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IPA Sub-group on Handling of Market Complaints

Context and objective(s) f-j Team members
* Promoting thought leadership is Avinash Joshi % Indrajit Bose Jigar Marfatia
among top 3 focus areas of IPA Cadila 9. Lupin Ltd &1 Sun Pharma
Quality Forum Healthcare ~ :
* Handling of market complaints
was identified as one of 8 areas
for developing and sharing best
practices across companies
Shiney Joy Dilkesh Shah Rama-
* Effort was initiated in 2017 with Cipla Torrent krishna V
6 representatives from member B 2 Dr. Reddy's
companies of IPA Quality Forum 1

G



Document created by the subgroup in order to develop and share a harmonized set of
‘best-practices’ with the broader pharma community; 4 key imperatives

‘Need of the hour’ for *" Product complaint handling system is second most cited 483, with 326 EIR
quality and compliance observations, which was 3% of overall EIR observations!

Standardized set of best = While, guidance documents from various regulatory agencies are available
practices needed across online, the interpretation and implementation of each (through the QMS) was
companies largely at the discretion of respective companies

Latest thinking across " Several best-practices have been made available by agencies over the years;

agencies need to be this effort was taken up to represent agencies’ most current thinking on this
understood topic?

Need for adopting a risk- = Help pharma community choose a risk based approach towards addressing
based approach across market complaints, through a harmonized best-practice document for
companies handling market complaints

SOURCE: 1 USFDA's 2016 enforcement statistics; 2 https://www.fda.gov/drugs/guidance-compliance-regulatory-information/guidances-drugs /



This best-practice document is a culmination of efforts from
multiple sources

Benchmarking of Available guidance Over last 2 years, the
best practices across from various regulatory team has got together
organizations authorities through multiple calls,
\_ / \_ /

In person meetings,
and emails
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Review by independent
external expert(s)
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The document covers best practices across the ‘life-cycle’ of a market complaint; i.e. from

receipt to closure of complaints

Receipt of Categorization Regulatory N RecelPt &
i . st Investigation handling of
complaint of complaint notification
samples
e Defines * Categorisation * Processto * Historical * Process for
process to be of complaints raise Alert review of receipt and
followed once in critical, notification or product handling of
complamt is major or minor  field action e Health Hazard samples
received report :
Evaluation
* Risk
assessment

Closure of
complaints

* Process to
close the
complaint
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The best practice document additionally provides process for trending of
complaints, management review, record keeping and quality metrics data
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The document also shares 4 sets of read-to-deploy templates
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Trending of market
complaints

Risk assessment

Query template

Dosage form wise
investigation checklist

Frequency of citation of market complaint (YYYY)
Complaint handling procedure
Ttems to cover on annual reviews
Procedures to be written and followed

Reporting of adverse drug experience to FDA

Complaint investigation/follow-up findings

Written record of complaint to include findings, follow-up
Quality control review

Adverse drug experience

Complaints reviewed by quality control unit

Review of problem drugs

Maintenance of complaint file

Reason for not conducti lai

‘Written complaint record to be maintained ar faciliy

I
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Greeting/salutation

Date of receipt
Mode of complaint receip {I\é{;]:&c:au:i:rf—Fax—f—Tekphc;njc-f—Othﬂ
Market

Name of complainant

Occupation/relation to the patient

reimbursement?

Company

Address

Telephone

Email

Complaint related ro Packaging-/-Quality-/-ADE/Other
(Specify:____________ )

Resp Letter req 1 by Compl Yes+/-No-/-NA

Did the complainant request monetary Yeet-No

Any additional information

E .i_ i i j Brand name
% i 1 5 j i 1 i i (Generic name
184 3
] ] g .E' '} .i _g l 1 .E H i - Tablet/Capsule/ Dry Powder Injection/Dry Powder
} 1 j i j 3 i b E j- ;E 1 j" ji Dosage form Suspension/Drops/ Inhaler/Cream/Spray/Liquid
& E A & L Injection, Other ( Specify: )]
[Bitter mste of tablet  [Low ‘RS EaRs Vo o v VoY P I e
Controlled substances product Yes-/-No
Sunell defect of product Medivm | v | v | ¥ | v v | ¥ VoY v v L R St h
reng
(Broken capsde Mediom | " | & | v | v VY v Y N B I Pack typ.
ack type
[Black spatson ablet  Medivm | " | & | v | v | ¥ v v I v Y| Batch No
(Couting peel off Medivm | & | W | v | W A B A B R B N VY Y Expiry Date
Prodect noedissobing [Figh | v v vl v | v v | v v v|v]|v Manfacturing site
[Diffcilt o swallw  [Low v v Vol v v VIV Y NDC Number
Lack of e et | v | v | v v vl vl v viv]|v]|v Storage condition




