Ayushman Bharat "Niramayam"
Government of Madhva pradesh

GUIDELINES FOR THE EMPANELMTNT OF ARTIFICIAL
REPRODUCTIVE TREATM ENT(IN FERTI LITY} CENTERS

UNDTR AYUSHMAN BHARAT'NIRAMYAM"

MADHYA PRADISH

Deen Dayal Swasthya Suraksha parishad
IEC Bureau, JP Hospital Campus, Bhopal, M.p 462003
Phone Number: 07 55-27 62582
Helpline Number: 18002332085, 14555
Email : ayushman .bharat@mp. gov. in
Web s ite : W" lv-w. allu hqg.n bfo * rc,t q:p.g $l*U:
A

"

Infertility, though not life threatening, causes intense mental agony
and trauma that can
only be best described by infertile couples themselves. There
are no detailed figures of
the extent

of infertility prevalent in India but a multinational study carried out
by wHo (Diagnosis
treatment of infertility, ed. P. Rowe and E. M. vikhlyaeva,
l98g) that included India,

and

places the

incidence of infertility between

According

l0

and l5%o.

to wHo, Infertility can be defined as o'Infertility is a disease of the

reproductive system defined by the failure to achieve a clinical
pregnancy after 12 months or
more of regular unprotected sexual intercourse.',

out of a population of

1000

million Indians, an estimate

d, 25% (250 million individuals)
may be conservatively estimated to be attempting parenthood
at any given time; by extrapolating
the wHo estimate, approximately 13 to 19 million couples are
likely to be infertile in the
country at any given time.

The technique of IVF consists of bringing about the fertilization
of the oocyte and the
spermatozoa in the laboratory instead of in the woman's
fallopian tube. IVF involves induction
of ovulation in order to obtain multiple oocytes, thus making
available more embryos with which
higher pregnancy rates can be achieved.

Till the date 357 number of

cases have been benefitted under

the Ayushman Bharat

"Niramayam" scheme amounting to Rs. 1,g4,03500 of claims.
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OUTLINE OF MANAGEMENT PROTOCOL OF INFERTILE COUPLE:
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The ART Centre is divided into two areas-

1. Non- Sterile

2.

Area

Sterile Area

Non-Sterile Area
The Non-Sterile Area has to include the following-

l.

A reception and waiting room for patients

2.

OPD Chambers (one or two depending on the load and no of consultants

-

OPD

chamber should be equipped with table and chair (both for doctor and patient), and
other essential equipments and instruments.

3. Examination Room with privacy:
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a.

Room must be adjacent

to OPD chambers

(internal linkage with OPD

chambers is preferable). Privacy to maintain the dignity for interviewing and

examining male and female partners independently is essential.

b.

Display of appropriate IEC material about swrogacy and pcpNDT.

c.

The room must be equipped with an examination table and gynecological
instruments for examining the female per vaginum,

4.

USG Room - An appropriate ultrasonographic machine with a probe for transvaginal

examination

of the female and examination of the testes and excurrent male

reproductive tract. A colour Doppler would be useful but not essential.

5.

Counselling room- Counselling is atmost important in treatment of infertility. Room

with ambient environment and privacy is required.

It

should be equipped with

adequate fixtures and furniture. Provision of reading material and literature

will

be

required.

6. PAC room - Room for preanaesthsiacheck
7. A general-purpose clinical laboratory -

up.

Sample collection area and testing area

should be demarcated. Laboratory should have the provision

of biochemistry and

haematology test and should have tie up with other NABL accredited laboratory for
specialized test. Sample collection should have adequate provision of privacy. IeAS
and EQAS procedure should be followed to maintain the quality of services.

8.

Semen collection room:

a. This must be a well-appointed room with privacy and an appropriate
environment; it should be located in a secluded area close to the laboratorv.

b. Such a facility must be available in-house.
c. This room must have a washbasin with availability

of

soap and clean towels.

The room must also have a toilet and must not be used for any other purpose.

9.

Semen processing laboratory:

a.

There must be a separate room with a laminar air flow for semen processing,

preferably close to the semen collection room.

b.

Laboratory workers should be immunized against hepatitis B and tetanus.

10. Store room:
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a.

Facilities must be available for storing sterile (media, needles, catheters, petri
dishes and such-like items) and non-sterile material under refrigerated and
non-refrigerated conditions as appropriate

11. Record room:

a.

Record keeping must be computerized as far as possible so that data is
accessible retrospectively for analysis or when called upon by the supervisory
agency.

12. Autoclave room:

a. A

separate facility must be available

for sterilizing and

autoclaving all

surgical items as well as some of those to be used in the in vitro culture
laboratory
13. Steps for vermin proofing:

a.

Adequate steps should be taken to make the whole clinic vermin proof, with
suitable traps for preventing insects and other forms of unwanted creatures
entering the clinic.

b-

This essential detail should be planned at an early stage because no pesticide
can be used in a fully functional ART clinic, as it could be toxic to the
gametes and embryos.

14. Clean room

a.

for IUI:

There must be a separate area./room with an appropriate table for Intra-Uterine

Insemination
15. Pharmacy

-

(IU!.

In house pharmacy is desirable.

Sterile Area

The sterile area shall house the operation theatre, a room for intrauterine transfer
of
spenn or embryos and an adjoining embryology laboratory. Entry to the sterile area
must be
strictly controlled by an anteroom for changing footwear ) areafor changing into sterile garments
and a scrub-station. The sterile area must be 14 Guidelines for ART Clinics in India
ICMRAIAMS air-conditioned where fresh air filtered through an approved and appropriate
filter
system is circulated at an ambient temperature (22- 250 C).

Ith Agency, Ayushman Bharat,,Niramayam,,

-'$

t f il
..r\"

1.

The operation theatre: OT complex should have adequate infrastructure for provision

of Changing room, staff washroom, store, separate are for pre and recovery

beds,

Scrub and common room for staff. Operation theater complex must comply with
the
standard of air-conditioning and air exchange as stated in standard published

by eCI

for accreditation under NABH.

a.

This must be well equipped with facilities for carrying out surgical endoscopy
and transvaginal ovum pick-up. The operation theatre must be equipped for
emergency resuscitative procedures.

2.

Room for intrauterine transfer of embryo:

a.

This room must be a sterile area having an examination table on which the
patient can be placed for carrying out the procedure and rest undisturbed
for
a

period of time.

3.

The embryology laboratory complex:

a.

The embryology laboratory must have facilities for the control of temperature

and humidity and must have filtered air with an appropriate number of
air
exchanges per hour. Walls and floors must be composed of materials
that can
be easily washed and disinfected; use of carpeting must be strictly avoided.

b.

The embryology laboratory must have the followine:

i. a laminar flow bench with a thermostatically controlled heating plate
ii. a stereo microscope
iii. a routine high-powered binocular light microscope
iv. a 'high resolution' inverted microscope with phase contrast or
Hoffrnan optics, preferably with facilities for video recordins

v. a micromanipulator (if ICSI is done)
vi. aCO2 incubator, preferably with a back up
vii. a hot air oven
viii. a laboratory centrifuge
ix. equipment for freezing embryos in a programmed
x. liquid nitrogen cans
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xii.

The embryology laboratory must have a daily logbook in which
all the

day's activities are recorded, including the performance of

the

equipment.

4.

Ancillary laboratory facilities

a. The infertility clinic

need not have in-house facilities

to perform all

the

procedures necessary to diagnose infertility like_

i.

ii.
b'

Hormone and other assays: (FSH, LH, prolactin, hcG, TSH, Insulin,
Estradiol, Progesterone, Testosterone and DHEA and tests such
as for
HIV and Hepatitis B.

Microbiology and histopathology

Laminar flow hoods, laboratory tables, incubators and other areas where
sterility is required must be periodically checked for microbial contamination
using standard techniques, and arecord of such checks must be kept.

c' A

logbook should be maintained which records the temperature, carbon
dioxide content and humidity of the incubators and the manometer readinss
of

the laminar air flow.

d'

All instruments must be calibrated periodically (at least once every year) and a
record of such calibration maintained.

e'

Quality check through IQAS and EQAS should be practiced on regular basis.

Back-up Power Supplv

It is imperative that provision of power back with DG set along with UpS to maintain
smooth supply of electricity in case of power failure should be available
in infertility
clinics offering ART services.
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Gynaecologist- MS (Obstetrics and Gynecology)iDNB (Obstetrics and
Gynecology)/
DGO. Additional experience should include:
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-

determining the cause of infertilitv.
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i^Acquiring knowledge of the practice and use of diagnostic methods for
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b' Acquiring

competence/skills

in gynecological ultrasonography to diagnose

reproductive ttact anomalies, monitoring ovarian and uterine
response to
ovarian stimulation, picking up oocytes at the most appropriate
time,
and

transferring embryos by any one of the several methods cunently
available to
handle embryo transfer in difficult cases

c'

Canying out AIH, AID, IUI, IVF or ICSI as the case may warrant,
based on
diagnostic evidence.

2' Andrologist- MCh (Urology)/ DNB (urology)/ MS (general surgery with two years
of experience of working in infertility clinic)

a' An individual may act as an andrologist

for more than one clinic but

each

clinic where the andrologist works must own responsibility for
the andrologist
and ensure that the andrologist is able to take care of the
entire work load of

3'

the clinic without compromising on the quality of service.
Radiologist
MD Radiology with two years of experience

-

of working with ART

clinics.

4. Pathologist - MD pathology.
5. Anaesthetists - MD Anasthesia.

6'

Clinical Embryologist- MBBS with a post-graduate degree or
a doctorate in an
appropriate area of life sciences or B.Sc or B.vSc degree
but with at least five years
of first-hand, hands-on experience of the techniques mentioned
belowa. Cell biological techniques used in cell and tissue culture.

b.

Molecular biology and genetics of human reproduction

c' Micromanipulation of sperm and oocytes for carrying out ICSI and single-cell
biopsies of embryos for preimplantation genetic diagnosis.
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d. In vitro fertilization of oocytes after processing the gametes
e. principles and practice of embryo freezing.

f'

.

To perform all the procedures pertaining to processing,
handling and culturing
of gametes and embryos in the laboratory and hand over the embryo
to the
gYnaecologist'

"*;$l*Wse'ors-

a. A

person who has at least a degree (preferably a postgraduate degree) in
Social Sciences, Psychology, Life Sciences or Medicine, and a good

knowledge

of the various

causes

of infertility and its social and gender

implications, and the possibilities offered by the various treatment modalities.
should be considered as qualified to occupy this position.

b.

An individual may act as a counsellor for more than one clinic but each clinic
where the counsellor works must own responsibility for the counsellor and
ensure that the counsellor is able to take care of the entire counselling load

of

the clinic without compromising on the quality of the counselling service.
Programme co-ordinator/director-

a.

The programme co-ordinator/director should have a post-graduate degree in
an appropriate medical or biological science. In addition, he/she must have an
experience of minimum 3 years in ART.

b. The programme

co-ordinator/director should

be able to coordinate

the

activities of the rest of the team and take care of staff administrative matters,
stock keeping, finance, maintenance of patient records, statutory requirements,
and public relations.
9.

Other Staff

-

Paramedical staff like Nurses, lab technician, OT Technician, and
Pharmacist should be employed as per load of ART center. Non paramedical staff like

receptionist, ward boylaya, housekeeping

staff driver, security etc. should be

adequately deployed.

cod. of P"u.ti."" Ethi"ul cor.id""ution. uod L"gal I.r,r"t
"The empanelled centers shall abide by extant laws and directions of State Health Agency issued from
time to time at all times."

List of Legal Requirements-

Name of approval

State Hea lth Age ncy, Ayush ma n Bha rat,,N ira maya m,,

Issuing Authority

PAN card

M

Separate PAN number

Building plan approval

M

Municipal Commissioner/
Executive Offi cer Panchavat

D

Occupancy certificate

Municipal Commissioner/
Executive Offi cer Panchavat

D&Otradelicence

M

Municipal Commissioner/
Executive Officer Panchavat

Fire dept clearance certificate

M

Fire Services Authority

ART Centre Registration

M

CM&HO

PCPNDT act Registration

M

CM&HO

Approval for DLC for MTP

M

CM&HO

Pharmacv license

M

Director Drug Control
administration (DCA)

Transplantation of human

D

organs registration certification

Director of Medical Education
Committee

M

Pollution Contrbl Board

Reg certificate of Ambulance

M

Regional Transport Authority

Licence for surgical spirit

M

Excise Authoritv

Licence for morphine

M

Excise Authoritv

Licencefor opium

M

Excise Authoritv

Bio medical waste management

M

Authorization of Pollution

Pollution control board
certificate

as per rules

Control Board

License to operate

lift in ART

center
Agreement with CWTF for
management of

BMW
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Institutional Ethics Committees
Each ART clinic

of Levels IB,2 and Level 3 must have its own ethics committee

constituted according to ICMR Guidelines, comprising reputed ART practitioners, scientists who

are knowledgeable

in

developmental biology or

in clinical embryology, a social

scientist, a

member of the judiciary and a person who is well-versed in comparative theology. Should the
local ART clinic have difficulty in establishing such a body, the state accreditation authority
should constitute such a body, co-opting a representative of the ART clinic.

Medical Record Department
Patient care

a. essential details of the patient's records
b. history of the cause of infertility as diagnosed

c.

earlier

Record related to the consents given by the patient.

d. results of new diagnosis if relevant
e. the treatment option best suited for the patient

f.

the treatment carried out and the outcome of treatment, and follow-up

g.
h.

adverse reaction to drugs

Record of all the procedures carried out in the laboratory

i.

Records of

if any

DNA fingerprinting (if done)

k. Transfer/referral slip (for patients that will be transferred or referred to another health facilitv)
Waste Management Services:

.

Segregation, collection, transportation, storage and disposal of biomedical waste shall
be as per Bio medical waste handling rules 2016.

o

Waste management guidelines shall be followed in the case of Mercury

& other toxic

materials as per applicable local laws.

o

Segregation, collection, transportation, storage and disposal of general waste shall be
as per applicable

local laws
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Evaluation of ART Centers
After the online application is received the following will
be the points for evaluation of the Infertilitv
Center by the inspecting team

Criteria, Sub- Criteriu

ART Center attached with hospital
ART Center attached with NABft ftospital
ART Center attached wi*r noinni Ctinic

ARTCenterattachedwiffi
Criteria, Sub- Criteria
Gynecologist- (01)

Full Time

I Qualified Nurse
I Qualified ART Technician
Data of ART Performed in last 3 vears

No. of patients heated through
Total number of patients

aRf

motffi

Total number of patients moreJh=anJ0O

Is the institute using a

sot*ffi

ls the center enrolled in

an@
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Out of the total 150 points the hospital must obtain at least 90 points for qualifring
for the empanelment.
The recommendation ofthe inspecting committee will be final.

Recommendation by the Inspecting Committee-

l.

Does the hospital

fulfill all the criteria for empanelment

under Ayushman Bharat .T.{iramavam,,

YAI?

2.

can the hospital be empaneled under Ayushman Bharat ,Niramayam,

Name ofthe Inspecting Commiffee Members with Signature_

Remarks-

Date of Inspection-
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