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Marie Stopes International — what we do

What we do

We provide sexual and
reproductive healthcare to
millions of under-served
women around the world.

Providing
choice

Services

Family planning

Our work in family

Maternal health planning

HIV / STls

Safe abortion and post-abortion care p
Going the extra

Delivery mile

Clinical outreach Providing services on

outreach

Social franchising

Centres

Reaching the under-served
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Social marketing

We distribute our own brand of high quality and affordable
condoms, contraceptive pills and other contraceptive products

through pharmacies, community-based distributors and other
private providers.
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Insight #1

There are lots of poor quality
RH products




Misoprostol samples % Content vs Time
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Example: India public sector

/ Exhibit 10.37
Molecules with more than 10.02% NSQ samples
(total samples = 50)
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HUFFPOST
POLITICS ENTERTAINMENT REFRESH

HEALTH

Almost Half Of Pregnancy Tests Removed From Sale After

. -
Sweeping Review
The tests were producing faise negative results.

2 A AZDT | Updated 24032017 1227 PMAEDT

Saventieen pregnancy %25ts Nave been removed from sale Hillowing an Investigation by e Therapautic Goods
Acministration

An alarming 17 pregnancy test brands have ceased ssle in Australia or been
recslled following & sweeping review of all home pregnancy tests available.

The review, conducted by t ! ( ds Administration (TGA), found

that seversl of the common pregnancy tests avsilsble to Australisn women were
giving false negstive results — indicating the woman was not pregnant, when she
in fact was.

PRESENTED BY THE AUSTRALASIAN
COLLEGE OF DERMATOLOGISTS

8 Skin Conditions You Should
Know About

TRENDING

Someone Was Trying To Sell Nude Photos
Of Sla So She Tweeted One Herself

Kate Winslet Kissed Allison Janney At The
Hollywood Fllm Awards

Scott Ludlam Is Having Lots Of Fun With
The Citizenship Crisls
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Insight #2

Whilst NDRAs have
strengthened standards,

lower quality RH products
have entered LMIC markets




Insight #3

Higher internal standards and
more oversight needed for
our key products




MSI Policy on
Product Quality
Vv

MSI Policy on Product
Quality

Contents

1.0 Introduction 2 00 Procurement and Contracting 13
20 Keychanges 3 100 Owersight and Enforcement 13
101 Owersight 13
30 Scope 4 102 Enforcement 14
4.0 Accountabiliies 4 11.0 Budpeting for Cuality Assurance 14
. 120 Related Policies, Guidelines, Tools and 15

5.0 HKey Definitions 8~

8.0 Standards for Manufactured Products.

8.1 Hormonal Annex A Glossary 16
82 Confraceptive devices Arnex B: Exemption Request Form 17
8.3 Reproductive Health Diagnosis Products Annex C: M5! QARMA Matric V1.0 21

8.4 Sungical and Cryotherapy Equipment
8.5 M5 Exemplions

6.8 Products

8.7 Hey Ancllary Medicines

Armex O M5! Manufacturer GMP Rating Tool e
Annex E: MS| QUAPAS Tool - Summary Table 24

Annex F: M5] Product-Specific Characteristics %5
Risk Classfication Tool

L= =Rl |

7.0

QARMA and MS1 QARMA Matrix

Annex G: Key io GMP and Dossier Ratings, and 28
QARMA Cuality Control Testing Requirements.

=]

g0

Post-Manufacture Quality Assurance
B1 Local Suppliers
B2 Distribution, Storage and Dispensing

£3 Product-Related Incident Management 42
B4 Safety Alers including Product Recalls 12

Mame of Policy or Protocol: Mane Siopes Intemational Policy on Product Cuality

Version: V4.0
. All country programmes: Chs; SMTs; Designated Leads for Climeal Quality: Procurement &
Applies S | poifics Staf Channel Leads; Providers
Ratified by- M5l Executive Committes October 2016
Issue Date: Decermber 2018
Review Date: December 2013
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Product categories & minimum QA standards

Key SRH Products

PRODUCT
TYPE

% Contraceptive devices

% Contraceptive medicines
% Medicines for safe abortion
s MVA equipment

% Pregnancy and HIV tests

PRODUCTS

% Metal surgical instruments

WHO prequalified

* UNFPAERP 1/2

« SRA approved

MSI QARMA approved

* 1SO & CE certification + tech
requirements for devices

MINIMUM STANDARD

GLOBAL PROCUREMENT

Key Ancillary Drugs

% Oxytocics

% Magnesium sulphate inj
% Anaesthetics

% Analgesics

w Antibacterials, antiretrovirals,
antimalarials

« All sterile injectable products

* MSI approved international

wholesalers

Manufacturer listed in MSI List of

Recommended Manufacturers

LOCAL PROCUREMENT

Other Ancillary
Products

 Antifungals and anthelminthics
%+ Other supportive medicines

% Other medical consumables
such as gloves, syringes,
sutures etc

* No mandatory standard

LOCAL PROCUREMENT



Q-Trak tool

Q-Trak Home My Products My Submissions Key SRH List Ancillary Lists How to / FAQ Hello, jason Log Out

My Products

List below the products which are currently in use in your programme. You can add new products, modify products you have already entered, and delete products which you are no
longer using. You should include all contraceptive, misoprostol, and mifepristone products. Once you have completed entering all your products, click "Submit” to create your new
submission.

Afghanistan - Add new product
Preduct Type Manufacturer Name Manufacturer Site Address Preduct Details m
Injectable - DMPA - Pfizer / Pharmaci = + Rijksweq, Puurs, Belgium -+ depomedroxyprogesterone ace » +
Save
Your Product Name Supplied By Comments (optional) DFID-funded

|Depo Provera MSI GP&L - WHO or SRA Approved Delete

Product Type Manufacturer Name Manufacturer Site Address Product Details m
Misoprostol tablets - ACME Formulatic » + Ropar Road. Nalagarh, Dist. Solan HF, India - + misoprostol 200mcg tablets (Mi ~ +
Save
Your Product Name Supplied By Comments (optional) DFID-funded

[MISOCLEAR MSI GP&L - WHO or SRA Approved Delete

Preduct Type Manufacturer Name Manufacturer Site Address Preduct Details m
Implant - Bayer Schering F ~ + Turku, Finland - + levonorgestrel 2x75mg implant ~ + 5
ave
Your Product Name Supplied By Comments (optional) DFID-funded

Jadelle Govt: non-donor ~ WHO or SRA Approved Delete



Insight #4

WHO PQ currently covers

alimited number of RH
products




Databzse Hotline FAQ Resources and documents

QUA‘M ED

Quality Medicines for All

pistri bu{ors
Name

Jason Bower - Logoff

Country Address GMP category (greater or egualy
| I [~]] I [=]
Wore [+]
463 results
== | == | == == === | ===
& Categorie Afghanistan
1 (AF)
B
ABBOTT HEALTHCARE PRIVATE Categorie India (IN) 2 EU GMP certificate (UK) - 2014
LTD 5
& . :
. SJM?.DI Ibrahim Ilag San vs Tic. tsiategor\e Turkey (TR} ) EU GMP certificate (Portugal) -
= 2013
L' ACCUCAPS INDUSTRIES Ltd Categorie Canarda {CAY L=
Strathroy 5 . ) ; ;
Q-Trak Home My Products My Submissions Key SRH List Ancillary Lists How to / FAQ Hello, jason Log Out
L' ACCUCAPS INDUSTRIES Ltd Categorie
Windsor 5 - . ..
MSI List of Recommended Manufacturers for Ancillary Medicines
JSCon_tentPIaceHo\derDefauItSctIUSSQuamedSearch_wl_ESLB_Search4',"J gorie Note:

1. The manufacturers listed below have undergone satisfactory GMP assessment by an approved inspection body and are considered generally acceptable for general medicines

2. Note however that the specific products manufactured by the listed Recommended Manufacturers have not been individually assessed, so satisfactory Quality Assurance can not
be guaranteed

3. Recommended sources also include all medicines manufactured by multinational PhRMA member companies, such as GSK, Novartis, Merck, Bayer, etc, including their local
manufacturing plants

4 These lists are extracted from QUAMED Database and are confidentially for MS| programme use only

Q C
Manufacturer Name Manufacturer Country Manufacturer Address
ABBOTT HEALTHCARE PRIVATE LTD India Village Bhatauli Khurd, Sai road, Baddi, District Solan, 173 205
ABDI Ibrahim lla¢ San vs Tic. A.S. Turkey Sanayi Mahallesi Tung Caddesi n°3-Esenyurt.Istanbul
ACCUCAPS INDUSTRIES Lid Strathroy Canada 720 Wright street, Strathroy, Ontario N7G 3H8
ACCUCAPS INDUSTRIES Ltd Windsor Canada 2125 Ambassador Drive Windsor, Ontario N9C 3R5
ACTAVIS LTD Malta Malta BLE 016, BLB 026, BLB 010, Bulebel Industrial Estate, Zejutn, ZTN3000
ACTAVIS PHARMA MANUFACTURING PVT India Plot Mos 16, 17, 31 & 32, SIDCO Industrial Estate, (Via) Thiruporur, Kancheepuram
Ltd District, Alathur 603 110
ACTAVIS PT. INDONESIA Indonesia Jalan Raya Bogor Km 28, Jakarta, 13710
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MSI QARMA Matrix

L Manufactures GMP Bating Tool
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2. M1 QUAPAS Tool: Summary Table
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overa risk: [EEERIIII =y fow rizk of quality iszues of shese products

Lightgreen

Amber

Light red

Low risk of quality problems with these products

Medium risk of guality problems with these products. OC testing requirements would be moderate.
Hiigh risk preducts. OC testing requirements guite extensive

Wery high risk products and not recommended for use
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Insight #5

Product quality falls in a

hole if you don’t have clear
accountabilities




Quality is everybody’s responsibility Product Committee

\arts We recommend establishing, within your MAT, a small
o oty ar g Product Commitiee that meets when reguired to review
& i B, and decide on product QA matters and maintain your
;F% Standard Products List. The committee would report to
e the MAT. Below iz an example of who this committee
G.,_ g‘f’@,_ could include and the scope of work that they could be
3 responsible for.
‘o ':3;;
. % %
@ 5 - i i iewi
N PROCUREMENT W - designated lead for clinical - Developing and reviewi
s 2 DESIGNATED LEAD _ STAFF 'f%d o t‘.'% quality {Chiair) msmr&ﬂ Products List
< 5 FOR CLINICAL QUALITY integrating quality 22 = procursment manager = Ensuring Q-Trak is up to date
ey — overall lead and requirements into 23w - iewing and i
- r ibillity fi rocurement B - = logisfics or warehouse Reviewing managing
© - P MEMtPrOCE=S. . g o 2 manager product related incident
_~'_'-|J product quality El“ﬂ_lEl' q:pm'u_'al, 'g',_ ° o - e channel reparts
checking compliance E -c_:ur_I = service delivery - Supolier I
QUALITY g8 e
B - = programme acist"
ASSURANCE 23 (where available) procurement are met when
z = evaluating bids
g A
&= m
o

= Ewaluation of physical
samiples in procurement
process

= All other matters relating
to product quality

WAREHOUSE &
TRANSPORTING
STAFF*
quality chechs at
receiving, storage,
transportation

of goods,
monitonng
clinies

A
Oy X
& o 0
Yp ¥ i Pp ]
[ f dg&
-E"l'“,_',F1 "?Jum i ek oM
g Cien slandards, ass\®

iy _,L:,r
i, i 3 2C
®r or Deputy Reglons! DT
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Module 2 — Product Quality

This Module 2 toolkit provides assistance on:

+ Understanding quality and how it is assessed

* MSI Minimum Standards and Best Practice

for sourcing quality products

g quality during storage,
distribution & use

* Integrating quality into procurement

* Useful tools and resources

This module is primarily intended
to be used by:

» Procurement staff
- Warchouse and logistics staff
* Clinical Services senior managers

* Country Directors

Module 7

Forecasting
and Planning

Module 1

Procurement &
Purchasing

Module 6

Importation &
Registration

Module 2

Product Quality

Module 4

Supplier
Approval

£
1B marie stopes
"ro®  INTERNATIONAL

Module 3

Stock
Management

Module 5
Contract
Management
& Supplier
Performance

+ Any MSI staff to understand the basics
of quality assurance

Understanding Product Quality — Quality Control Testing

Quality Control testing

Guality Confrol festing (sometimes referred to as batch testing) is laboratory
testing conducted io check if a product meets all of the specifications that

it is supposed to meet. It checks whether the QA measures of the
manufacturer were followed and were effective.

A safisfactory QC fesfing result is not a guarantee that a product will
be aceeptable unil the end of iis shelf life. it means that it should be

acceptable now. See the real example [below] where pre-shipment
testing of 3 batches of Misoclear was OK, but post-shipment tesfing
showed that the tablets were degrading quickly.

QC testing is routinely carried out by the manufacturer during production =

(the Cerfificate of Analy=iz is then produced to demonstrate compliance — o provehimoat fasiiog

see below), but can also be carmried out by the buyer after they purchase the ,"::_. i e

product. This testing can be pre-shipment (before the preduct is sent B —— .

to the buyer} or post-shipment (after the product is already in your e

programme]). o : -+
QC testing can tell you if the product is of acceptable guality at the time - fanting -

it is tested, according to what was tested. It may miss impurities or

contamination, degradation that may later ocewr, and doesnt tell you if the -

sample tested is representative of the entire batch. QC on its own is not

sufficient @A and must be supported by GMP and dossier assessment. ey = LT b 7 i

QC Testing Parameters for a tablet

Product Quality Toolkit

WHAT TYPE
OF PRODUCT?

Click on product type to go to page

18 ° .
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Integrated incident reporting

| Instructions: Please complete this form for product-related incide

A B [ C
PRODUCT RELATED INCIDENT FORM
A | B | C Instructions: Please complete this form for product-relsted incidents. Please note that if you have slso completed the "1. INF Form™
MARIE STOPES INCIDENT NOTIFICATION FORM tab, clicking the "Complete PRIF" button at the bottom of the notification form will autopopulate the PRIF fields below.

Date of incident (dd/mm/yyyy)
Programme
Name of site or team

Instructions: This form requires basic information about the incident and is NOT an investigation. This form should be completed
and submitted to the designated clinical quality lead following an incident. Red incidents must be reported to Support Office and
escalated to Global MDT within 24 hours. Green and amber incidents must be reported to Support Office within 48 hours.

Date of incident (dd/mm/yyyy) Service channel
Programme ’T Type of incident
Name of site or team Initials AND client record #
. Marie Stopes RH centre  MS| Cbstetric centre
1. Initial details e s e
Service channel  Cutrsach Team Obs. Voucher Mgmt. Azency Age
M5 Ladies Other

Weight (kg)
If "other" for service channel, please describe here:
INITIALS of client and their client record number

Gestational age in weeks (if applicable)

Breastfeeding at time of incident?

‘Gender . i
Other relevant medical history
Age T e
‘Gestational age in weeks (if applicable) SR e
Injectabis Surg. SAC <14 wks Non-core or general medical Product description
Impant Med. SAC <14 wks Cbstetrics - Caesarean : .
- 5 S A S TR, TR AT (O o CHL (e
Service:  IUD/IUS SAC =14 wks Cbstetrics - Normal delfivery i
tee M:‘J'r-lap TL mm:»mwks Obstetrics - Other RS SR ST S Fefeam froae! dlevais
Laparoscopic TL MSV Other Manufacturer
2. Client details antenatal cient Batch/Lot #
Obstetrics Client Type Client for defivery )
Postatal cient Expiry date

Indication

If Obstetrics, booked/unbooked client? Dosing/administration details:

Fatality L7 G, AOE OF ST, O RrERSed
Eventual cutcome (for adult) No fatality Date started/inserted: (dd/mm/yyyy)
Unknown [ mediine: exiimate # tnsurel
IUFD Mo Fatality -
I?vmmal outcome for neonate . = Date stapp_eﬁ. (dd/m m,"wn_q
(if applicable) <tillbirth Mot appicabls Other medicines taken at time of

incident: sarvie thase used 1o bt resotion:
sAncsbide GatEs St ared O Sfanmedy

Semvice

Brief Description (2-3 sentences)

Additional information and incident

Instructions 1. 1.a PRIF -~ PRI examples INF Data - PRIF Datz - Risk Rating Guid

19 Marie Stopes International



Insight #6

Supply planning &

monitoring Is critical to
Improve access




Programme Standard Products Lists

Including approved products

Al - Jx | Standard Products List: Myanmar v2016
_ A A B B F H L M o] R S U AC  AD @ AF AH Al AL | AM AN AP
1 Standara Products List: Myanmar v2016
2 DATA PRODUCT DETAILS THERAPEUTIC SERVICES CHANNELS
Product name Unit Therapeutic IUD | Impla |Inject-| STI STI | MEM MSP |Gener| IP
Category (WHO) nt | able plus | int al Med
Inserti Centre|Social
Product Product on OR Centre|Exten |Marke
2  Code ~ |Catego ~ L1 - - - - - - - - - ~ [Clas: ~ |Clas: ~ [ded ~ ting ~ T
TCODE_ACI [2MED aciclovir 200mg tab tablet 06.4 Antivirals 57 X X per MSIM Approved List . I
4 7200 Key ancillary
EADPPCY [SEQPT  |adaptor double valve 7mm pcs pieces 33. Diagnostic M351 GSC
5 Equipment % X KeySRH
EADPPCE [SEQPT  |adaptor double valve Bmm pcs pieces 34. Medical MS1 GSC
(7] Equipment % X KeySRH
MADRU1  |2MED adrenaline 1:1000 amp ampoule  |03. Antiallergics & per MSIM Approved List
7 Anaphylaxis % 2 £l 2 Key ancillary
TCODE_AM |2ZMED amoxicillin 500mg cap capsule 06.2 Antibacterials 57 . 57 per MSIM Approved List .
11 xcsoo Key ancillary
MATRIOS  |2MED atropine 0.5-0.6mg/ml amp ampoule 04 Ar_ﬂ:idc!tes & used . 57 . 57 per MSIM Approved List .
12 in Poisonings Key ancillary
TCODE_AZ |2ZMED azithromycin 500mg tab tablet 06.2 Antibacterials . 57 . 57 per MSIM Approved List .
13 MTS00 Key ancillary
TCODE_BZT [2ZMED benzathine pen 2.4MIU vial vial 06.2 Antibacterials . 57 . 57 per MSIM Approved List .
14 124 Key ancillary
ECNLPC4 SEQPT cannula no 4 pcs pieces 34. Medical 57 X X X MSI GSC
15 Equipment KeySRH
ECNLPCS SEQPT cannula no 5 pes pieces 34. Medical 7 X MSI GSC
16 Equipment KeySRH
ECNLPCG SEQPT cannula no 6 pes pieces 34. Medical 7 X MSI GSC
17 Equipment KeySRH
ECNLPC7 SEQPT cannula no 7 pcs pieces 34. Medical 7 X MSI GSC
13 Equipment KeySRH
TCODE_CFX [2MED cefixime 200mg tab tahlet 06.2 Antibacterials per MSIM Approved List
19 1200 X X X X X Key ancillary
ORI e P T P o2 = -y -5 et E LB 1UD ¢ Impl Ins ¢ Impl Rem ¢ Injectable ¢ OC & EC  Condom  ST1¢ STIplus ¢ MEM Basic  MEM int_ Lab test & Chid Health  ANC  Cryo & HPV ¢ VIA <GBV  PAC
21 Marie Stopes International



Other measures to improve access

* Development of supply plans
o annual planning of allocated supplies versus needs
o quarterly stock status reporting and review against plans

* Donor engagement to increase donated commaodities available
* Introduction of stock-out indicators

« Working closely with MoH on planning, allocations, and supply

22 Marie Stopes International
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