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-

Insurance Regulatory and Development Authority of India
3rd Floor, Parishrama Bhavan, Basheerbagh,
HYDERABAD 500 004

Ref: IRDA/HLT/REG/CIR/150/07/2016 29" July, 2016

To

The Chairman-Cum- Managing Directors/Chief Executive officers of

Life Insurance Companies, General Insurance Companies & Health Insurance
Companies

Madam/Sir,

Guidelines on Product Filing in Health Insurance Business

The Health Insurance Regulations, 2013 are now replaced by IRDAI (Health
Insurance) Regulations, 2016 which were notified on 18" July, 2016. In terms of
various provisions of the said Regulations, the Authority hereby issues these
Guidelines on product filing procedures for products relating to Health Insurance
Business for compliance by all Insurers and TPAs, as may be applicable.

Yours faithfully,

(Yegnapriya Bharath)
Joint Director - Health

Page 2 0of 110



INDEX

Sl Item Page No
No
1. | Preliminary: Introduction; Objective; Applicability etc 4-6
2. | General Provisions 7-15
3. | File and Use Procedure 16-22
4. | Use and File Procedure 23-26
5. | Additional guidelines on Group Insurance 27-28
6. | Guidelines on Withdrawal of Health Insurance 29-30
Products
7. | Guidelines on Wellness Features/Benefits 31-32
8. | Schedule — 1 - Definitions 33
9. | Schedule - 2 - Customer Information Sheet 34-37
10 Forms and Formats for Application and related 38-107
documents for File and Use Procedure and Use and
File procedure (Annexures 1 to 7)
11.| Furnishing of Information (Annexures 8 to 10) 108-110

Page 3 0of 110




CHAPTER I: PRELIMINARY

1. Introduction:

The File and Use Guidelines and other procedure for product clearance in respect of
health insurance business have evolved over time and those currently in vogue were
enunciated in the Health Insurance Regulations 2013 as well as in the Circular on
Standardization Guidelines for Health Insurance bearing Ref
IRDA/HLT/CIR/036/02/2013 dated 20" February, 2013 and amendments thereof.
The Health Insurance Regulations, 2013 are now replaced by IRDAI (Health
Insurance) Regulations, 2016 (hereafter referred as HIR, 2016) which were notified
on 18" July, 2016. In terms of various provisions of the said Regulations, the
Authority has to specify certain Guidelines for compliance by all Insurers and TPAs,
as may be applicable.

The objective of this circular is to specify the Product Filing Guidelines which consist
of File and Use and Use and File Procedure, Guidelines on Withdrawal of Products,
Group Insurance and wellness features /benefits and also set out other related
regulatory requirements that every Insurer shall comply with.

2. Applicability:

Unless otherwise specified in the provisions of this Circular, this circular is applicable
to all Life, General and Health insurers carrying on health insurance business in
India, registered in accordance with Section 3 of the Insurance Act 1938, (herein
after referred as Insurers).

3. Legal and other provisions:

3.1  This circular is issued under the provisions of Section 34 (1) of Insurance Act,
1938 and under the powers vested in Regulation 2 (i) (0) of IRDAI (Health
Insurance) Regulations, 2016.

3.2  The periodicity of the data or information to be furnished to the Authority, if
any, shall be as mentioned under the respective Chapters in this circular.

3.3 Norms to be followed by all Insurers while filing Health Insurance products
under File and Use application are prescribed in Chapter Il of this circular.

3.4 Norms to be followed by General Insurers and Health Insurers while
launching Group Insurance Products under Use and File Procedure are prescribed
in Chapter IV of this Circular. (This is not applicable to Life Insurers.)

3.5 Certain additional Guidelines on Group Insurance Policies are specified in
Chapter V of this Circular.
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3.6 Norms to be followed while withdrawing products are specified in Chapter VI
of this Circular. These are not applicable to Life Insurers.

3.7 Guidelines to be adhered to by all Insurers while offering wellness features as
part of Health Insurance Policies are specified in Chapter VII of this Circular.

3.8 Formats relating to File and Use, Use and File, Withdrawals etc. are attached as
Annexure 1 — 7 of this Circular.

3.9 Returns to be filed by all Insurers specific to Government Schemes, Group
Insurance and Pilot Products are prescribed under Annexure — 8 to 10 of this
Circular.

4, Effective Date:

The provisions of this circular shall be applicable with immediate effect or as
specified in the respective provisions hereunder. The norms specified in these
guidelines shall be applicable to all Individual products filed with the Authority under
File and Use Procedure subsequent to the notification of these guidelines and all
products launched under Use and File procedure in respect of Group Insurance
Policies, including Government Schemes.

5. Abatement of all previous circulars and quidelines:

This circular is to be read in conjunction with the relevant provisions of the Health
Insurance Regulations, 2016 and supercede the previous Circulars and Guidelines
relating to File and Use procedure and other applicable guidelines for clearance of
products in respect of Health Insurance Business (as defined in the Act) offered by
Life Insurers, General insurers and Health insurers.

6. Definitions:

a) The words or expressions used herein and defined in the Insurance Act, 1938
and Amendments thereon, the Insurance Regulatory and Development
Authority Act, 1999 and the Regulations notified thereunder shall have the
same meaning as assigned to them in those Acts.

b) For the purpose of these guidelines certain terms shall have the meaning
assigned as per glossary in Schedule-l unless otherwise specified or the
context otherwise requires.

7. Filing Process:

While insurers shall follow the procedure and documentation specified herein for
File and Use’ and ‘Use and File’ and use the Application Formats specified in these
Guidelines, they shall ensure that internal verification is independently carried out by
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their compliance Department and file the certifications prescribed under these
Guidelines with IRDAI.
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CHAPTER ll: GENERAL PROVISIONS

1. Board approved Underwriting Policy:

a) Every Insurer must file its Board approved Underwriting Policy for Health
Insurance Business giving details for Health, Personal Accident and Travel,
as may be applicable.

b) The Insurer shall ensure that the Underwriting Policy reflects its underwriting
philosophy.

c) The Insurer shall also ensure that product design, rating, terms and
conditions of cover and underwriting are at all times consistent with the Board
approved underwriting policy.

d) Any changes in the underwriting policy shall be approved by the Board
recording the reasons for the change and the same shall be submitted to
IRDAI within 30 days from the date of such approval.

e) It must be ensured that the impact of such changes on the existing products
is taken care of. If such impact warrants a change in the existing products, the
insurer may decide to withdraw or file such products duly modified.

Explanation: In respect of General Insurers and Life Insurers, where the
Underwriting Policy approved by the Board is in respect of all lines of
business, it shall consider the above factors while detailing the underwriting
policy for Health Insurance Business.

2. Role of Product Management Committee (PMC) (Not applicable to Life
Insurers):

Please refer to IRDAI ‘Guidelines on Product Filing Procedures for General
Insurance  Products’ ref. no. IRDAI/NL/GDL/F&U/030/02/2016 dated
18" February, 2016. In terms of the same, every general insurer (other than
stand-alone health insurers) shall have to set up the Product Management
Committee (PMC) as stipulated and carry on the role prescribed. In respect of
products falling under Health Insurance Business, the PMC shall also assume
the additional role as stipulated hereunder. As far as stand-alone health insurers
are concerned, they shall also set up a Product Management Committee (PMC)
in accordance with the norms specified in the Circular dated 18" February, 2016
referred above.

In addition to the functions specified in the above referred Circular dated
18" February, 2016, the PMC shall carry out the following functions in so far as
Health Insurance Business is concerned:

The Committee shall put in place a Product Management Policy (in line with
the Underwriting Policy) for Health Insurance Business. The within referred
policy shall, inter alia, include aspects of reviewing products to avoid
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VI.

duplication or having multiple number of similar products; annual plans at the
beginning of each financial year for filing of new products and modification of
existing products; launching of products cleared under the File and Use
procedure/ Use and File procedure as stipulated in these Guidelines;
designing and filing of pilot products, if any and any other matter relating to
product design and performance.

PMC shall carry out a due diligence process and record its concurrence/sign
off on various product related risks for all product filings under File and Use,
including Pilot products, if any, before any application for an insurance
product is sent to IRDAI for approval under the File and Use procedure.

As far as products under the Use and File category are concerned, subject to
the norms specified under these Guidelines, these shall be approved by the
PMC which shall ensure that the products comply with the various stipulations
relating to products enunciated in the various applicable provisions of law,
rules, regulations, guidelines and other applicable regulatory framework
including the Use and File guidelines stipulated by IRDAI from time to time.
The Board of the insurer may, however, delegate the day-to-day
responsibilities relating to product designing, responding to IRDAI's queries
etc to any of the Key Persons of the Company in accordance to the provisions
of Annexure — 4 Guidelines for Corporate Governance for Insurers in India
Ref No. IRDA/F&A/GDL/CG/100/05/2016 dated 18™ May, 2016.

The Committee shall hold its meetings at least once in a Quatrter.

The minutes of the meetings of the PMC shall be maintained for a minimum
period of five years and the Authority reserves the right to call for the minutes
of meetings of the PMC at any time.

. The Proposal Form:

() The following are hereby prescribed in respect of the Proposal Form used
for individual health insurance products offered by all Insurers:

a) Insurers shall ensure that every Proposal Form used for any of their
health insurance products is filed and approved under these
guidelines.

b) Every Insurer shall file the proposal form(s) by giving a Unique
Reference Number to each. Insurers may use the same proposal form
approved by the Authority under these guidelines for any number of
products by duly mentioning the Unique Reference Number of the said
Proposal Form in the relevant File and Use Form. It would not be
necessary to file the form each time.

Explanatory Note: The Unique Reference Number referred
herein shall be allotted by the Insurer and it shall be Proposal
Form specific Unique Reference Number.

c) Where any changes are required to be effected to suit the product or
underwriting requirements etc., Insurer shall file such specific Proposal
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d)

f)

9)

h)

)

Form either while filing such product or separately and the same shall
be given another Unique Reference Number.

Insurers shall maintain a record of the Unique Reference Number
allotted to each proposal form and the products for which the said
proposal form is used.

Every proposal form used along with the unique reference number and
the name of the product for which the form is used shall be disclosed in
the respective websites of the Insurers.

There shall be a provision to capture the declarations or confirmation
by Insurance Agent or the Intermediary explaining the product
suitability to the prospect as well as the prospect’s or policyholder’s
declaration or confirmation with regard to the understanding of the
features. Where the proposer is illiterate or signs in a language
different from that of the language of the proposal form, there shall be
a provision which states that the details are explained to the proposer
along with the signature of such person who has explained and the
thumb impression / signature of the proposer.

Where the policies are procured in electronic form, there shall be a
procedure to elicit and capture the information required to underwrite
the policy. The information captured under the electronic form shall be
made available to the customer or the prospect as per extant
Regulations or Circulars or Guidelines issued by the Authority, as
applicable, in this regard.

No Insurer shall, as part of the proposal form, call for or capture any
personal information relating to the policyholder that is not relevant for
considering the proposal for granting insurance sought or servicing of
claim under such policy.

No Insurer shall share any data pertaining to the policyholders
collected as part of the proposal form with any third party except to any
Government or statutory authority or as may be directed by the
Authority or as per any regulatory framework put in place by the
Authority.

The standard declarations in the proposal form shall be:

1. | hereby declare, on my behalf and on behalf of all persons
proposed to be insured, that the above statements, answers
and/or particulars given by me are true and complete in all
respects to the best of my knowledge and that | am authorised
to propose on behalf of these other persons.
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2.

(11

| understand that the information provided by me will form the
basis of the insurance policy, is subject to the Board approved
underwriting policy of the insurer and that the policy will come
into force only after full payment of the premium chargeable.

| further declare that I will notify in writing any change occurring
in the occupation or general health of the life to be
insured/proposer after the proposal has been submitted but
before communication of the risk acceptance by the company.

| declare that | consent to the company seeking medical
information from any doctor or hospital who/which at any time
has attended on the person to be insured/proposer or from any
past or present employer concerning anything which affects the
physical or mental health of the person to be insured/proposer
and seeking information from any insurer to whom an
application for insurance on the person to be insured /proposer
has been made for the purpose of underwriting the proposal
and/or claim settlement.

| authorize the company to share information pertaining to my
proposal including the medical records of the insured/proposer
for the sole purpose of underwriting the proposal and/or claims
settlement and with any Governmental and/or Regulatory
authority.”

Norms for Proposal Forms for Group Health Insurance Products

offered by General and Health Insurers:

Every proposal form used for Group Health Insurance Products
shall carry a Unique Reference Number allotted by the Insurers.
The Unique Reference Number allotted shall be mentioned in
the said proposal forms.

Insurers shall comply with Clause (3) (1) (d), Clause (3) (1) (e),
Clause (3) (I) (i) and Clause (2) (I) (j) referred above. Insurers
shall put in place procedures to collect the information relating
to the Group from the Group Organiser or the Master
Policyholder in the concerned proposal form/form for members
as may be the case.

(I The norms specified under this chapter shall be prospectively
applicable after the date of notification of this circular to all the
Individual Products filed under File and Use norms and Group
Insurance Products launched under Use and File.
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(IV) Notwithstanding what is stated in these Guidelines, every proposal
form shall comply with all other applicable provisions of Rules and/or
Regulations.

4. Designing of products:

All Insurers shall put in place procedures to comply with the following norms
while designing products.

i.  Every product shall comply with the provisions of Insurance Act, 1938, IRDAI
(Health Insurance) Regulations, 2016 and all other applicable regulations and
guidelines notified by the Authority. The terms and conditions of the contract
shall also be in compliance with other applicable laws, if any.

ii.  The design shall be based on sound and prudent principles.

iii.  The endeavour shall be that the product meets the broad insurance needs
of the targeted market segment, the pricing is fair to the customers and the
product is viable and self-sustainable for the Insurer.

iv.  Pricing shall be based on appropriate and reliable data. The reasonableness

of the pricing arrived at shall be presented to the PMC by the Appointed
Actuary with regard to the financial sustainability and viability of the product
as to the rates, loadings, guarantees and discounts, and the accuracy of the
assumptions underlying the pricing model adopted.

v. While designing the product, following shall be documented and submitted to
the PMC:

a. complete pricing details including the methodology adopted to arrive
at the premium, together with the data sources utilized,

b. assumptions made shall include the expected claim frequency and
claim severities across age bands, expected expenses, lapse rates
etc;
specific loadings, if any, allowed,;

d. the profit margin at various model points or the expected loss ratios
and the expected combined ratios at various model points across the
entire portfolio;

e. the underwriting capacity required for the product and the actual
capacity available with the insurer;

f. the retention capacity to manage the business

g. internal capacity building measures, if any, required to offer the
proposed product

(i) and any other relevant metric for the product proposed.

vi. Applications for revision of premium rates shall also be submitted to PMC
before filing with the Authority for approval under the Product Filing
Guidelines and inter alia, shall encompass

a. the justification for the revision in price;

o
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Vil.

viil.

Xi.

Xii.

b. the claims experience of the immediate three preceding years
compared to the expected experience duly explaining the variations,
and the experience of any similar product.

c. the expected claims experience, the underlying assumptions of the
proposed pricing along with an analysis of how the proposed pricing
would address the adversities experienced sustainably.

Insurers may endeavour to recognise, for the purpose of rating, early entry
into health insurance policies and also recognise early entry at the time of
migration and porting.

The policy wordings must be simple using plain language that is easily
understandable to the targeted market segment. All the sections of the policy
must be placed logically and sequentially. There shall be consistency in the
presentation of the terms and conditions in terms of language and facts,
across all the sections of the policy contract.

Insurers shall endeavour to use the same terminology across all their
products in the description of the terms and conditions or the benefits. In
order that a policy contract is policyholder friendly and easily understandable,
Insurers shall endeavour to avoid repetition of the terms and conditions at
various sections, and shall provide cross reference wherever necessary.
Insurers shall endeavour to classify various terms and conditions of the policy
contract into various Sections and shall ensure that all the clauses related to
that specific section are exclusively mentioned in that relevant section only.
Standard definitions and nomenclatures wherever applicable shall be
mentioned as prescribed by IRDAI vide circular
ref: IRDA/HLT/REG/CIR/146/07/2016 dated 29™ July 2016 as amended from
time to time.

The font size of the policy wordings should at least be equivalent to size 7 of
Times New Roman.

Norms on Nomenclature of Products:

a. The name given to a product shall be one that is appropriate for the
coverage being offered.

b. No Insurer shall name a product with the same name that is already
marketed by any other Insurer. If at any point of time it is observed
that same name is used by more than one insurer, the Authority
reserves the right to direct the Insurer/s to change the name of the
subsequent product/s filed or launched as the case may be.

c. Insurers shall use the same name as filed with the Authority whether it
is under the File and Use or Use and File procedure..

d. Insurers may, however, forward an application for changing the name
of a product, if they so desire. On examining such request/s the
Authority may consider the same, in which case, such revised name
shall be used prospectively only.
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e. The names of the products must not reflect terms or phrases that
exaggerate the underlying benefits or coverage of any health
insurance policy or imply guarantees or guaranteed claim payments.
Names of Health Care providers shall not be reflected as part of the
product name.

xiii.  Norms on Product Disclosures:

a. All products that are offered shall be disclosed in the websites of the
respective insurers along with the approved name, UIN, premium
rates charged (exclusive of taxes) for all ages, along with the date of
launching of the product. Insurers shall separately mention the extant
taxes applicable.

b. Every Insurer shall disclose the terms and conditions of the policies
and their prospectus as filed with the Authority in their website.

xiv.  Norms for Prevention of Frauds:

a. In addition to complying with the extant regulatory framework put in
place by the Authority for prevention of frauds, all Insurers, while
designing products shall also examine, identify and put in place
necessary and relevant systems to prevent and detect potential frauds.

5. The Prospectus:

In addition to the disclosure requirements stipulated in various provisions
of the Health Insurance regulations 2016, IRDA (Insurance Advertisement
and Disclosure) Regulations, 2000, Rules and Guidelines / Circulars as
amended from time to time, the Prospectus shall mandatorily contain all
information regarding:
i.  Disclosures about the terms and conditions of policy renewal including
the possibility of modification of the policy in future

ii.  Coverage and premium applicable as per the age progression

iii.  Whether renewal premium would be guaranteed or subject to revision;

iv. Disclosure of the maximum age up to when the renewal would be
available, if product is offered to specified age groups.

v. Options available to migrate to other policies in case of closure or
withdrawal of products.

vi. Any changes in the scope of the cover after certain duration of the
policy or after a certain age- such as including but not limited to
coverage for pre-existing diseases;

vii.  Factors, on the basis of which premium , if at all, could be loaded (or
discounts offered, if any, could be withdrawn) by the insurer and also
the extent to which it could be done;

viii.  Procedure and terms and conditions, if any, for enhancing the Sum
Insured or scope of cover

ix.  Exclusions and Conditions including Cancellation Condition/s.

Page 13 of 110



6. Customer Information Sheet:

Every product shall be accompanied by a Customer Information Sheet as per
the format prescribed in Schedule — 1l of these Guidelines.

7. Responsibility for compliance:

For every product filed with the Authority, the Insurer shall furnish a detailed
self-check list cum certification in the prescribed format ( FORM — IRDAI-HLT-
CLC) (Annexure — 7) duly certified by the Chief Compliance Officer who shall
ensure that the terms and conditions of the product are compliant with the
provisions of the Regulations and Guidelines issued by IRDAI from time to
time.

The onus of ensuring correctness of the details in various documents (policy,
prospectus, proposal form etc) vis-a-vis another lies with the Insurer.

8. IRDAI’s right to examine or issue directions:

If, at any time, it appears to IRDAI that a product being sold by an insurer is not
appropriate for any reason or does not carry rates, terms and conditions that are
fair between the parties or the documents used with the product are in any way
guestionable, notwithstanding the fact that IRDAI may have had no subsisting
gueries in respect of that product when it was originally filed, it may express its
concerns and call upon the insurer to answer the concerns of IRDAI with regard
to that product, within the time frame specified by IRDAI. If the insurer is not able
to satisfy IRDAI in the matter, IRDAI may require the insurer to suspend the sale
of that product until it is modified in a manner acceptable to IRDAI or withdraw
the product from the market. Where a product is withdrawn from the market
under this provision, the insurer shall not use the same brand name for any other
product.

9. Unique Identification Number:

(i) Every product launched either under File and Use or under Use and File shall
have a subsisting Product UIN issued by the Authority. The UIN of the product
shall be disclosed in all the product documents like prospectus, policy wordings
and CIS. UIN issued by the Authority shall not be altered or modified by the
Insurer. At any given point of time, one product shall carry one UIN. (ii)) Where
any modification is effected such modified product shall carry the modified UIN
issued by the Authority.

10. Product Performance Review:

The PMC shall assess the performance of every product at least after the expiry
of three financial years from the date of launch. The review of the product
performance shall, inter alia, cover;

a. The viability of the product.
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b. The assumptions made at the time of launching the product vis-a-vis
the actual experience in terms of business volume, Incurred Claims
Ratio, Combined Loss Ratio and others.
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CHAPTERIIII :: FILE AND USE PROCEDURE

This procedure is applicable to new or modification of Individual Products, Riders or
Add-ons of Health Insurance Business offered to Individuals. The procedure is also
applicable to Pilot Health Insurance Products (both Individual and Group), Health
plus Life Combi-Products (both Individual and Group), Non-Life Insurance Package
and Health Package Products. The application under File and Use shall be made in
the respective forms specified in these guidelines. In respect of the products filed
under this category, the Authority may seek additional information. Insurers shall not
commence selling the product until the Authority confirms in writing of having no
subsisting queries on the product filed.

A. New Health Products or Add-Ons or Riders (Applicable to Life, General
and Health Insurers):

An insurer who wishes to introduce a new Individual product or Rider or Add-
on or modify an existing Individual product or Rider or Add-on shall file an
application for such product with IRDAI as per procedure set out herein:

1. All applications filed under F&U shall be approved by the Product
Management Committee of the General or Health Insurer prior to the filing
with the Authority.

2. Insurers shall use only the specified Form - IRDAI — FNU-HIP (Annexure — 1)
for filing of products as well as riders or add-ons.

3. Insurers shall file the necessary certificates as prescribed in the File and Use
application under these Guidelines without deviating from the prescribed
formats.

4. The forms/certificates should be completed in all respects. Where a question
is not applicable for a product, the remark ‘Not applicable’ is to be put. No
column is to be left blank. All the granular details of Waiting Periods,
Exclusions, Deductibles, Co-Pay, Sub-limits etc shall be disclosed clearly in
the F&U Application without omission.

Note: It is clarified that mere mentioning of the applicability of the above
referred conditions in the product without specifying the granular details of
minimum and maximum amounts etc. may render the application not
eligible to be considered.

5. If an insurer wishes to offer riders or add-ons along with a basic product, it
must furnish the information in respect of the respective riders or add-ons
separately using the File and Use Application specified (Form - IRDAI — FNU-
HIP) in this circular. It shall also file the financial projections along with
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10.

11.

12.

13.

sensitivity analysis for each rider or add-on benefit. It is further clarified that it
iIs not necessary to file the rider details more than once when the same rider
or add-on is proposed to be offered with any new base product. However, it
would be necessary to furnish the section pertaining to financial projections
and sensitivity analysis.

All requisite items in the Forms must be furnished with the relevant details.
Forms along with the necessary enclosures-(i). Specimen Policy wordings
along with policy schedule (ii). Specimen Proposal form (as stipulated in
these Guidelines) (iii). Specimen Prospectus or Sales Literature and (iv).
Technical Notes (applicable for General Insurers and Health Insurers), etc
shall be furnished in one go.

Insurers shall not alter the contents of the products without following due
process of modification specified under these Guidelines.

If an Insurer wishes to modify an existing approved product, the Company is
required to comply with ‘File & Use procedure afresh as a modification, by
duly filing the Application as specified under Clause (C) of this chapter.

If an insurer does not launch the product or modified product within a period
of six months from the date of approval, the Insurer will be required to seek
the approval of the Authority for launching the product or the modification, as
the case may be. While seeking the approval, Insurers shall specify (a) the
reasons for not launching (b) if there are any changes that may have an
impact on the assumptions made at the time of the filing the product or the
modification (c) if there is any other impact such as owing to market dynamics
etc

If an insurer does not launch the product or the modified product within a
period of twelve months from the date of approval, Insurer will be required to
comply with File & Use procedure afresh.

The Appointed Actuary shall initial / sign on all pages of the File and Use
application. All the correspondence on products with the Authority shall be
made only either by the Appointed Actuary or any of the Key Persons of the
Company in accordance with the provisions of Annexure — 4 Guidelines for
Corporate Governance for Insurers in India Ref No.
IRDA/F&AIGDL/CG/100/05/2016 dated 18" May, 2016.

Insurer shall furnish the revised documents specifically highlighting the
changes, if any, made consequent to the queries raised by the Authority.
Each page of the document shall carry the name of the document, date of
filing, change or modification effected indicating the date of such change and
page number and shall be in legible font size not below 7 Times New Roman.
Where any other changes or modifications are carried out (other than those
on which clarifications are sought) the same shall be duly brought to the
notice of the Authority.
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Provided that, if such changes or modifications are materially significant, the
Authority reserves the right to direct the Insurer to file the ‘File and Use’ Application
afresh.

14.The insurer shall also furnish the details of the software, if any used, in the
matter of designing and filing the products for the information of the Authority..
15.Wherever relevant and required, Life Insurers shall also file additional
information as prescribed by the Authority from time to time.
16.The Application Form for File and Use has the following nine sections:
I.  General Information
lI.  General Terms and Conditions
lll.  Benefit Structure
IV.  Underwriting
V. Other Terms
VI.  Distribution Channels
VIl.  Reinsurance arrangements
VIIl.  Pricing
IX.  Enclosure to F&U Application

Where an existing product is modified, Insurers shall file the complete
information of the relevant section of the File and Use Application subject to
norms specified under Clause — C of these Guidelines.

B. Pilot Products (applicable for General and Health Insurers only):

1. An Insurer who wishes to introduce a Pilot Product (both Individual and
Group) as provided for in the IRDAI (Health Insurance) Regulations,
2016 shall file an application for such product with the Authority as per
the norms specified in Clause A (Chapter — IIl) above.

2. ltis reiterated that every Pilot Health Product shall be approved by the
Product Management Committee before it is filed with the Authority.

3. In addition to the documents specified under Clause A, Insurer shall
also provide a detailed document providing justification for considering
the product as a ‘Pilot Product’ setting out the advantages and
disadvantages associated with introduction of the Product along with
market research, if any, on assessment of the need for the targeted
market segment.

4. Every Pilot Product shall be self-sustainable and the premium rates
shall be representative of the target population’s age and morbidity.

5. The Insurer shall also specify the period (in years) for which Insurer
intends to offer such Pilot Product, subject to a maximum of 5 years
from the date of launch of the product. The Prospectus, Policy
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Document, and sales literature of every Pilot Product shall disclose this
information.

6. The Product Management Committee shall, before the expiry of the
period mentioned in sub-clause (5) above, record its decision as to
whether such Pilot Product is to be withdrawn or be continued as a
regular product. The Authority shall be notified of such decision within
30 days before the expiry of such period along with the reasons
recorded by the PMC. Where the pilot product is withdrawn, the
Guidelines specified for withdrawal of Products shall become
applicable.

7. Insurer shall submit the product performance details in respect of every
‘Pilot Product’ cleared by the Authority, in the Form IRDAI-HIPP
(Annexure — 10) every year within 60 days of the close of the Financial
Year.

8. Insurers shall endeavour that the pilot product once launched is not
modified. Where it is considered essential to modify the pilot product,
the maximum shelf life of five years stipulated for a pilot product shall
be reckoned from the date of launch of the initial pilot product.

9. Every modification proposed in respect of any pilot product shall be
approved by the PMC and filed with the Authority as per applicable
provisions of these guidelines for clearance by the Authority.

10.There shall be an informed choice to the existing policyholders of the
pilot product before their policy is renewed on modified terms or price,
if any.

C. Modification in terms and conditions of products under File and Use

(Applicable to Life, General and Health Insurers):

1.

2.

No Insurer shall ordinarily modify or revise a product