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1. Guidelines for registration of centre

Section 18(1) of the PCPNDT Act states that "No person shall open any
Genetic Counselling Centre, Genetic Laboratory or Genetic Elhjj: including
¢linic, laboratory or centre having ultrasound or imaging machine ui scanner or
any other technology capable of undertaking ditermination of sex of foetus and
sex selection or render services to any them after the commencem of the Pre-
natal  Diagnostic  Technigques (Regulation and prevention pf misuse)
Amendment Act, 2002, unless such centre, laboratory or clinic is duly
registered under the Aet.”

The registration s binding on government and semi igmremmml
inatitutions, whether nrivately or publicly owned. There is no exemption for any
institution on the grounds of it being under Central, State or Local Ciovernment
o on the basis of it being a charitable or cooperative organization or any other
grounds.

The applicant has to submit an application in duplicate in the prescribed
fiom A to the appropriate authority along wits the necessal fees. The
acknowledgement shall be given to the applicant.

Applications doctor ghould submit Copy of Certificates, Latest MMC
Registration Certificate, Affidavit, Copy of any one of the Identity xum Address
Proof like Aadhar Card, Passport, MMC 1D Card ete. Documents to
Appropriate Authority,

Owner also submits Affidavit, Identity cum Address Proof as above only
if the Owner is not Doctor from the above as documents.

Regarding the place the applicant should submit following documents
Agreement for Sale, or Leave and Licence Agreement, or Lease Agrecment, or
Letter from Builder or Letter from the Society and Simple Line Diagram of the
Layout of the Place with marking of the Placement of the Mm:hm%

The registration certificate for the place should be issued imitially without
Machine Details as it is required at the time of placing r and before
Delivery of the Machine. Once the Machine is ready for Delivery, the Machine

" Make, Model and Serial Number should be appended/entered in the Cestificate)




As per code of conduct for AA rule 18 A the appropriate authority shall
Brant regisiration or cornmunicate rejection within 70 days of from the date of
receipt of the application,

1.1 Gaideline for reneval of the centre

The application can be taken at least 30 Days in advance from the date of
expiry of the present Certificate. The date of validity of renewed Registration
Certiticate will be effected in continuity of the date of expiry of the current
certificate irrespéctive of the date of issue of the Renewed Registration
Certificate. However, it the Renewal Certificate is issued after the validity date
of the current Registration Certificate. then the validity will start from date of
issue of the Renewed Certificate. Copy of Current Certificate, Prescribed Fees,
Latesi Maharashtra Medical Council Certificate, should be submitted with
renewal application from A,

As per code of conduct for AA rule 18 A in the event of tailure of the
anproorizte authority tc grant renewal of registration or communicate rejection
within 70 days of from the date of receipt of the application, it shall be deemed
that registration has been renewed.

DEEMED RENEWAL: Renewal will be considered as Deemed Renewal if the
applicant is not informed of reason for the rejection within 70 days of the
application.

1.2, Guidelines for Addition/ Deletion of Doclor ! Machines/Place

As per Rule 13substituted by G.S.R. 109 (E) dated 14722003 (W.e.f
5/6/2012), It is said that "every Genetic Counsel Centre/ Genetic Laboratory or
Genetic Clinic shall intimate every change of employee, place, address and
equipments installed, to the Appropriate Authority (at least 30 davs in advance
of the excepted dateol such change and seek re- issuance of certificate of
registration from the Appropriate Authority, with the change duly
incorporated)”, -

1.3. Addition/ Deletion of Doctor in registered centre

The owner of the clinic as well as the doctor whose name has to be
included will have to submiit an application for addition of the name.




The necessary documents for addition of new doctor's name are &3

follows. |

Joint Application of the Owner and the Doctor

Affidavit of the Doctor whose name has to be added

Copy of the Qualification Certificate

Copy of the latsst MMC Registration Certificate

. Any one of the 1D cum Address Proof of the Doctor — Aadhag Card or
Passport or MMC issued [ Card or any other Valid Photo 1D guim
Address Proof

6. Copy of the PUPNDT Registration Certificate.

. Uriginal Certificate for the necessary changes. A certified copy of the

Certificate should be issued to the Owner for records till the driginal is

returned.
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For Deletion of Doctors name application should be submitted to
Approprigte Authority by the doctor and the owner. (Owner should submit
separate application)

Required documents to be submitted for deletion of name of docior are as
follows.

| Application of the Doctor whose name has to be deleted with
dcknowledgemeant from owner

- Application of the Owner

. Copy of the Registration Certificate

. Original Certificate for the necessary changes. A certified copy of the

Certificate should be issued to the Owner for records till the briginal is
returned.

R T

1.4. Addition / Deletion of Machine

The owner should submit an application for delivery of mackine in
registered premises. The details of machine e.g. make, model, seridl Number
shall be entered in the remstration certificate.Following are the doguments
required for addition of machine.




|- Appiication of the owner for addition of machine

2. Copy of the Invoice

3. Copy of the Registration Certi ficate of the Seller

4. Cory of the Registration Certificate of the Owner

5. Original Certificate for the necessary changes. A certified capy of the
Certificate should be issued to the Owner for records till the original is
refurmed,

If the ownér wants to delele the machine (sale of machine) from
registered centre he should submit an application for deletion with all the details
af the machine 1o the Appropriste Authority. Further Appropriate. Authority
should issue no objection certificate cum certificate of deletion of machine fram
registration certificate, The sold machine should be physically remove from the
registered premises within 7 days of receipt of no objection certificate cum
certificate of deletion of machine, Following are the documents required for
deletion of machine:-

Intimation Letter of Sale of Machine

Application for Deletion of Machine

Copy of the Sale Letter

Copy of the Registration Certificate of the Seller

Copy of the Registration Certificate of the Purchaser

Capy of Photo IL cum Address Proof of the Purchaser

Original Certificate of Seller for the necessary changes. A certified copy
of the Centificate should be issued to the Owner for records till the
original is returned.
8. Delivery Challan cum Letter of Possession by the Purchaser should be
submitted within 7 days of the Delivery of the Machine to the purchaser.

1.5. Change in Place

T W e

The owner of the clinic as well as the doctor should submit an application
mentioning the change of place and details of new address.

The necessary documents for change of place are as follows.

1) Application of the Ovwner.




2) Copy of the PCPNDT Registration Certificate. |
Agreemen! for Sale, or 2) Leave and Licence Agreement,
Agreement, or 4) Letter from Builder or 3) Letter from

eic.

Placement of the Machine.

3) Place : Proof of the Address of the Place of Registration like 1)

or 3) Lease
the Society

4) Simple Line Diagram of the Layout of the Place with marking of the

Whenever there is change in place/personfequipment is effected then no
new registration certificate is to be given. Also no Fees is chﬂrgcabl*:.
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2. Guideling for Demonstration of USG Machine

There is no provision in Act regarding  demonstration of machine
however, MOHFW, Government of India via GR dated 14th May, 2015 (No.
V.11011/05/2013-PNIT.) Has provided clarification for procedure to follow
demonstration / display of ultrasound / imaging machines. For display in a
scientific exhibition the organizing body should take permission from the
District Appropriate Authority specifying the details of the machine. District
Appropriate Authority should ensure that these machines are not used for live
demonstration and the organizing body has to take all responsibilities for any
violation under PCPNDT Act.

* District Appropriate Authority may grant permission for education / training
or display of diagrostic technologies as prescribed below.

1) For display at scientific exhibition, the organizing body should take
permission from (he District Appropriate Authority for the display of
diagnostic technologies / equipment specifying their details, DAA should
eisure that these diagnostic technologies are not used for live
demonstration and the organizing body has 10 1ake all responsibilities for
the violations under the PC & PNDT Act, 1994, if Any.

2) For live demonstration at workshops and conferences, permission should
be granited only when these diagnostic technologies are demonstrated in
registered facilities under the PC & PNDT Act. 1994 with transmission
facility for viewing by the delegates, Along with the request by the
orgunizing body the details of the diagnostic technologies / equipment
used in the workshops / conferences and list of experts / professional
demonstrating technologies along with qualifications must be submitted,
The registered facility that provides its premises for same should also
ntimate to their respective District Appropriate  Authority with all
information pertaining to the equipment used and experts { professional
demonstrating technologies. In all live demonstration and conferences
Appropriate  Authority should ensure that all the record under the
provision of the PC & PNDT Act are maintained and preserved.

Documents required while submitting the application regarding
demonstration are as follows:-

1. Application of the Vendor / Company




Lo

|
!
2. Application of the COwner |
3. Copy of the Registration Certificate of Vendor / Company
4. Copy of th= Registration Certificate of the Clinic ‘

For demonstration of machine at registered centre similar procedure
should be followed like mentioned above in para 2 like request form the centre,
details of the machine and record keeping under the provisions of LI:!_:*: act.

No fees shall be charged for permission to demonstration. ‘




3. Guidelines Regarding Display of Notice/

Certificate

All the notices / registration certificate of the doctors and the copy of Act
book should be available in clinic. Display a notice should be put up
prominently in waiting room and sonography / examination room of the clinic.
Displaying notice board format should be maintained as per circular. The notice
should be in two languages-One in Marathi and Second in English. Size, Colour
and Font of the notice should be such that it can be read easily at a distance of
three feet. A display notice of routine timing of availability of the individual
doctors should be displaved in waiting the room. Certificate of PCPND1
Regisiration should be displayed in waiting room and examination room.
Machine registration number (MRC) should be displayed on the sonography
machine and certificate should be made available for imspection on demand.
Latest / amended copy of PCPNDT Act should be made available in above
mentioned two languages and on demand should be made available to the
patient.




4. Guideline for Record Keeping

4.1) Register to be maintained as per Rule 9(1): -5 Column Register should
be filled up for the all the patient whose form 'F' has been filed while doing the
obstetric Sonography . (Format Attached).If the date of first examigation in the
same clinie is not avedlable or cannot be confirmed for any reason, then the date
of present examination should be entered. 5 Column register should always be
updated and register should be numbered in monthly repetitive pattem. Number
of the Entries in 5 Column Register should be equal to the numbér of patients
reported in the Monthly Report.

4.2) Records of documents to be maintained by registered sonography
centre as per Rule.

As per Section 29 it clearly mentioned all other document required to be
maintained under this Act & AA has powered to search and seize tecord as per
Section 30 and it is mentioned in that AA examine any mclrd. register,

document, book, par phlet, advertisement or any other material object.

4.3) Referral / Requisition Letter:-The format of the referral slip 15 not given
in the act. However 3 requisition slip from the referring doctor is required for
Obstetric' Sencgraphy that is sonography for evaluation of Gestation Sac /
Embryo / Fetus. All the documents in single or combined form which can prove
[dentity and Address of the referring doctor’s name and/or designation should
be preserved.Indication for the study should be mentioned on the referral slip.
In cases where the ‘ndication is not mentioned on requisition slip, to avoid
hardship to the patient, the doctor performing the sonography|examination
should use his/her clinical judgment-and mention the indication ip Form F. In
such cases, the doctor performing the Sonography Examination should also
make note of non aveilability of the indication on the requisition slip and sign it.
In situations, where patient is not able to produce requisition slip of a referring
treating doctor, the dactor performing the sonography keep notes for the reason
for doing sonography i.e. “Self Referral”. Such requisition ship shn_hld be signed

by the patient also. Clinical note/record must be kept by Rﬂdi[}iﬂgﬂ’t it should be
maintained.

L5




4.4) Information to Be Collected from Clinies: - All the relevant data
pertaining (o Obstetric Sonography of a Pregnant Patient is filled in Form F and
is submitted at the Online Portal of the Government of the Maharashtra. Any
Statistical Analysis of Submitted Data should be procured by the Appropriate
Authority from the Online Siteln case of any difficulty, or where such
information is not available to the Appropriate Authority, the Online Site
Administrator should be contacted by the Appropriate Authority throuph Stute
Appropriate Authority. In cases where any information relevant to Obstetric
Sonography is not submitted online, the Appropriate Authority can seek the
mformation, in writing, from the Clinic. Written letter by the Appropriate
Authorityshould be given to seek particular information from the sonography
Cenires,

4.5) Errors of Data Entry at Online Portal: -All the information of the Form
F should be submitted Online correctly and within the stipulated time frame. All
efforts shall be made to minimize the errors. However, when some mistake or
error happens in such case clinic Owner or Doctor should inform in writing and
under stamped acknowledgement or by email within 24 howrs to the concerned
Appropriate Authority or Designated Authority and State Appropriate Authority
clearly mentionmg all the details of mistake or error. Reason for the error or
mistake should also be mentioned wherever applicable. A copy of the such
letter should also be sent by email on the email address provided on the Online
Site. The error report should indicate Name of Patient, Date of Examination,
Nature of Error, and the Correction needed. A print out of the sent email to AA
and state PNDT cell should be filed along with the Form F of the particular
Patient for record keeping and future reference. The documents required are as
follows:-

1. Letter of Error/Mistake Reporting.

2, Stamped Acknowledgement of the Letter.
3. Email to the Online Site.

4, Printout of the email.

10




5. Guidelines for Maintenance of Inventory
3.1) Machine which can be keptin Sonography Centres:- |

The Sonography Centres should have only those machines 'Ir-.-hi-:h have
been endorsed in the registration certificate. Tn any case where a machine has
been Sold or Transferred Out or Shifted Out or Disposed OFf as Serap, its entry
should be deleted from the PCPNDT Registration Certificate. In ¢dse where a
Mew Machine has been Purchased or Shifted In oy Transterred ln'. its details
should be enterad in the PCPNDT Certificate. In this case the owner / doctor of
centre should inform the AA. The appropriate authority shall take a note and
update the details & endorse on Registration Certificate.

The documents requited are as follows:-

| Deletion of from Cartificate the details of Machine that has been Sold or
Transferred Out or Shifted Out or Disposed off.
1. Addition in Certificate the details of Machine that has been acquired by
Purchase or Transfer or Shifting.

5.2) Use of Portable Machines: -As per Rule 3(B) provisions of regulation of
partable machine are provided in PCPNDT Rule. A sonography maghine needs
lo be registered in the Certificate of Registration. Such Portable Machine shall
not be taken out of the Geographical Location of the Registered Premises of the
Climie or Hospital. In case of the Hospital, the machine ean be used in any of
the location of the Hospital Building, but cannot be used outside the hospital,
but the hospital premises should be registered. In case of a Registered Maobile

Init, the Machine cannot be used outside the registered mobile un]lt- Portable
machine of any make and model are permitted to be registered, but their use
shall be limited withir the registered premises/hospital. The documents required
are as follow:-

1. Details of the Sonography Machine.
2. Details of the Geosgraphical Location of the Registered Clinic orH aspital.
. Details of the Mchbile Unit.
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5.3) Sale of Ultrasound Machine from one Registered Centre to another
Registered Centre: -

Sale of Ultrasound Machine from one registered centre to another registered
is possible as per GR Dated 01 July, 2016 Wrad 93935 F. 9= -30 8 3/0F,
3ot/ . wrEataE AT FEeT, S, H59e (1o find GR please see website
www.maharashtra.gov.in & their code no. 15 201606241313416617 )




6. Guidelines regarding New Procedure or New :hule or

Implementation of New Proposal

As per Rule 18(A) (9) it is mentioned that "All the Appmpria;jﬁuthmilj:s
including the state, district and sub- district notified under the
shall observe the following conduct of accountability namely:- |

t inter alin,

|} Obtained prior sunction or approval of the Government of India for any
resolution concerning the implementation of the provision of the Ac :

2) Take action if any, required under the Act and immediately on réceipt of the
notice under clause (b) of sub section (1) of Section 28 of the Act tind if he or
she fails to do so shall not be entitled for the protecion under He::ti?n 31 of the
said Act and defend the case in his or her own capacity and at hizlor her own
cosl. "

Whenever any Appropriate Authority wants 1 make a new procedure or
comes up with a pew proposal, the same shoild be submittdd 1o State
Appropriate Authority for approval. A study reporl iegarding need, validity and
feasibility of the proposal shall be submitted to the State Appropriaté Authority,
The State Appropriatz Authority shall put the proposal with its obsgrvations to
the State Advisory Board and State Supervisory Board for approval, On
approval from the State Advisory Board and State Supervisory [Board, the
proposal shall be ‘submitted to the Central Supervisory Board and Central
Advisory Board for approval. On approval of the Central SUFHZIJ\'{SDIT and
Central Advisory Boards, the proposal shall be uniformly implemanted in the
whole state by issuing a Government Resolution senetioned by remor and
published in the State Gazette.

13
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7. Functicus of the Appropriate Authorities

#) to grant, suspend or cancel regstration of a Genetic C ounselling Centre,
Genetic Laboratory or Genetic Clinic,

b) to enforce standards prescribed for the Genetic Counselling Centre, Genetic
Laboratory and Genetic Clinic.

e} to investigate complaints of breach of the provisions of this Act or the rules
made thereunder and take immediate action and

d} to seek and consider the advice of the Advisory (Committee, constituted
unider sub- section($), on application for registration and on complaints for
suspension or cancellation of registration.

¢} to take appropriate legal action against the use of any sex selection or pre-
natal determination of sex.

f) to create public awareness against the practice of sex selection or pre-natal
determinstion of sex.

g} to supervise the implementation of the provisions of the Act and rules.

h) to recommend to the Board and State Boards modifications required in the
rules in accordance with change in technology or social conditions.

i) to take action on the recommendations of the Advisory Committee made
after investigation of complaim for suspension or cancellation of
registration.

Powers of Appropriate Authority

a) Summoning of any person who is in possession of any information relating
to violation of the provisions of this Act or the rules made thereunder.

b) Production of any document or material object relating to clause (a)

¢) Issuing search warrant for any place suspected to the indulging in sex
selection technigues or pre-natal sex determination and

d) Any other matter which may be prescribed.

14




8. Clarifications about Advisory Committees

|
Assistance to be rendered by the Appropriate ~uthority to rh'.. Advisory
Committec:-

L) Every meeting of the Advisory Committee shall be atterided by the
Appropriate Authority concerned.

2) All secretarial and other assistance to the Advisory Committes for the
discharge of its functions shall be provided by the Apnrupriulﬁl Authority.

3) The Appropriste Authority shall issue the rotice of mcc&}ug agenda,
. notes on agenca and the minutes of the meelng, in f:unsujtmi__un with the
Chatrman, subject to the provisions of Rules 5, 6, 7and 12. |

Decisions on questions before the Advisory Committee:-

1) The advice tendered by the Advisory Commitree shall be adopted, and in
the event of any difference of opinion amongst the members] the matter

shall be put to vote and decided by simple majority of the members
present.

<) The Appropriate Authority shall not have a right to vote.

3) In the event of tie in viotes, the chairman or m his absence. tlhe: member
presiding shall have a second or costing vote,

e 4) The fact of anv question having been decided by the process of voling
instead of by adoption shall be recorded in the minutes of that!meeting of

the Advisory Committee. |

15
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