapheresis
Other (specify)

Prednisolone
Methotrexate
Ciclosporin A
Azathioprine
Hydroxychloroquine
IV Immunoglobulin
MMF
Cyclophosphamide
Rituximab
Plasmapheresis
Other (specify)
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Date________________________________
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Centre
i.

Disease
evolution during
pregnancy

j.

Influence of
pregnancy on
the disease

k.

Influence of the
disease on the
pregnancy

l.

Wong’s scoring

Abdominal Aorta
involved

Trimester when Rx
started
Highest MAP in 3rd
trimester
Pre-eclampsia
m.

NIH

Remission
Flare*

*When did it flare
During pregnancy at
months
After delivery at
months
None
Some
Fair
Marked
None
Some
Fair
Marked

2

<100
>130

*When did it flare
During pregnancy at
months
After delivery at
months
None
Some
Fair
Marked
None
Some
Fair
Marked

No
Yes
Yes, with kidney

1

Remission
Flare*

3

100-130

None
3rd trimester
1st or 2nd trimester

2

<100
>130

Case number

Remission
Flare*

*When did it flare
During pregnancy at
months
After delivery at
months
None
Some
Fair
Marked
None
Some
Fair
Marked

No
Yes
Yes, with kidney

1

Assessor

3

100-130

None
3rd trimester
1st or 2nd trimester

2

<100
>130

*When did it flare
During pregnancy at
months
After delivery at
months
None
Some
Fair
Marked
None
Some
Fair
Marked

No
Yes
Yes, with kidney

1

Remission
Flare*

3

100-130

None
3rd trimester
1st or 2nd trimester

No
Yes
Yes, with kidney

1

2

<100
>130

3

100-130

None
3rd trimester
1st or 2nd trimester

Elevated APRs

New pulse
loss/bruit/carotidyni
a/claudication/asym
metric pulse or BP
Fever/arthritis

Typical angiographic
features

6
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Centre
8.Investigations
a. Antiphopospholipid antibodies
β2 GP1 Ig G
Not done

Done

.

Not done

Done

.

U/ml

Anticardiolipin Ig G

Not done

Done

.

GPL

Lupus anticoagulant

b. Acute phase reactants
ESR
CRP

Not done

Done

Not done

Positive

Not done

Done

Not done

.

Case number

U/ml

β2 GP1 Ig M

Anticardiolipin Ig M

Assessor

MPL

Negative
.

Done

.

mm/hour
mg/dl

You have reached the end of the CRF.
Thank you

7
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Supplementary Table 5: Glossary of CRF Obstetric outcomes in Takayasu arteritis (Version 12.0)

Glossary of Case Record Form
Obstetric outcomes in Takayasu’s arteritis (Version 12.0)
1. Demographics data.
1.1 Visit date. Date when this current proforma is filled during a patient visit to the clinic.
1.2 Patient Identifier. This will be ten-character identifier- first four digits will be center code- say UPSG for Uttar Pradesh, Sanjay
Gandhi Post Graduate Institute of Medical Sciences (this will be allotted by core team); next 2 characters will pertain to
investigator initials-say LG for Dr Latika Gupta; last 4 digits will denote the patient number at your center. First patient will
be identified as 0001 and so on. So, final patient identifier will be as follows- UPSGLG0001 (for above mentioned example).
1.3 Inclusion criteria. Please tick appropriate box (3 of 6 are mandatory for diagnosis).1
1.4 Juvenile onset. If the disease onset was less than 16 years of age.
1.5 Type of Takayasu arteritis. Please tick the type of takayasu arteritis. Refer to Numano classification of takayasu arteritis.2
Numano classification is based on angiographic findings. Type I has involvement of branches from aortic arch, type IIA involves
ascending aorta, aortic arch and its branches, type IIB is IIA with thoracic descending aorta, type III has involvement of thoracic
descending aorta, abdominal aorta and/or renal arteries, type IV involves abdominal aorta and/or renal arteries, In type V there
is combined involvement of type IIB and IV.
1.6 Ishikawa class. Please tick the appropriate class. Ishikawa defined clinical groups based on the natural history and
complications of the disease. Refer to Ishikawa classification.3
1.7 Vessels involved. Please tick the vessel/vessels involved.
1.8 Case number. Case serial number based on number of active study participants.
1.9 Medical record number (MRD). Refers to hospital records/ registration number. If MRD number is less than ten digits, make
it ten digits by adding zeroes in the beginning. If MRD number is more than ten digits, use discretion to enter it below the
spaces provided in the boxes.
1.10 TA clinic number. Number of clinic file made in treating department, if any.
1.11 Patient name. First and last name is noted. Name is optional.
1.12 Date of Birth. As informed by patient or relatives. Confirmation based on birth records is not essential. If date of birth is not
available, mention stated age in years.
1.13 Phone number. Any two phone numbers, which is likely to be in long-term use.
1.14 Address. Mention permanent address (Address proof not required for this information). Entering pin code of maximum
residence duration is advised
1.15 Education. Highest education received, please tick most appropriate box.
1.16 Age of onset of disease. Age when symptoms attributable to Takayasu arteritis were noted.
1.17 Disease onset. The month and year when the first symptom deemed to be related to takayasu were noticed.
2. Clinical profile.
Symptoms/Signs. Disease related symptoms and signs at diagnosis and at the time of conception.
Age. Age in years when disease was diagnosed and at the time of conception.
Pulse loss. Feeble pulse or the loss of pulse as recorded during a physical examination.
Asymmetric pulses. Asymmetry of pulses during physical examination.
Bruit. Mention the audible bruit during physical examination.
Carotidynia. Tenderness over the carotid artery.
Aortic regurgitation. Presence of aortic regurgitation on cardiac auscultation or on 2-D echocardiography.
Congestive heart failure. Presence of the symptoms or signs of heart failure.
Retinopathy. Fundus changes as documented by ophthalmologist or treating physician.
Cerebro-vascular accident. History, neurological examination or imaging findings suggestive of stroke.
Hypertension. Elevated systolic or diastolic blood pressure according to American College of Cardiology/American Heart
Association 2017 or history of treatment for hypertension.4 Whether hypertension is new onset or there is worsening of
hypertension.
Stenosis. Refers to narrowing of the lumen of a vessel.
Occlusion. Partial or complete obstruction of blood flow in the involved vessel.
Visual disturbance. Decreased vision attributable to Takayasu arteritis.
Aphasia. Inability to produce and/or understand language. Mention the type of aphasia present.
Headache. Self-explanatory.
Syncope. Transient loss of consciousness.
Vertigo. sense of spinning or other motion occurring during or after a sustained head rotation.
Convulsions. History of seizure or any treatment with antiepileptic drug.
Claudication. Pain or cramping in limb following some activity.
Chest pain. Chest pain of ischemic origin.
Abdominal pain. Self-explanatory.
Hemoptysis. Expectoration of blood.
Diarrhoea. Change in frequency (≥3 times a day) and consistency of stool.
Fatigue. Difficulty to initiate activity; or reduced capacity to maintain activity or difficulty with concentration , memory, and
emotional stability.
Loss of appetite. Self-explanatory.
Loss of weight. Unintentional weight loss of greater than 5% in body weight in 6 months or history of undocumented weightloss or loosening of clothes.
Arthralgia. Pain in joints.
Intracerebral hemorrhage. Bleeding into brain parenchyma, as evaluated by history and brain imaging.
Muscle pain. Self-explanatory.
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Erythema nodosum. Delayed type hypersensitivity reaction presenting as erythematous, tender nodules; most common site
being shin.
Others. Specify other symptoms or signs if any.
Comorbidities. Specify comorbidities.
Intervention complications. Complications occurring during diagnostic or therapeutic procedure.
Adverse drug reaction. Any reaction occurring from medication use.
Imaging. If any imaging was done or. Not done. If done, mention imaging modality along with findings.
National Institute of Health criteria. Tick the box for disease activity. Refer to NIH criteria for disease activity in Takayasu
Arteritis.5
Indian Takasayu Clinical Activity Score (ITAS). Mention the score. Refer to ITAS2010.6
Indian Takasayu Clinical Activity Score with acute phase reactants (ITAS A). Mention the score. Refer to ITAS2010.6
Indian Takasayu Clinical Activity Score with physician global assessment (ITAS PGA). Mention the score. Refer to ITAS2010.6
Takayasu arteritis damage score (TADS). Mention the score. Refer to TADS.7
3. Personal and social history.
3.a Menarche. Age at which the first menstrual cycle started.
3.b Menopause. Refers to the cessation of menstrual cycle. Yes/no If yes, age at which it was attained and was it
spontaneous or any surgery was done.
3.c Married. Is the patient married? If not, is not getting married related to disease or any other reason which patient
likes to tell us. If the patient is married, the age at the time of marriage.
4. Contraception.
4.a,bAdvised, Used. Refers to method to prevent pregnancy. If the patient were advised to use it. Is the patient using
any of the methods. Mention the type of contraception being used.
4.c Infertility. Inability to conceive. If it was primary i.e never became pregnant or secondary i.e the inability t
become pregnant or to carry a baby to term after previously giving birth to a baby.
5. Conception before disease.
5.a Number of pregnancies. Self-explanatory.
5.b Conception number. The order of pregnancy.
5.c Outcome. Result of the pregnancy, was it preterm (baby born before 37 weeks of pregnancy), term (baby born
between 37 to 42 weeks gestation) or abortion (spontaneous: unintentional expulsion of foetus; medical
termination of pregnancy or induced: any procedure was done or medication was given to end pregnancy).
5.d Complications in the mother. Complications which occurred during pregnancy or during delivery.
Antepartum hemorrhage. Bleeding from or into the genital tract, occurring from 24 weeks of pregnancy and
prior to the birth of baby.
Postpartum hemorrhage. Blood loss of 500ml or more within 24 hours of child birth.
Hyperemesis. Condition with severe nausea, vomiting, electrolyte imbalance.
Oligohydramnios. Amniotic fluid volume less than expected for gestational age, as diagnosed by ultrasound.
Preterm Rupture of membrane. Rupture of foetal membrane before onset of labour.
Prolonged labor. Failure of labour to progress, occurs when the labour lasts for more than 20 hours if
primigravida, and 14 hours or more if not.
Infection. If mother had any infections during pregnancy.
5.e Complications in the child. Complications which occurred in utero or during delivery.
Low birth weight. Birth weight of child less than 2.5 kg.
Intrauterine death. Fetal death that occurs beyond 20 weeks gestation and before birth.
Still birth. Death of baby before or during delivery.
Perinatal mortality. Refers to death of baby before, during or after delivery upto 1 week.
Infection. If the child had any infections.
Teratogenicity. Structural defect or malformation during in utero development of baby.
5.f Time of delivery (in months). Self-explanatory.
5.g Mode of delivery. Baby was delivered by normal vaginal delivery or cesarean section.
5.h Place of delivery. Baby was delivered at hospital or at home; if assisted by social worker.
5.i Baby weight (at birth, kg). Weight of baby at birth.
5.j Was the baby breast-fed. Baby was given breastfeeding for how many months.
6. Conception after disease
6.a Number of pregnancies. Self-explanatory.
6.b Conception number. The order of pregnancy.
6.c Duration of disease (months/years)The duration of disease at time of conception.
6.d Disease at conception. If the disease was in remission or active as inferred by the treating physician.
6.e Relapse. If there was relapse of disease.
6.f Outcome. Result of the pregnancy, was it preterm (baby born before 37 weeks of pregnancy), term (baby
born between 37 to 42 weeks gestation) or abortion (spontaneous: unintentional expulsion of foetus;
medical termination of pregnancy or induced: any procedure was done or medication was given to end
pregnancy).
6.g Complications in the mother. Complications which occurred during pregnancy or during delivery.
Antepartum hemorrhage. Bleeding from or into the genital tract, occurring from 24 weeks of pregnancy and
prior to the birth of baby.
Postpartum hemorrhage. Blood loss of 500ml or more within 24 hours of child birth.
Hyperemesis. Condition with severe nausea, vomiting, electrolyte imbalance.
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6.h

Oligohydramnios. Amniotic fluid volume less than expected for gestational age, as diagnosed by ultrasound.
Preterm Rupture of membrane. Rupture of foetal membrane before onset of labour.
Prolonged labour. Failure of labour to progress, occurs when the labour lasts for more than 20 hours if
primigravida, and 14 hours or more if not.
Infection. If mother had any infections during pregnancy
Relapse of disease. If the patient had relapse of disease during pregnancy.
Complications in the child. Complications which occurred in utero or during delivery.
Low birth weight. Birth weight of child less than 2.5 kg.
Intrauterine death. Fetal death that occurs beyond 20 weeks gestation and before birth.
Still birth. Death of baby before or during delivery.
Perinatal mortality. Refers to death of baby before, during or after delivery upto 1 week.
Infection. If the child had any infections.
Teratogenicity. Structural defect or malformation during in utero development of baby.

7. Delivery and post-partum period.
7.a Time of delivery (in months). Self-explanatory.
7.b Mode of delivery. Baby was delivered by normal vaginal delivery or cesarean section.
7.c Place of delivery. Baby was delivered at hospital or at home; if assisted by social worker.
7.d Baby weight (at birth, kg). Weight of baby at birth.
7.e Was the baby breast-fed. Baby was given breastfeeding for how many months?
7.f Drugs in 6-month pre-conception period. All drugs were prescribed and taken by the patient 6 months
prior to pregnancy
7.g Drugs received intra-partum. All drugs prescribed and taken by the patient during pregnancy
7.h Drugs received in 6-month post-partum period. All drugs that were prescribed and taken by the patient 6
months after delivery of child.
7.i Disease evolution during pregnancy. Status of the disease during pregnancy; remission or flare. If the
patient had disease flare, if yes, during which month of pregnancy or how months after delivery.
7.j Influence of pregnancy on the disease. Effect of pregnancy on disease in terms of disease activity.
7.k Influence of the disease on the pregnancy. Effect of disease on pregnancy in terms of fertility,
complications in patient or child.
7.l Wong’s scoring.8
Abdominal aorta involvement. Yes/no. if yes, was there involvement of kidneys.
Trimester when treatment started. Which trimester was on going when patient was started on treatment.
Highest mean arterial pressure in 3rd trimester. Tick the appropriate box.
Pre-eclampsia. Previously normotensive woman with new onset of hypertension (systolic blood pressure≥140 mmHg or
diastolic blood pressure of ≥90mmHg on atleast two occasions at least fours apart) and proteinuria after 20 weeks’ gestation.
In absence of proteinuria, pre-eclampsia is present if new-onset hypertension is accompanied by signs or symptoms of endorgan dysfunction. Tick the trimester in which preeclampsia was present.
7.m National Institute of Health criteria. Tick the box for disease activity. Refer to NIH criteria for disease
activity in Takayasu arteritis.3
8. Investigations.
8.a Antiphospholipid antibody. If available, please mention the titres of ß2 glycoprotein1, IgM and IgG
Anticardiolipin. If Lupus coagulant was done, was it positive or n
8.b Acute phase reactants. If available, mention values of ESR and/or CRP with units.
References.
1. Arend WP. The American College of Rheumatology 1990 criteria for classification of Takayasu arteritis. Arthritis and Rheumatism.
1990; 33: 1129-34.
2. Hata A, Noda M, Moriwaki R, Numano F. Angiographic findings of Takayasu arteritis: new classification. Int J Cardiol. 1996 Aug;54
Suppl:S155-63.
3. Ishikawa K. Diagnostic approach and proposed criteria for the clinical diagnosis of Takayasu's arteriopathy. Journal of the
American College of Cardiology. 1988;12(4):964-72
4. Whelton PK, Carey RM, Aronow WS, et al. 2017 ACC/AHA/AAPA/ABC/ACPM/AGS/APhA/ASH/ASPC/NMA/PCNA Guideline for the
Prevention, Detection, Evaluation, and Management of High Blood Pressure in Adults. Journal of the American College of
Cardiology.2018; 127-249.
5. Kerr, G. S. Takayasu Arteritis. Annals of Internal Medicine. 1994; 120(11):919.
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Supplementary Table 6: Case Record Form Obstetric outcomes in Systemic sclerosis (Version 13.0)

Case Record Form
Obstetric outcomes in Systemic sclerosis (Version 13.0)

1. Demographic Data
1. Visit date
.
(DD.MM.YYYY)
3. Physicians clinical diagnosis

4.
5.
6.
7.
8.
9.

.

2. Patient identifier code
Centre
Assessor

Limited cutaneous
Early
Late

Case number
Medical Record number
Scleroderma clinic number

Name (First & Last)
(optional)
Date of birth

.

Phone Number

10. Address

13. Disease onset
(First non-raynaud’s symptom)
(First Raynaud symptom)
(month.year)

Arthralgia
Arthritis

Weakness
Myalgia only

Proven*
*
NSIP
UIP
(Specify)
*
Progressive
Unclear

District/City

Higher secondary
Secondary
Primary
Illiterate

Other

Stable

Raynaud’s
Skin thickening
mRSS
Value
Month: Year
.
Cutaneous ulcers
Gangrene
Calcinosis
Contractures
Sicca symptoms

Suspected but not proven
Not suspected
a.
b.

31

State

.
.

2. Clinical profile
Symptoms/Signs

ILD

*If not available, Age (years)

Doctorate
Postgraduate
Graduate

12. Age of onset of disease
(years)

Myositis

Diffuse cutaneous
Early
Late

Pin code

11. Education

Joints

.

Case number

3. Personal and social history
Menarche age (years)
Menopause
Not attained

1

6MWT

Could not perform
Value
Month. Year
.

Cardiac (PAH on ECHO/Catheterization)
Not done
Present
Absent
RVSP
mmHg
Month. Year
.
Gastrointestinal
GERD
Dysphagia
Renal
Renal crisis

Investigator sign__________________
Date________________________________
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Centre

Assessor

Case number

Attained*
*Type of menopause
Medical
Surgical

Age of menopause
(years)
c.

Married

No*

*Reason
Related to the disease
Unrelated
Prefer to not share
Anything else you would like to share?
Yes*

a.

b.

c.

a.

b.
c.

d.

e.

f.

4. Contraception
Advised
Used

Infertility

Yes

Yes*

*Age of marriage
(years)

No

No

Complications
in the child

Time of
delivery
(in months)

Not applicable

*Type
Barrier
Hormonal
Other (Specify)
No
Yes*

APH
PPH
Hyperemesis
Oligohydramnios
PROM
Prolonged labour
Infection

LBW
IUD
Still birth
Perinatal mortality
Infection
Teratogenicity

IUCD

Hormonal implants

Tubectomy

Vasectomy

Primary
Secondary

5. Contraception before disease
Number of
pregnancies
Conception
1
number
Outcome
Preterm
Term
Abortion*
Spontaneous
MTP
Complications
in the mother

Not applicable

2

Preterm
Term
Abortion*
Spontaneous
MTP
APH
PPH
Hyperemesis
Oligohydramnios
PROM
Prolonged labour
Infection

LBW
IUD
Still birth
Perinatal mortality
Infection
Teratogenicity

2
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3

Preterm
Term
Abortion*
Spontaneous
MTP
APH
PPH
Hyperemesis
Oligohydramnios
PROM
Prolonged labour
Infection

LBW
IUD
Still birth
Perinatal mortality
Infection
Teratogenicity

4

Preterm
Term
Abortion*
Spontaneous
MTP
APH
PPH
Hyperemesis
Oligohydramnios
PROM
Prolonged labour
Infection

LBW
IUD
Still birth
Perinatal mortality
Infection
Teratogenicity

Investigator sign__________________
Date________________________________
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Centre
g.
h.
i.
j.

a.

b.
c.

d.
e.

Mode of
delivery
Place of
delivery
Baby weight
(at birth, kg)
Was the baby
breast-fed?

f.

Disease
activity

g.

Outcome

h.

Complications
in the mother

i.

Complications
in the child

NVD
LSCS

NVD
LSCS

NVD
LSCS

Not known

Not known

Not known

Not known

Home with SW
Home without SW
Hospital

No
Yes*
*How long (in months)

No
Yes

Increase in mRSS
SRC
Arthritis
Progression of ILD
None of the above

Preterm
Term
Abortion*
Spontaneous
MTP

APH
PPH
Hyperemesis
Oligohydramnios
PROM
Prolonged labour
Infection
Relapse of the
disease

LBW
IUD
Still birth
Perinatal mortality
Infection
Teratogenicity

Home with SW
Home without SW
Hospital

No
Yes*
*How long (in months)

2

Home with SW
Home without SW
Hospital

Home with SW
Home without SW
Hospital

No
Yes*
*How long (in months)

3

No
Yes*
*How long (in months)

4

Remission
Active

Remission
Active

Remission
Active

Increase in mRSS
SRC
Arthritis
Progression of ILD
None of the above

Increase in mRSS
SRC
Arthritis
Progression of ILD
None of the above

Increase in mRSS
SRC
Arthritis
Progression of ILD
None of the above

No
Yes

Preterm
Term
Abortion*
Spontaneous
MTP

APH
PPH
Hyperemesis
Oligohydramnios
PROM
Prolonged labour
Infection
Relapse of the
disease

LBW
IUD
Still birth
Perinatal mortality
Infection
Teratogenicity

3
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Case number

NVD
LSCS

6. Conception after disease
Number of
pregnancies
Conception
1
number
Duration of
disease
(Years)
Disease at
Remission
conception
Active
Relapse

Assessor

No
Yes

Preterm
Term
Abortion*
Spontaneous
MTP

APH
PPH
Hyperemesis
Oligohydramnios
PROM
Prolonged labour
Infection
Relapse of the
disease

LBW
IUD
Still birth
Perinatal mortality
Infection
Teratogenicity

No
Yes

Preterm
Term
Abortion*
Spontaneous
MTP

APH
PPH
Hyperemesis
Oligohydramnios
PROM
Prolonged labour
Infection
Relapse of the
disease

LBW
IUD
Still birth
Perinatal mortality
Infection
Teratogenicity

Investigator sign__________________
Date________________________________
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Centre

a.
b.

7. Delivery and post-partum period
Time of delivery
(in months)
Mode of
delivery

c.

Place of delivery

d.

Baby weight
(at birth, kg)

e.

Was the baby
breast-fed?

f.

Drugs in 6month preconception
period

g.

Drugs received
intra-partum

h.

Drugs received
in 6-month
post-partum
period

i.

Disease
evolution
during
pregnancy

Assessor

Case number

NVD
LSCS

NVD
LSCS

NVD
LSCS

NVD
LSCS

Not known

Not known

Not known

Not known

Home with SW
Home without SW
Hospital

Home with SW
Home without SW
Hospital

Home with SW
Home without SW
Hospital

Home with SW
Home without SW
Hospital

No
Yes*
*How long (in months)

No
Yes*
*How long (in months)

No
Yes*
*How long (in months)

No
Yes*
*How long (in months)

Prednisolone
Methotrexate
Ciclosporin A
Azathioprine
MMF
Cyclophosphamide
Tacrolimus
Tadalafil
Losartan
Nifedipine
Other (specify)

Prednisolone
Methotrexate
Ciclosporin A
Azathioprine
MMF
Cyclophosphamide
Tacrolimus
Tadalafil
Losartan
Nifedipine
Other (specify)

Prednisolone
Methotrexate
Ciclosporin A
Azathioprine
MMF
Cyclophosphamide
Tacrolimus
Tadalafil
Losartan
Nifedipine
Other (specify)

Prednisolone
Methotrexate
Ciclosporin A
Azathioprine
MMF
Cyclophosphamide
Tacrolimus
Tadalafil
Losartan
Nifedipine
Other (specify)

Prednisolone
Methotrexate
Ciclosporin A
Azathioprine
MMF
Cyclophosphamide
Tacrolimus
Tadalafil
Losartan
Nifedipine
Other (specify)

Prednisolone
Methotrexate
Ciclosporin A
Azathioprine
MMF
Cyclophosphamide
Tacrolimus
Tadalafil
Losartan
Nifedipine
Other (specify)

Prednisolone
Methotrexate
Ciclosporin A
Azathioprine
MMF
Cyclophosphamide
Tacrolimus
Tadalafil
Losartan
Nifedipine
Other (specify)

Prednisolone
Methotrexate
Ciclosporin A
Azathioprine
MMF
Cyclophosphamide
Tacrolimus
Tadalafil
Losartan
Nifedipine
Other (specify)

Prednisolone
Methotrexate
Ciclosporin A
Azathioprine
MMF
Cyclophosphamide
Tacrolimus
Tadalafil
Losartan
Nifedipine
Other (specify)

Remission
Flare*

*When did it flare
During pregnancy at
months
After delivery at

Prednisolone
Methotrexate
Ciclosporin A
Azathioprine
MMF
Cyclophosphamide
Tacrolimus
Tadalafil
Losartan
Nifedipine
Other (specify)

Remission
Flare*

*When did it flare
During pregnancy at
months
After delivery at

4
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Prednisolone
Methotrexate
Ciclosporin A
Azathioprine
MMF
Cyclophosphamide
Tacrolimus
Tadalafil
Losartan
Nifedipine
Other (specify)

Remission
Flare*

*When did it flare
During pregnancy at
months

Prednisolone
Methotrexate
Ciclosporin A
Azathioprine
MMF
Cyclophosphamide
Tacrolimus
Tadalafil
Losartan
Nifedipine
Other (specify)

Remission
Flare*

*When did it flare
During pregnancy at
months

After delivery at
After delivery at
Investigator sign__________________
Date________________________________
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Centre
months
j.

Influence of
pregnancy on
the disease

k.

Influence of the
disease on the
pregnancy

months

None
Some
Fair
Marked

Technique

IFA
ELISA

Strength

Cytoplasmic
Nucleolar
Homogenous

c1. β2Glycoprotein1 IgG

Not done

Done*

*

.

U/ml

c3. Anticardiolipin IgM

Not done

Done*

*

.

MPL

c4. Anticardiolipin IgG

c5. Lupus anticoagulant
d.Miscelleneous (other
antibodies)
e. ANCA

f. PFT
FVC
FEV1
DLCo

Not done

Done*

Not Done
Not Done

RF
ACPA

Not done
Positive
Negative
%
%
%

Anti-Ro 52
Anti-Sm

*

Done*

Positive

Not done
Not done

*

Done*
Done*

Pattern
Cytoplasmic
Perinuclear
L
L
L

None
Some
Fair
Marked

Pattern

1+
2+
3+
4+

Not done
Positive*
Negative

c2. β2Glycoprotein1 IgM

None
Some
Fair
Marked

None
Some
Fair
Marked

b. Extractable Nuclear
Antigen

*

months

None
Some
Fair
Marked

None
Some
Fair
Marked

Not done
Positive
Negative

Case number

months

None
Some
Fair
Marked

None
Some
Fair
Marked

8. Investigations
a. Anti-nuclear antibodies

Assessor

Anti-Ro 60
Anti-PM-Scl.

.

Anti-La
Scl-70

Speckled
Mixed
Other (Specify)
Anti-U1-RNP
Other (specify)

dsDNA

U/ml

.

Negative

GPL

*
*

Strength
1+
2+
3+
4+

.
.

U/ml
U/ml

Titres
MPO
PR3

.
.

IU/ml
units/ml

You have reached the end of the CRF.
Thank you.
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Supplementary Table 7: Glossary of CRF Obstetric outcomes in Systemic sclerosis (Version 13.0)

Glossary of Case Record Form
Obstetric outcomes in Systemic sclerosis (Version 13.0)
1. Demographics data.
1.1 Visit date. Date when this current proforma is filled during a patient visit to the clinic.
1.2 Patient Identifier. This will be ten-character identifier- first four digits will be center code- say UPSG for Uttar Pradesh,
Sanjay Gandhi Post Graduate Institute of Medical Sciences (this will be allotted by core team); next two characters will
pertain to investigator initials- say LG for Dr Latika Gupta; last four digits will denote the patient number at your center.
First patient will be identified as 0001 and so on. So, final patient identifier will be as follows- UPSGLG0001 (for above
mentioned example).
1.3 Physician clinical diagnosis. Type of disease is limited cutaneous or diffuse cutaneous according to site of skin thickening.
1.4 Case number. Case serial number based on number of active study participants.
1.5 Medical record number (MRD). Refers to hospital records/ registration number. If MRD number is less than ten digits,
make it ten digits by adding zeroes in the beginning. If MRD number is more than ten digits, use discretion to enter
it below the spaces provided in the boxes.
1.5 Scleroderma clinic number. Number of clinic file made in treating department, if any.
1.6 Patient name. First and last name is noted. Name is optional.
1.7 Date of Birth. As informed by patient or relatives. Confirmation based on birth records is not essential. If date of birth
is not available, note the stated age in years.
1.8 Phone number. Any two phone numbers, which is likely to be in long-term use.
1.9 Address. Self-explanatory. Mention permanent address (Address proof not required for this information). Entering
pin code of maximum residence duration is advised.
1.10Education. Highest education received, please tick most appropriate box.
1.12Age of diagnosis. Age when symptoms attributable to scleroderma were noted.
1.13Disease onset. The month and year when the first symptom (both non-raynaud’s and raynaud’s) deemed to be
related to scleroderma was noticed.
2. Clinical profile.
Joint.
Arthritis. Active joint inflammation marked by tenderness, warmth or swelling in two or more joints.
Arthralgia. Joint pain with or without stiffness but due to an inflammatory process in two or more joints.
Myositis.
Weakness. Muscle inflammation based upon manual muscle strength testing, functional assessments, laboratory or
other testing.
Myalgia. Muscle pain or tenderness.
Respiratory.
Interstitial Lung Disease. Diagnosed when a new or significant deterioration in symptoms; after a complete
Evaluation with radiography (chest x-ray or high-resolution computed tomography scan) with or without pulmonary
function testing (PFTs) is required.
According to CT scan what was the pattern of interstitial lung disease. If disease is present, it is stable or progressive
In view of worsening symptoms.
6-minute walk test. The distance in meters covered in 6 minutes. Also mention the year in which this test was done.
For detailed methodology please refer to American Thoracic Society Statement.1
Raynaud’s. Episodic reversible peripheral ischemia often provoked by cold or emotion leading to pallor followed by
cyanosis or rubor.
Skin thickening. In the distribution of scleroderma and related disorders– limited or diffuse in extent. Modified Rodnan
skin score2 as assessed by physician, its value and year of assessment.
Cutaneous ulcers. Extensive injury to dermis or deeper.
Gangrene. Death of body tissue due to lack of blood supply commonly affecting extremities.
Calcinosis. Subcutaneous, deep or visceral calcium deposits.
Contracture. Stiffness or tightening of tissue, mention site.
Sicca. Dryness of eye, manifest as grittiness or gravel sensation in the eye, or need to use eye drops for lubrication, or
previously diagnosed dry eye by an ophthalmologist. Dryness of mouth, manifest as inability to swallow solids without
liquids, need to frequently take sips of water or using lubricative spray or lozenges.
Cardiac.
Pulmonary Artery Hypertension. Increase in mean pulmonary arterial pressure (Ppa) to ≥25 mmHg at rest as assessed by
echocardiography.
RVSP. Value of right ventricular systolic pressure as mentioned in echocardiogram and the month & year in which test
was done.
Gastrointestinal.
GERD. A condition which develops when the reflux of stomach contents causes troublesome symptoms i.e., at least two
heartburn episodes per week) and/or complications.3
Dysphagia. Difficulty in swallowing, more so for liquids than solids documented by clinical symptoms or by barium
swallow examination, manometry, or other objective measure.
Renal.
Renal crisis. Accelerated hypertension with rising creatinine 1.5 times baseline in 1 week or 0.3 from baseline.4
3. Personal and social history.
3.a Menarche. Age at which the first menstrual cycle started.
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3.b Menopause. Refers to cessation of the menstrual cycle. Yes/no If yes, age at which it was attained and was it
spontaneous or any surgery was done.
3.c Married. Is the patient married? If not, is not getting married related to disease or any other reason which patient
likes to tell us. If the patient is married, the age at the time of marriage, and was there disease at that time.
4. Contraception.
4.a,b Advised, Used. Refers to method to prevent pregnancy. If the patient were advised to use it. Is the patient using
any of the methods. Mention the type of contraception being used.
4.c Infertility. Inability to conceive. If it was primary i.e never became pregnant or secondary i.e the inability to
become pregnant or to carry a baby to term after previously giving birth to a baby.
5. Conception before disease.
5.a Number of pregnancies. Self-explanatory.
5.b Conception number. The order of pregnancy.
5.c Outcome. Result of the pregnancy, was it preterm (baby born before 37 weeks of pregnancy), term (baby born
between 37 to 42 weeks gestation) or abortion (spontaneous: unintentional expulsion of foetus; medical
termination of pregnancy or induced: any procedure was done or medication was given to end pregnancy).
5.d Complications in the mother. Complications which occurred during pregnancy or during delivery.
Antepartum hemorrhage. Bleeding from or into the genital tract, occurring from 24 weeks of pregnancy and
prior to the birth of baby.
Postpartum hemorrhage. Blood loss of 500ml or more within 24 hours of child birth.
Hyperemesis. Condition with severe nausea, vomiting, electrolyte imbalance.
Oligohydramnios. Amniotic fluid volume less than expected for gestational age, as diagnosed by ultrasound.
Preterm Rupture of membrane. Rupture of foetal membrane before onset of labour.
Prolonged labor. Failure of labor to progress, occurs when labour lasts for more than 20 hours if primigravida,
and 14 hours or more if not.
Infection. If mother had any infections during pregnancy.
5.e Complications in the child. Complications which occurred in utero or during delivery.
Low birth weight. Birth weight of child less than 2.5 kg.
Intrauterine death. Fetal death that occurs beyond 20 weeks gestation and before birth.
Still birth. Death of baby before or during delivery.
Perinatal mortality. Refers to death of baby before, during or after delivery upto 1 week.
Infection. If the child had any infections
Teratogenicity. Structural defect or malformation during in utero development of baby.
5.f Time of delivery (in months). Self-explanatory.
5.g Mode of delivery. Baby was delivered by normal vaginal delivery or cesarean section.
5.h Place of delivery. Baby was delivered at hospital or at home; if assisted by social worker.
5.i Baby weight (at birth, kg). Weight of baby at birth.
5.j Was the baby breast-fed. Baby was given breastfeeding for how many months?
6. Conception after disease.
6.a Number of pregnancies. Self-explanatory.
6.b Conception number. The order of pregnancy
6.c Duration of disease (years).The duration of disease at time of conception.
6.d Disease at conception. If the disease was in remission or active as inferred by the treating physician.
6.e Relapse. If there was relapse of disease.
6.f Disease activity. Disease activity is measured by following: increase in modified rodnan skin score,
scleroderma renal crisis, arthritis, worsening of ILD, none of the above.
6.g Complications in the mother. Complications which occurred during pregnancy or during delivery.
Antepartum hemorrhage Bleeding from or into the genital tract, occurring from 24 weeks of pregnancy and
prior to the birth of baby.
Postpartum hemorrhage. Blood loss of 500ml or more within 24 hours of child birth.
Hyperemesis. Condition with severe nausea, vomiting, electrolyte imbalance.
Oligohydramnios. Amniotic fluid volume less than expected for gestational age, as diagnosed by ultrasound.
Preterm Rupture of membrane. Rupture of foetal membrane before onset of labour.
Prolonged labour. Failure of labor to progress, occurs when labour lasts for more than 20 hours if
primigravida, and 14 hours or more if not.
Infection. If mother had any infections during pregnancy.
Relapse of disease. If the patient had relapse of disease during pregnancy.
6.h Complications in the child. Complications which occurred in utero or during delivery.
Low birth weight. Birth weight of child less than 2.5 kg.
Intrauterine death. Fetal death that occurs beyond 20 weeks gestation and before birth.
Still birth. Death of baby before or during delivery.
Perinatal mortality. Refers to death of baby before, during or after delivery upto 1 week.
Infection. If the child had any infections.
Teratogenicity. Structural defect or malformation during in utero development of baby.
7. Delivery and post-partum period.
7.a Time of delivery (in months). Self-explanatory.
7.b Mode of delivery. Baby was delivered by normal vaginal delivery or cesarean section.
7.c Place of delivery. Baby was delivered at hospital or at home; if assisted by social worker.
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7.d Baby weight (at birth, kg). Weight of baby at birth.
7.e Was the baby breast-fed. Baby was given breastfeeding for how many months.
7.f Drugs in 6-month pre-conception period. All drugs were prescribed and taken by the patient 6 months
prior to pregnancy.
7.g Drugs received intra-partum. All drugs prescribed and taken by the patient during pregnancy.
7.h Drugs received in 6-month post-partum period. All drugs that were prescribed and taken by the patient 6
months after delivery of child.
7.i Disease evolution during pregnancy. Status of the disease during pregnancy; remission or flare. If the
patient had disease flare, if yes, during which month of pregnancy or how months after delivery.
7.j Influence of pregnancy on the disease. Effect of pregnancy on disease in terms of disease activity.
7.k Influence of the disease on the pregnancy. Effect of disease on pregnancy in terms of fertility,
complications in you or child.
8. Investigations.
8.a Antinuclear antibody. If Anti-Nuclear Antibody (ANA) is available, please specify pattern, intensity and
technique as per specifications provided in the CRF.
8.b Extractable nuclear antigen. If Extractable nuclear antigen (ENA) is available, please specify then specify
which antibody is positive in the panel of antibodies mentioned in the CRF.
8.c Antiphospholipid antibody. If available, please mention the titres of ß2 glycoprotein1, IgM and igG
Anticardiolipin. If Lupus coagulant was done, was it positive or not.
8.d Miscellaneous antibody. Rheumatoid factor and Anti citrullinated cyclic peptide antibody
8.e Antineutrophil cytoplasmic antibody. If Antineutrophil cytoplasmic antibody (ANCA) is available, please specify
pattern, intensity and titres as per specifications provided in the CRF.
8.f Pulmonary Function Test. Note the values of PFT parameters which include Forced Vital Capacity (FVC),
Forced Expiratory Volume in the first second (FEV1), FEV1/FVC and Diffusion in the lung for CO (DLCO).
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