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All Provincial Directors of Health Servioes, 7.
1
Regional Directors of Health Services,
Heads of Institations,

The goal of National Family Plarning Programme is to enable all couples in Sri Lanka 1o have &
dmmdmbuofdnumwhopﬂmlmxgwmmpmmpmmdedwmmdmw
providing safe and effective family planning services.

However, around 70 complications incloding &w life threatening complications, snd around
500 saspected contraceptive fail ure to the National Family Planning Programme
each year Qnuhtymuconcemmrelaﬁonoony medical device. Considering all these, it has
been identified the importance of having a notification and investigation system on sbove in
order to maintain and impeave the quality of the Natiemal Family Planning Programme.

The existing formats have been revised and fisalized by the Family Health Bureau in
comsultatin with intemational and Jocal techmical experts to notify and investigate adverse
events following contraceptive usage inclding contraceptive fxilures,

Following formats are introduced under this system,

L. Foem [- Notification form for adverse events (other than anaphylaxis) following
admiristration of contraceptives.

2. Form [1- Investigation form for anaphytavis/'severe complications following
contraceptive wsage

3. Form ITi- Investigation form for comtraceptive failures.

4. Notification form for anaphiviaxis following administratian of contraceptives

5. Drug sample for quality testing (Consplaint’ Surveilisnce) foem




ﬂtdmﬂfommmdthemoadunfornoﬁﬁmhnmﬂinvwipﬁummmm

An-ph)iax'nEmRmd(Aﬂ)MhMinusehsbemchnMas'Nodﬁwm
form for anaphylaxis following sdministration of costraceptives” to notify smaphylaxis and
suspected snaphylaxis events. ‘Drug sample for quality testing (Complaint’ Surveillance)’ form
will continue to be used to investigate suspected quality failures of contraceptive commodities.

lththMMthelMﬁlSmmmwm
which ¢an be quickly mobilized to investigate anaphylaxix! suspected anaphylaxis events.

Head of the Institution is responsible for and shoald ensure the efficient functioning of above
mentioned notification and investigation system.

All Provincial Directors of Health Services, Regional Directors of Health Services and Heads of
lnnhﬁmsmundlytqmdmbﬁnamdwmbeeotﬁnwmwmohﬁs
letter.

Thank you.

Dr. P.G Mahipals,
Director General of Heslth Services.

1. DcpmyDincm:Gmnl(Puhli:MhhSmiosll)
2 Deputy Directar General (Medical Services 1)
/ 3. Director™atersal and Child Health
"W/ 3 DirectorPrivate Health Sector Developmen!
£, Directoc/National Institute of Health Sciences
. Chief Medical Officer of Health, Colombo Municipal Council
. Medical Superintendents/District Medical OfficersMedical Officers in Chargs- Base

[3
7
8. President/Sri Larka College of Obstetricians and Gynecologisss.
9. Madical Officers/Maternal and Child Health

10, Medical Officers of Health



Designation of the reporting officer

2. Information of the prodwct/procedure
Name of the product /procedere (OCPIMP ABrp M= Condoms/LRT/Vaseciony)

Brand (I relevans) Batch Numsber (1f relevant)
3, Information regarding the patient (if relevant)
Nare e RDHS aren
| Age (in yeses) MOH division
Telephone number THM aren
| Address
Date of admamistration of the method Dute of 1pp of symptoms
4. Information regarding the service provider
Name of the Insiztutioa/clinic
S Tick the event.
OCP TUCD Condom | DMPA Implasts
Allergy Allergy O Allergy O | Allergy O Allergy
Thromboessbilism O bsternal orgsn damagel) Abscess O| Losal infection O
VT O Perfioeation of utonss C Miscr local reaction! 0| Abwscess o
Expulsion o Tocal infection Local reacticn a
Infection o Severe local reaztion 0| Thromboembolism O
Vasovagal actacks 0 Difficakt removal or )
missing rods
DVTY =]
' | Bxpulsion o

Other event: ( c.g Contraceptive fallures, qoality fallwes, any clustering of evests, any event cocuing in ursual
seambers, ary hospitalizeion, sy svent of public concern sad sy eveat the informest thinks secessary to inform)

6. Outcome of the patient

Signature & Desigmation of the Officer Date

Director’MCH - Family Heslth Bureas, No 231, De Saram Place,Colombold

Tel;0112696677,0112681309, Fax 0112639799

Directer/ MT & 8 - No 120,Norris Canal Road ,Colombo 10, Tul 91126988967, Fax 0112689704
AL - No 120,Norris Canal Read ,Colombo 10, Tel 0112657744, Fax 0112687742
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Event Meihod snd form Tiese To whea 0
durstion officer to inforss | inform
ﬂt%
1. Anaphylase 1) Over the phooe Wicin 6 Amy DMCHFHE
Roers adminissaring the | MOMCH
method MOH
2) Netficanos form for Within 24
nagbryinxis T hours
dmisistrition of
comETRGRptives.
%) Fomil Witn? | MOMCH DMOIFHD |
days
2. | LAy senioes 1) Feeml Wikin3 Any physician DMCHFHB
resction other than sy the | MOMCH
| maphylacs MO
| 2Chneering of
evant 2) Form i Withn 7| MOE DMCATE
{Sacticn &) days MOMCH
3. | Any minec reoctios 1) Foem Willin 14 | Any physicien DMCHTFHR
menticoad under sec. s of dmaisiering the | MOMCH
Saf foem [ ootification | method MOH
7) Form 1l Before e DMCHTHE
s*of MO.MCH
fllowing
e phosiciean
4. | Sespeceed quality 1} Ower the phone Witkin 6 Any DMCHTE
filire » bours sdninisiriog the | DMTLS
Widin
2) Foml = 3 reetted ey
MOH
3) Dwug samgle for quality Withi 7
testing{ complsint/serveilianca) | days
S, | Comraceptive fuitere 1) Form I Within 34 Any ptiysician DMCH FE
dnys admisistering e | MOMCH
methad MO#H
2} Foemill Betore the MOH MUMCH
Sthof {To be reviewsd
following 1 MCH peview)
month
*Dizgunestic criteris of anaphylaxis

Rapid enset of signs and symptoms of two or mere of the following systems:
L.Skis und mucesa (inchuding eyes and anglo-cdems of any site) 2. Respirstory system

3. Circulatory system 4.CNS

sGIr

*Lab cenfirmation of anaphylasis -Collect two bloed samples (2 ec ). First sample at %
hour to 3 hours and second sample at 24 bours from the enset of the event. Cestrifuge to
the serum, and store in deep freezer until handed over to MRI Send to MR
collection

separate
within 48 bours of
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following contraceptive vange
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except anaphylaxis/isuspected anaphylaxis and sent within 14 days of motification of the event
w0 Director. Maternal and Child Health, with o copy to MOMCH.

In case of anaphylaxis fruspected anuphylaxis following contraceptive asage, this has o be
Jilled by @ district level team headed by MO MCH, and sent within 7 days of notification of the
event to Director, Matermal and Child Health.

Section 1- General Informat

1.1.Inforwsstion of the ptieat
Neme MO#H divisicn
|Age (Vears) PIHM aren
Parity Address & contact mamber
1.2.Isforemstion accused with the com)

ocP [ mmA 0 Impa [] WD [] Condoms [
Brand (if relevant), .., wnm-rmg
Date m-ﬁwm(ifnhnu: reveeneene D2 O etpty(lrnlw-)
| Date of mﬁdmmgﬁo service provider

m
m (" d1o cold or warmth Yes QM a
qummﬁu-pwwmnmm-ny Yes Yo ]

0 direct sanlight - Yes Ne [

” ynle1| rp-mof (if redevamt)
 Good Damaged Discaloured (] Other {Specify)....

13 Information regarding other drugs and commodities used, If any, (for sdministration of the
h-llyp‘-dng w-mmmm.mmmh
Drug/commodity Dute of Dute of Physécal Storape
marufactee | expiry Sppearance condition of

o prodert |

Pope | T



&dh.l-lMuMphlh;mwwH-

2.].Information the

Govemment Name of the astitution
Pri —

Nen zation

St elnie L Poly claie (7 Comsbined el 3 Fosnily plasaing oy (1 N8 =
Who provided the seevice?

cuca L) MOH [T10 (] RMO/AMO (] pHNSANSINO [ prt[) it [

Informstism ahout ethes steff svailnble uf the

Designation of the officer Work experience

#«.m_
Mnﬁunﬂhﬂdhmw"-hmaium
Yes [] No [T nr [

| 2.3 Emergency Mauagement
Staff member (designation) Whether und E y Ma

—_—

Teainteg
Yes T No £ Vear of traieg LTI

Yes T No [ Yearof training CLTTT |
Y& 3 No 7 Year of training (T ]

the emergency ttay  Yes £ No—

Yes 1 No Year of rwining
Alllhenwindd’npmdequimunwlihhleh

Pagpe 12



section 3 - Cliniesl bistory

&-mu‘mdﬁp&ummﬁmmlwmhhw
angphplazivi. ;
Fov = JI Ohe pelewan part b Secten 5)
{Attack exiva papery if neosed) |
Disge and time of caset of_symptoms
Firstecantact:  VOGC] MOH[D MO 3 RMOVAMO 3 PHNS/NSNO ] SPHM/PHM [
Dute EEFFTY Y]] Time T Jamipm
Name of the hospital Dinte and thme of admusion | Ward nmmber BHT number
| Contraceptive Histoey )
| For new accepiors For carvest wsers
Drte of acceptance Date of previous dose
g Duration of wse
Brands used
| Any peevious methods ued?
Any history of adverse events for contraceptive methods?
Past Medical History
known &l lstex &e... )
acute illness has bad within 2 weeks 10 the event-
jent had been o, within the 2 weeks of the even-
Any chronic -
ificant diseass in the pest- 3 -
lhns-u-lnnq
Fov ansplyi ,F"- -,cnn-u-mhma
(Afack extre
Management (for ewny sther thae snap ephplecic sy the dose, strenpsk, ressts end site of
| adesinisiraiion of cach Swg)
For if wh JAY the redevans pant i Seefion 3)
- JARch extva papers if endedy |
of desth
* | Post mortum findiogs (If redevast)
Section 4 Chastaring of events.
Similar evenss stong otber clieats who ottended the same clinic N Yes__] Nol
Similar gveats among other clients the same drand of the particular ive Yes Noj
Similar events reparted in the commmity(other than smong the users)  Yesl_INol | |

Fage | 3



S«uonsu'smua/u aph s and suspected
amwmwumuaucu).

5.1 and symproms
System Sign or Date and time System involved Sign or Date and
Symptom | of Symplom | time of
2 cet vt

imaphylaxis this section has to e filled by

lm
sc;nnl‘.‘dmmu
'Stem
) S |7 o P

Mmmmmm.m.mumcm.mmmmmmm
mﬂb-\n&mmhw“* s, hest tightny :
I Decresmd

, pusting, cy -.Mnuyinbv-nuu
mwmmu@mnmmnumntm)
€ Lows of consclommmess, disyesy

S.Olm_.,lbdamhl Peincmmps, vomiting

”'Mdmmdmmhnlunlml impartance to deatify mem,-munumrm
Administration of adrens i, numgmmmmmuuuu

Page | 4



6.1, Reascas for poor compliance as perceived by the client (o rebevany)

7.Duc|1h¢uyuu-nhﬂuhmnuw&n-qhnwuﬂmlnmﬂhn(q
Ssbstandard product, peer storage candition ie. wheth posed to <nid or h
hamidity, dirvet sanlight etc.)

9, Field visies

8.Describe issues related to service provision that may kave contributed to the failure (e.g.
Wrong timing of initiation of the ntethod, service provider issues, clinie over crowding, staff | -
trainkog efc.) 1

Number of ficld visits dose for this <liet during £st 3 moniis of sdmissrammetn
mdmmiumﬁmmmwhlmnm;ufdmwwm

18 Recommendations

Skgasture asd Desiguation of the Officer Date Contset number




lnxis fol
administration of cogtraceptives,

(¥ be conplesad by sny physich w e muhd
umnmmuhmoj&m-fﬁmu
DMCH MOMCH MOH)

If you senpact an snaphybasis [sew definition of anapivpkixis 3t the and of page 2) related te o contracepiivs,
phease complete this Torm. Do ot put of reporting Secews some details are not known, Ssbmission of a repart

does not corotbube ue bdmission tat medical or the catved o contribuied 1o he an: i resctian.
ene: Addes Tl e
Dure of B T samber- Imﬂl\m Tm

L Ags:
Past allergic history: Has patical had previous sllerghe reactions? ) Yes ONo

IYes', Allrgen sa ODeeg OVacclon (specify)  © Food © Oths Specify dealls,

O Uthearte O Enytbems Cfrsrtue [ Prickie Specily ibe ske of Sdn reavtion:
seration
Machia Eye O Mad bilaiarad 0 Red uniksenal O hchy
“Asgoslema | 0 Tosgue O Thrual CUwia CLlayms OLp O Fase 0L COde
LT I Hoerss | O Senstion | O Toddypree | O Wheesing O Gruntivg
Respiratory | ) Rbinserhes veize cfthront | ODifediyin | O Is drwisg ¢ 1 Cysnose
syshem | DSwetuow | O Stidor e wwellowing renstons T Dioaly
O Cough O oot Sghtness Bresting
Ce Yy | D M d b ol o d ceetrak O Captitary refi® | O Tuchyeanda
Systers (specify D& venee guble time *3dvecy (specsty ene)
CNs OLoss of comsclousness | ODivrse | O Oer(spocify):
GIT 0 Dissrien l;:‘h‘unu = AbGomiloed pdoiorong [C\'an-:u
Diagnestic | [ Rapid osset of sceurrepoe of shove O Two or sure systeos are affected
Criteria for
anaphybais
e © mpEn
|Dug: Onl C Peceierad U OF dose T2 dooe TV dogs O4° dme D0the
Generic 2atme © in-kum: Diose (pestly woits, mg, 7, ma/ke) =ad sepmee
Bahilot mianer © - ]myh

Rowee of sdministation: O Oré BT} 080 O Othenispecidy)

Siteof Adninigration: O Deliid 0 Thgt 0 Baneck O Ocher {specity)

| Perwon who edninitered: TVOG MO C MOH [ FHNSNG/NO CPHN O Ot (speeify)

Ploe of sdreinistator. © Hospinal Qlinke O Fleld Claske 0 Privede Fespind © & Jmlb-










