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INFORMATION ABOUT  SOCIAL PEDIATRICS

PROTECTION

Social Pediatrics Protection Fourd was registered by
Ministry of Justice of Georgia in 9% Cctdoer of 1998.

Social Pediatrics Protection of Georgia Foard ( SPEF ) has
ardble aim: realization of social pediatrics develgarent prograns,
such as heslth care of nothers, children and adolescents ard
protection of their social caditiass.

At the Social Pediatrics Protection Fourd participate well-
known doctars, professars ard publicans, which do dardty acts
for healthcare and social security of Georgian population
(oriceless medical examiratians, treatment and aonsultation ) .

SPEF will teke care for fommation of healthy families,
develoarent of healthy generation ard prepare yourg families
for metermity .

Up today SPPF performed rumoer of charity acts. 74 000
babies were irvestigated and got appropriate recamendatians
ard medications, during them, all over the Georgia. There were
dore hurdreds of goeratians and got vardous high quality medical
assistance. These actians were nece in Thilisi ard its aatskirts,
westermn ard easterm Georgia. With participation of SPPF leading
pediatric clinics of Thilisi give gratuitass galified care ad
professors aonsultatians.

The found working were supported by the rumber of
governmental and non-goverrmental medical orgenizations as in
Thilisi also in vardous regias of Georgia, where were created
SPEF local represantatians ( Imeretd, Kakheti, Saregrelo, etc ).

Social Pediatrics Protection Fud hes trarendous experiace
m holding the great ninber of anferences ard the furd has
carried out 18 conferences and synposiums on the various
sigjects.

Brery year o the children’ s interratiasl defense day Social
Pediatrics Protection Fud holds anference dedicated to this
day . (n the anferae are discussed actial rdalars of pediatric
and children rights (01.06.2004, 01.06.2003, 01.06.2002,
01.06.2001, 01.06.2000) .

Also were healed anferences an the following subjects:

- “Enthrall and par enthrall principles of rutrition”
(04.04.2003) ;

- “Diagnostic and correction of secondary
Imuredeficiency caditions in practical podiatry” (31.05.2003) ;

- “2dults’ sexal, bioaredical, social ard Psydological
agpects” (20.12.3002) ;

- "Medical and social aspects of mucoviscidosis”
(07.11.2002) ;

- “Children medical treatment in XXI century”
(01.06.2000) ;

- “Healthy child peaceful Caucasus” (01.06.1999) ;

Qrgenization has held meetings in working regine with the
Rublic Deferder where has been discussed prablans of “2Adults’
had meetings with the raoresentatives of “Gldoal March” ard
with “Caucasus: Etmic relatians, humen rights and geoolicy”.

There were received resolutians during each conference ar
symposium, which were piblished in the perdiocdicals.

Fourd has published the first three ninders of its omn
rewspaper “Social Bediatrics” ard it is preparing for issuing of
scientificjpooular megazine “Social Pediatrics”.

Foud is plamirg to cattinue derdty acts in the different
regians of Geargia, argenize followed anferances, realize aaite

FOUND

ad actual programs in arrent Pediatrics. “Phammeceutical
program Q3”, “Children’s rnutrition”, “Qrthopadic scdhool ad
recrestiay’, “murogenetic canter”, “Free periratologic cater”,
epidaniological programs and etc.

The Fourd specialists develgoed retural nutrdtiael adding-
“Apivit”, which consists of vitamins and ammincacids and
nonalccholic drink “Apophit”as the part of “Children's
nutritian” program ard their serdal prodction will start as som
as possible. Radio protector “ApiextraN is developed uder
the program “G3” and others.

The Fourd has patented 37 irmovatians.

T s ramrkable, that fourd fulfils tow corporate progrars.

T-Tn conjunction with UNICEFF, “Children ad adolescants
social- peydological and medical- prevention measures in the
paitential orgenizatians of Georgia” .

II- In cagjuction  with the Geargian Military Foud ,
“The program far medical - prevattion ard social rehebilitation
of the soldiers families, which has deed Aurdirg the last civil war
in Georgia”.

Qurr ford axsiders it will be very inportant to aontirue
this program and get it early

( we are lokirg for new perticipators in this program ) .

Social Pediatrics Protection Fourd oontirues working an
the kesis of its IV anferace resolutians, where we can reed:

“Let Social Pediatrics Protection Fourd contirues working
as N, which fidghts far a better childhood in Geargia ard takes
&1t s prarity fields the followirg:

- Children ard adblesots health care ;

- Fighting against poverty ard uneducatress  in Georgian
children.

Dpading an the arret realities in the contry SPEF
carries its activity in the three following directians:

- the first ad the prorty directiom is inplawetation of
the hurenitarian and charitable program under the motto:
"Children's Rights Must Be Defended Since Enryo".

- the secod direction is the industrdal ad camercial
activity to gain profit for the fund development and
Inplarentation of the priority direction;

- the third directio also serves the first ae, thet is
establishment of cotacts and relations with intermatianal
hrenitarian and dharitable organizatians ard private persans

Qut of the abovementioned directians we would like to
mark out those main programs implemented by the Furd:

1. SPPF hurenitarian ard charditable programs:

1.1. Diet for children uder 7 years axtainiry the bicactive
food supplaments enriched with varicus carponents (vitamins,
minerals ard anncacids) at Thilisi medical institutians,

The armual budget of the program in average totals 250000
USD. The program has goerated since 2000 . Initdally, te
Goverrment of Georgia allocated 240000 USD for this program
for three vears. Qut of this arount the Fund received anly 40000
USD. The ramined amount was sought by the Fud itself in
order not to susperd the Program implerentation.

12. Since 2000 SPPF together with UNICEF has
inplarented  the Program of Social-Psychological, Medical-
Proghylactic and Rehabilitation Measures for Children and
Tearegers at Penitentiary Trstitudians.
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The program budget was foreseen at 500000 USD, where
anly 5000 USD have been received, whereupon the program has
been implemented slowly .

13. Foar the lack of furds such actal ad significent
programs as mentioned below are not inplerented, those are:

- Program of Diet containing products enriched with vardious
carporats ard bicactive food sugplarents far children in Thilisi
fami lies having meny children ard for children under 3 years at

- Programs of medical ard progylactic treatment and
imre- ad resort réehilitation of  particularly wilnerable
children ard citizas;

- Program of social, medical and proghylactic and
rehabhi litation measures for children ard tesragers of mountain
regias, ex.

Together with the Natiaal Red Cross Society of Georgia
SPPF inplarents on the territory of the contry the program of
prodylaxis and early medical rehabilitation activities of
rarcological diseases in children. This program reguires 550000
USD.

Tnplarentation of all hurenitarian ad dardtable programs
of SPPF requires the firancial and material ad tedmical aid in
the total amount of sare 2 million USD. The sunwill be spent
to purchase of medical preparations, equipment, materials
required for research ard natural food sugplanents provided by
the program, training of persarel etc.

2 Industrial ard Cowrercial Activity of SPPF:

The Fund has carried out many research and devel oanent
works in production of hygienic ravedies, food products, food
sugplarents ard medicatians fran eco-friedly natural plant
base resulted in creation ard patenting of food sugplarent

APINIT enriched with vitamins, minerals and aminoacids, beby
food Tserodan, ratural soft drirk Tverduli, polypeptides caplex
@40, medical arthopedic things, new high-effective methods
Fund with own means manufactures the above mentioned
products in small amouants.

The working program of develoarent of SPPF aims to
extard merufacturing of those products, that requires creation
of new productive capecities.

As the mmitoring has shown the market of this prodxct is
rot limited by the territary of Gaargia aily .

Morufacturing, merketing and sales of those products
require irvestments in avount of 5-10 million USD with the
pavkack perdiad  of 5 years.

SPPF program provides developrent of the existing
Medical and Prophylactic Treatment and Inmmnorehabilitation
Canter o the comrercial principles. The branches of this Canter
are established in all regias of Gaorgia. The project reguires
sare 10 million USD with the payback period of 10 years.

Taking into axnsideration the wnique ratral conditians of
Ceorgia resulted in the availahility of variaus resort aress, SPEF
program foresees creation of up-to-date medical ard recreation
caters in those aress, the so called Beauty ard Health Fams
which are very pooular in the W esterm cartrdes. According to
the prelimirary  estimates the project cost will ke 20-30 millicn
USD with the paytack period of 10 years.

Trdeed, it is inpessible to saek in Gaorgia the furds required
for implementation of the above-mentioned projects. So we are
to seek donors for sponsorship in implementation of the
henitarian ad dardtable prograns ard irvestars - for firancing
of imdsstrial ad comercial activity of the Fuad.
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Successful use of analgesics in the menegment of
acute reccurent headache includes: taking enough
medication, taking medicatoin early in the course of
headache, and making medication available to the
child (especially at school).
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dols 40-60% >@0bodbs - 16 35:309b@mob (18,8%), 60-
80%-1 — 38 bogdgmob (44,7%), beagnm 80-100%-15 — 1
5g35034mRmsb (36,5%). s@lisbodbagos, @md Jo@dmbemo-
905300l Bmbbg 2 3530963 yobygomsdws (3039
m®Jodo, amdgmms Jmbsigdgdo o@ dgligens hggbl
30b0gy@ dobognsdo.

Lo gmb@®mmenm xage3do m3g@siogen homggsdoyg
Lomgligng x0® 3300l dnEgmmds sbsgmdmogo beod-
dols 30-40%-1 dgoygbos 19 sgodymamsb (27,1%),
40-60%-1 - 27 353096@msb (38,6%), 60-80%-1 — 21
b53dgmob (30%), bomgnm 80-100%-1 — 1 sgoedyme3msb
(4,3%). m39@s3000b 1-1,5 mgol d9dwge Lomglieng
X 06330l dnEgmmds sbsgmd@ogo beo@dols 30-
40%-1 Jgoy9b©s 16 sgodgmemasb (22,8%), 40-60%-
b - 28 35330963 mob (40%), 60-80%-1 — 20 d53dgmsb
(28,6%), beygom 80-100%-1 — 6 sgodymumsb (8,6%).
M39M5300056 2-3 mgol dgdogy Lomgbang xod 33-

ols JmEgemds sbsgmd@ogo bo@dol 30-40%-1
‘dgoepgbws 8 sgoedymamsb (11,4%), 40-60%-1 - 30
3530963 mob (42,8%), 60-80%-1s — 24 dogdgmsb (34,3%),
bogom 80-100%-1 — 8 sgowdymymsb (11.5%).

3odmygmggol dgga9d0 Jogmomgdls, GmI
39M0m3gMozoge  3gMomedo dm@dmbmmg@sdools
35dmyggbgdoliols ho®wgds xo®ggenols dmdFoggdols
30m39Lg0, o3 >7dxmdglgol wosgsmgdols yb-
Jeoa® 3odmlogoels.

sddogo, dm@Imbesdmygzo@gdgeo
@odb®ogo  3@033mAJobdols 3gMom3g@siogan
3390bognmbolisls dJobobdgfmbognos 3G MIMbrmgm-
o300l 2odmygbgds, o3 wopgdomsw dmJdgogdl
3mlEAM3gAo30ge 3gMomedo do3m3gnsboymo Ko 3g-
gols Jmd{oggdol 3Gm39LYdbyY.

35999695 gm0 @0BHIBGYBS

L g9Bmd0dy @. gobgbogrsdy m. dogdgms Jo@y-
@305 — bobgenddmgsbgenm, mdognolio 2002. — 407a4.

2. UcakoB HO. ®. Xupypruueckue 6onesHn y Aeteri
YuebHuk — 2-e nsaanme — M MeauymHa 1998

3. Docimo SG: The results of surgical therapy
for cryptorchidism: a literature review and analysis.
J Urol 1995 Sep; 154(3): 1148-52.

4. Huff DS, Hadziselimovic F, Snyder HM 3d, et al:
Postnatal testicular maldevelopment in unilateral cryp-
torchidism. J Urol 1989 Aug; 142(2 Pt 2): 546-8;

5. Hutson JM, Baker M, Terada M, et al: Hor-
monal control of testicular descent and the cause
of cryptorchidism. Reprod Fertil Dev 1994; 6(2):
151-6

6. Rajfer J, Handelsman DJ, Swerdloff RS, et al:
Hormonal therapy of cryptorchidism. A randomized,
double-blind study comparing human chorionic
gonadotropin and gonadotropin-releasing hormone.
N Engl J Med 1986 Feb 20; 314(8): 466-70

MoneKkynapHblie U3MeHEeHUA NPU OCTPOMU
AblXxaTenbHOU HeAOCTaTOYHOCTU Y AeTeu

A6aywenuweunu H., Tmoprobuann M. Kageapa gerckori xupyprun TTMY

Cpeav 3aboneBaHuit AeTCKOro Bo3pacra
pecnupaTtopHas naronorusa 3aHMMaeT OAHO U3
nepBbIX MECT, YaCTO COMPOBOXKAAETCHA OCTPOW
AblXaTeNbHOM HeaocTatoyHocTbio. OHa
BO3HMKaeT Ha PpOHe TaKMx NaToNoruu, Kak
MHPEKLUMN BEPXHUX U HUXKHWUX AblXaTenbHblX
nyTen, 6poHxuanbHas actma. Yacrorta pasBuTuii
3TOro OCNOXKHEHWUA 00yCNOBNEHO KaK aHaTOMO-
$U3MONOrMYeCKUMHU 0COBEHHOCTAMMU BPOHXO-
NyNbMOHAPHON CUCTEMBI AETCKOrO OpraHmMamMa,
Tak U HapyLweHUAMMU NaToreHEeTUYECKUX OCHOB
Ha cyOKneTouHoM ypoBHe. C 3TOW TOUKM 3peHUs

MHTEPECHO U3yyeHus metabonmama cBoOoAHbIX
paavkanos Kucnopoaa, MexaHu3ma
ayToKaTanuTUYecKon AecTpyKuun memobpaH.

Llenb HacToALwen paboTbl. Uccneaosa-
HWE U3MEHEHWUA MHTEHCUBHOCTU MEPEKUCHOro
okucnenuna nunuaos (MOJT) n coctoaHuKA
AHTUOKCUAAHTHOW CUCTEMbI OpraHusma npwu
OCTPOM pecnupaTtopHOM HEeAOCTaTOYHOCTU Yy
Aeten Ao 3 ner.

MaTtepuan 1 meToabl UCCneaOBaHUA.
Moa HabnioaeHnem Haxoaunocb 50 getei B
Bo3pacte A0 3 neT C KJAUHUYECKUMMU
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NMPOABMEHUAMU OCTPOW pecrnupaTtopHow
HEeAO0CTaTOYHOCTH, BO3HUKLLEN HA POHE OCTPOro
BUPYCHOro napuHroTpaxeuTta, NHEBMOHUKN U
O6poHxnanbHOM acTMbl. KOHTpONbHYt rpynny
coctaBunu 30 OONbHLIX C TEeMU IKe
3aboneBaHnaAMH, HO 6e3 NPU3HAKOB AblxaTe-
NIbHOM HeaocTaTouyHOCTU. O COCTOAHUMU NPO U
AHTMOKCUAAHTHOM CUCTEMbI OpPraHu3mMa cyannu
MEeTOAOM 3NEKTPOHHOr0 napamMarHuTHOro
pesoHaHca (OlP), B OCHOBE KOTOPOro NEXMUT
NornoweHne 9NeKTPOMarHUTHOW 3Hepruu
BELWEeCTBOM BbICOKOW 4acCTOThl (KPOBbHO),
NMOMELWEHHbIM B MarHuUTHoe none onpe-
AeneHHON Hanps»XeHHocTu. O6 ycuneHuu
npoueccos 1OJ1 no uHteHcuBHocTM I[P
curHanos  uepynonnasmuHa, Fedr -
TpaHchepHuHa, reHeparopa akTMBHbIX GOPM
Kucnopoza — noHoB Mn?+, metremornobuna, a
TaKXXe MHaKTUBUPOBAHHLIX GOPM aApeEHO-
peLenTopoB. ONEKTPOMArHUTHbIN CNEKTP KPOBU
peructpupoBanca Ha paanocnektpometpe PO
1307 B kKBapueBom cocyae [broap, npu
Temneparype MAKOro asorta.

PesynbTaTbl uccnegoBaHuA U MX
obcymaeHue. LlepynonnasMnmH — MHOro-
OYHKUMOHANbHBIN GEPMEHT Nnasmbl KPOBH,
obnazarlimMi Kak aHTUOKCUMAAHTHOM, TaK U
NEepPOKCUAA3HOM aKTUBHOCTbIO. OKUCAAA UOHBI
Fe2r no Fe®* B cnektpe 3IP kposwu
KOHTPONIbHOW rpynnbl  perncrpupyerca
OKMCNEHHbIN uennynonnasmuH (g=2,0056), Fe3+
- TpaHcdepuH (g=4,2), a TaKkKe curHansl Mn?+,
coaepxatluune LeHTpoB (g=2,14), KOMMNEKCoB
OoKcuAa asoTa C HeremoBbIM >kenesom (FeS-
NO, g=2,03) # xapaKkTepHbli1 AnA aKTUBHOIoO
COCTOAHUA azpeHopeuenTopoB (g=2,003)
HEe3HaYUTeNbHOW UHTEHCUBHOCTU. [lpwu
pecnvpaTopHoM auctpecce (yrnybneHHoe w
yyalleHHoe AblxaHWe, AblXxaTenbHbIe WyMbl NpK
AblXaHuW, ycuneHHas paboTa rpyAHON KNeTKM,
nokasartenu rasoBs B apTepuanbHON KPOBU W
catypauuu remornobuHa B npezaenax HopMbl)
curHan MNP okuMcneHHoro uennynonnasmuHa
yBenunymBaetcAa Ha 25%, a curHan Fes -
TpaHcPepmHa ymeHbliaetcAa Ha 35% no
CPaBHEHMIO C KOHTPOJSIbHBIMWU 3HAYEHUAMMU, UTO
cBuaeTenbcTByeT 06 akTMBaLUMKU NEePEKUCHOrO
okucnenua nunuaos (MOJ1) n CHUKEHUH
AHTMOKCUAAHTHBLIX CBOMCTB KpoBWU. CHMKEeHUe
ypoBHA Fe3* - TpaHcdepuHa cBuaeTenbCTBYyeT
TakXe 00 yMeHbLleHUU MHTEHCUBHOCTH
remonoesa. MHTeHcuBHoCTb curHana JrNP Mn2+

- coaeprkawmnx ueHTpoB Ha 40%, a KOMMNEKCoB
oKcuAa asoTta ¢ HeremoBbIM ene3om Ha 140%
NPeBbIWAT KOHTPOJIbHbIE  3HAYeHwuA.
YBenuyeHue WHTEHCUBHOCTH Mn?3+,
coZeprKalunx LeHTpoB CBUAETENLCTBYET 00
aktuBauuu npoueccos MOJ1 n nHakTMBaumm
cynepokcuaamcmytasbl (COZL). Curnan 3P
g=2,003, xapakTepHblM ANA aKTUBHOIO
COCTOAIHMA aZlpeHOPELEeNnTOPOB YMeHbLLaeTcA
Ha 35% MO CpaBHEHWID C KOHTPOJIEM.
YactruuHaA MHakTMBaumA aapeHopeLenTopos B
ZlaHHOW rpynne AOMKHO OblTb 06ycrnoBneHa
aktusauunen MOJT n noBbILLEHUMEM KOHU-
eHTpauun SHAOreHHbIX 6110KaTopoB aapeHope-
uentopoB — noHos Mn?+ (1). B cnekre JOIP
KPOBU PErucTpuUpyroTCA TaKXe CUrHansbl,
XapaKkTepHble A9 WHAKTUBUPOBAHHOIO
cocTofAHMA aapeHopeuentopos (g=2,01) n Mo®,
coaeprkalluMin KCaHTMHOKCKHAA3bl ABNAKTCA
nokasarenamMu HakonneHua unTosonbHoro Ca2
U UHTEHCUPUKALUU aKTMBHOCTU KalbLUK3a-
BUCUMbIX PpepMeHTOB. B CBOKO oyepeab okcua
asoTta U KCaHTUHOKCKHAasa B YCIOBUAX
uHaktuauum COJZl HaunHaoT reHepupoBaTb
aKTMBHble QOPMbl KACNOPOAa U aKTUBUPYET
MnoJi.

B rpynne neten ¢ AeKOMMNEHCUPOBAHHOM
pecnupaTtopHon HeAOCTaTOYHOCTbIO (Hapy-
LLIEHWEe MEXaHWKM AblXaHUA, LMaHO3 CIIU3UCTbIX
obonouek, NOHMKEHWE MoKasaTenen napuw-
anbHOro AaBfieHuA Kucnopoda u cartypauuu
remorno6uHa) curdHan AMNP okucneHHoro
uennynonnasmuHa ysenuumsaetca Ha 90%, a
curHan Fe® - TpaHchepuHa ymeHbluaeTca Ha
66% MO CPaBHEHUIO C KOHTPOJIbHbIE 3HAYEHWS
Ha 130%. Ha 70% yMeHblaeTcA UHTEH-
CMBHOCTbL CUrHana aJApeHopeuenTops.,
PErMCTPUPYIOTCA CUrHanbl, XapaKrepusyoLine
WHaKTUBUPOBAHHOE COCTOAHWE aapeHopele-
NTOPOB, MeTreMornoduH u Mo+, coaep kaLumi
KCcaHTUHOKcuAaasy. Pesynbrtathl uccneaosaHua
BbIIBUJIM, YTO MPU OCTPOW AbixaTesibHOW
HEeAO0CTaTOYHOCTU B OpraHnusme Jeteu
Habntoaaetca aktuBaums npoueccos MNOJ1, Ho
MPY KOMMNEHCUPOBAHHON GOPME UHTEHCUMBHOCTb
MOJ1 He3HauuTenbHa, TOoraa Kak npu AeKo-
MMEHCMPOBAHHOW pecnmMpaTopHOM HeaoCTaTou-
HOCTW MHTEHCUBHOCTb 0Opa3oBaHusA reHepa-
TOpoB cBOBOAHLIX POPM KUCopoAaa, OKcuaa
asoTa M KCaHTUHOKCKHAasbl, a 3HaUYMT NPoLEeccoB
nepokcuaauun HacTOJNIbKO BenuKa, 4TO
cnocobCTByeT HapyLWeEHU LENOCTHOCTH
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3pUTPOUUTAPHLIX MeMOpaH W remMonusy
3PUTPOLMTOB (Ha YTO yKasblBaeT NOABIEHUE
QlNP curHana metremornobuHa (g=6,0).

UHTEeHCcHMpHKauma obpasoBaHuA okcuaa
aszota (NO) n KcaHTUHOKCMAA3bl, B CBOIO
ouepelb CBUAETENbCTBYET 00 HaKOMIEHUU
BHYTpUKneTouyHoro Ca? cnoco6CcTBYOLWMI
ceKpeunn ructamuHa. AKTMBHoe obpasoBaHue
reHepaTtopoB CYNepoOKCUA M TUAPOKCHUN
paavKanoB, CHUXEHUWE aHTMOKCMAAHTHOro
noteHunana opraHuaMa M MeTremMorno-
6ynuHemusa cnocobcTBYyeT AanbHenwen
nHTeHcupukaumm npoueccos NMOJ1 u passuTuio
AECTPYKTUBHBIX U3BMEHEHUN B TKaHW JIEFKOro.
Onupancb Ha nuTepatypHble AaHHble (1, 2, 3)
MOXHO NPeAnofioXXUTb, YTO UHTEHCUBHaA
WHaKTUBaUMA aApeHOopeLEenToOpoM ABNAETCA
cneacTtesMemM BO3AEUCTBUA ayTOAHTUTEN K
aapeHepruyeckum ctpyktypam. OaHako
HeNnb3A He YuYuTbiBaTb BO3MOXHOCTb MHAKTU-
BaUMUO aApeHOopeuenToOpoB B pesynbTaTte
HapyweHWs UeNoCTHOCTU MeMOpaHHbIX
CTPYKTYp BO3AEWCTBUEM MHTEHCUUKALUK
NEPEKUCHOIO0 OKUCAIEHWUA NTMNUAOB.

MHaktuBaumna aapeHopeLenTopoB B CBOO
oyepeab cnocobCTBYEeT NoAaBIEHUIO KOMI-
€HCaTOPHbIX peakuui opraHuama v ycyryonset
narosiorMyecKknum npouecc.

M3ameHeHMe napamarHUTHbIX LLeHTPOB
KPOBHM C

2. Vehter I.C., Fraser C.M., Harrison L.C. Au-
toantibodies to - adrenergic receptors. A pos-
sible couse of adrenergic hyporesponses in al-
lergic rhinitis and asthma.

3. Homer L.T., Cain V.A. Enhansement of IgG
antibody formation on rabbits by adrenergic an-
tagonists / Int. Arch. Allergy. — 1979, v. 59, #1,
p.121-129.

4. Fraser C.M., Venter |.C. Futoantibodies to
beta adrenergic receptors and asthma / J.Allergy
and Clin Immunology — 1984, v. 7, #3, p. 227-
229.

SUMMARY

Molecular changes of acute respirato-
ry failure in children Giorgobiani M.

Tbilisi State Medical Unibersity

An electro-paramagnetic resonance test
was carried out on the molecular aspects of-
pathogenetical differences of the respiratory dis-
tress and respiratory failure. It was stated that in
the course of respiratory distress in children’s
organism occurs insignificant intensification of
processes of peroxide acidation of lipids. With
the development of respiratory failure formation
of active oxygen — nitric oxide and ksantinoxi-
dase — increases sharply, this assists the acti-

vation of perox-

aKTuBHaA ¢popma ide oxidation of
COCTOfIHUE un Fe3+ Mn2+ Fes-No |lipids, destruc-
aapeHopeLenTopos tion of the integ-
8 rity of mem-
pecnupaTopHbIi brane  struc-
ANCTpecc 15, 30, 00, tures,. hemolisis
7,80,8 4,50, 5 1,50,5 |of eritrocytes,
pecnupartopHasa 01,0 8 reduction of the
integrity of mem-
HeAOCTaTO4YHOCTb brane struc-
tures, hemolisis

Nurepartypa:

1. Lagunot D. The role of must cells in asth-
ma / Exper. Lung. Res. 1983, #4, p. 120-135.

of eritrocytes, reduction of antioxidant potential
of organism and significant inactivation of
adrenoreceptors.
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373539 30LALEMY3BHMIM g0 aenmdg@genmby-
2GoR0b (3336) B9mdobols Jgq9'd ogerolbdgds mod 3
dengdol sbmgds, HmIganlisi bogydganse 0dbymo
3906030 ggal s jenobogygow garobgds Ggbe-
00 (3935¢9M 05, 30MEGJobgM0s, (30e00bEMmYM0s)
9JLAO>Ogb gm0 (d9dyg3gds, 0@ M0y Jo 3gH R qb-
b0o) bod3@mdgdom.

V3539 aemdg@embgrn@o@do doMomswaw ob-
99J300l dgdamd 3gMmomwdo goms@mgds. osgo©-
b ‘dgodangds aobgomemogl Lbgswslbgs 0bgygdiools
(LA>Rogm 330, 36939m 3m39@0, Coxsacki-go@ Lo,
399 o 30l Echo-30®9lio,a(0 30 ©@s 3sMmm@o@o) dgo-
98- ®9d3zs 9bdomgloe osgomgdol gobgomsmgds
25630008909 057A w30l B23gdmeoby@o bEmgs-
AM3M3o0.

3326 3oMggeno 3918 Loygbgdo s gmgls Gemyma;
Jabo@dols qommygengds, 3ogd0M0 ©oogogdslis ©s
LA 933mgmgl dm@ol Ibmenme 39-20 Loyyzybgdo
oEsLH YOS, 3gemggs 50 Fanols fob woofym o
mgolingol s gbogos, MM 33y6-0l yobgoms®mgds
LA 933mgmz0L bgg@odmagbyemo d@sdgdbom s@ols
3ob30Mmdgdoeo. 3omwg@dools dgdamd M Godols -
47, 49, 55, 2, 60, 57 LE®3E ™ m30m, Gomobygoe o
0693900l dgdamd M Godol - 1,2,4,3,25,49, 12
BA®G3E™ 30 om. dmygz056960m woa0bos, MM oS-
350950l 253m§3935> C xa980L LEOY3GMZMILoG
‘dgdaos.

mgolmgol 3bmdognos bgr@o@mygbygmo LiG®g3-
B™M3mgol m@o sb@oggbo: bodmagbo (g3bmEmJlob
B-l {obsdmmdgoo) s aeoig@omegdoamlbigsd)
©g300GOmagbsbs, (3bmdogo,Gmam® 3 presorbing Ag
(PA2g) . dogMmdols o3 gMoi3090L o5jgom aermdgm-
90 go0boedo do®gzomgds ©s yobodommdgdgb ob-
Aobbggams aodmdydsggdsl, Goi dgdoge sbmgdols
dgos@mmgdols o@ogoiosl ofgg3l.

d3a6-0l dgdnbgggoms gdodogmgbmdsdo gabm-
AmJbob B-Los s PA-Ag-1 Lofobso@dogam obEolib-
9980960 Bod@o dsmaognos. PA-Ag-b 0bgdios 0{gg3L
da6-0L gobgomamgodsls gdlidg@modgb@ do. PA-Ag-1 Liof-
0bsomdgam sbEolbgyamagdo s@ols momJdol yggans
3326-000 @oogo bY@ 3530967 Do, d5dob AMEgLsis
39O 96900 LEHMY3AM3M 3o 0bg3gdiaools oo
09395009800 3bgengdol @AM domo s@dmhgbs Lolsb-
g'do momJdol dgydangdgemos.

doGGmEey0gGo, Jeobog@o s Lghmemaogmo
doh39b90260L bogadggeby woEpgbogos @asgowy-
b0l 0d9bm3md3argJlbygdo babosmo. 0dygbydo  gm-
330 g9Jlo, Gm3genoi goagds b3gaogog®o sbGolb-

ggmobs s LEAM3BHmMgmggeo sbBogygbologsh,
g0 goeobEgds ymmyaols godogs®mols jgogendo ©s
55J0gg0L 3md3engdgb@Bol Lol@gdsl. 0dyby@o Lol@g-
dol oBogoos amdaammgsb LE® Y] n®gddo oo-
39bodmgdyao bAM93@m3mggeo sbGoggbom (,plat-
ed antigen”) ob gbpmggbygdo ob@oggbols Lobgig-
o gdbomsi begds. 3mddengdgbdols oJ@ogsEools
3obgowol dgdmgao g@odos 3md3egdgb@ols dg-5 gm-
d3mbgb@ol (C5a) aoodBHoggds ©s X MmgEms ©sdenols
‘dgogas sbmgdol dgoos@dmmgools asdmmagolygeeng-
b5, 303 m30bgdo s PYxMgegao 0dgboBgdol Rod-
BMAJO0 563005019096 5bmgdsl: dgdy390sls @s 3Mm-
0ggM5300 AenmIgHensdo. Losgs©gdols 0dgbm je-
33a0gJlg® 29b9dL sl YOGOL 0dybmammdyaob
G-U aMoby@odyemo ©g3mbodol s 3md3e gdgbEols
393 3033mbgbRols sGlgdmds gm@aaols jodogas®ols
dobogmg@ dgdd@oboby. 3MM3gAobols ©s C, 3Omsd-
B0g5A™mM0l ©o]g90mgd 70 3mb3EgbGMsG0s s Jm-
d3@0gdgb@ol 3md3mbgb@gdoli s@smsbdodwgg@ oo
©5]390mg05 30m33e09dgb@ols oJBogoool sen@g@bso-
g0 abobyg dogmomgdl.

3336-000 oogoEgdEn dogdgms 80-92%-do genob-
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dg4 303d3mbgb@o.

3905003090 3995900 yoggefoymor diom-
©90s 33ab6-0ls bobdomy. asbgomstgdowe J399690do @oo-
g0©905d d90dmgds gdowgdools Lobgy doocols.
Lodooggemmdo ot stols gl ogemomo 33ab-ols gdowg-
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393l, agbegds mxsbgmo 39dmbggggoo.

L3m@oye dgdmbggggdls Lgdmbammds sboliosmgols.
809006-a5809bmols o 3o Bglidodmoor 0bggdiogoom-
36 oMol @ 3ogdomgoyma, Bogbam-dgdmeamdols 3o 3o
domegddools Igdeamd JgMomaels gdmbgggo.

33ab doMomsrswe 3gmombisndgem dHmabmdols @ss-
go©gd0s, 035000 d9dmbggg90do gomoM©Yds Mo 3deols
80009 88056909, 1%-89 b5 3e9d d9dmbgggoda 10-15 Feols
d99ega d90degde 0ot 3deols JHmbo gymo 53dsMolsm-
35 asbgomomegls. sdslfmmo 33@bocmmds 3§ 359 39-
Momedo (0bgndonmo mgmades) Jsgogbgolmgols dgo-
g0 Lvgomomm Jgegaom oldymegl. @ssgswegdols
a9b39m5 905 doosb oo 0dg0smMdss.

3336 bdomos 3530 35(39000. Iggom@gds 35ds 3o390L
@ Joemgols Immols 2:1. @osgoegds seffgmomos Hmamm;
9000 feols sliggg 90 Fenals sbis 3dag, yggeodg bdomowe
3346 4-©5b 12 {emodeg sliogols 553939080 agbgegds, do-
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33ab-ols asbgomsmgdsls fob LgHgdgmjmzagmo ob-
29909 (89Mabaogo, mbdomogo, Jomegmdos) gdagal.
©o0g909d0ls @slofyollbs s bgtgdgmgm iy obggd-
(309l Immols gmggmmgols sols wsgqbg Mo JgMomwo,
ggeols 0bggdools e®ml — 1-2 33006, boenm 3obols 0b-
a9d00l @Hml — 3-6 330M0.

33ab-ls 3 30M@absc o jemobogamo Loddgmdo sbe-
Losmgols: 1. 39393900 — dgdmbgggoms 80-90%-do 2. 3o 3-
Mm3gdognmos (30-50%) 3. stggMogmo 30 3gMg9680
(50-90%).

553500900bmgols @sdsbsliosmgdgemos meanogdo-
ol 5OLgdmds, mydEs sl Fbmenme yy@omgdosbo
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SUMMARY
YTt is time The BEvidencetased medicine

Ay process ar effect at any stage of a study fran its
desion to its exeoution to the gpolication of infarmetion
fran the stdy, thet producss results ar caclusias thet
differ systamtically fram the truth may ke . Bias can ke
reduced only by proper study design and execution and
reqults fram the true results, because of theway(s) inwhich
the stdy is coducted

Cdhort study-A non-exoerimental study desion that fol-
lows a gragp of pegole and then locks at how events differ

arayg pegple within the grogp. Tn Clinical Bridace, we
assigned by a method other then rarndam allccation. When
the methad of allocatio is by randon selection, the stdy
is referred to as a radonisad axtrolled trdal

Review & A sumary of published material on a suo-
Jject. Tt may ke coprehensive to various degress ard the
time range of material scrutinized may ke lrcad or rarrow.
The coclusians of a review are often aoboined qualita-
tvely with litfle, if ay, quentitative menipualation of the
published information.

Sasitivity aslysis is Aslysis to test if results fram
netaaalysis are sasitive to restrictias o the data in-
cluded. Cammn exanples are large trials aily, higer gel-
ity tdals aily, and more recent trdals anly . If reslilts are
axsistat this provides strager evidace of an effect
ard of gereralisahility

The main aouse of a cdort study is as a meens of
assessing the effectiveness of a partiadlar intervention
when the more appropriate method could be a randanised
antrolled trial. Cdort studies are goorgoriate when as—
sessing cdhenges in service meEnegament or orgenisation
ar in searching for uncamm side effects of treatment ar
the adverse effects of trestmant

Keywords :Bsst evidance, Best case amlysis, Balance
dets.
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ANNALS OF BIOMEDICAL RESEARCH AND EDUCATION

Life and activity of
professor Ioseb Kvachadze
October 31, 2005 was the 80™ anniversary of the

birth of Professor loseb Kvachadze. He was one of the
most famous scientists and pediatrics in Georgia.

loseb Kvachadze
Georgia.

weas born on october 31, 1925 in

Having finished the school loseb Kvachadze entered the
Medical faculty of Thilisi Medical Institute. He graduated
from above-mentioned institute in 1946, He began
practice, when he was twenty —~ two years old. The ronge
of Kvachadze's scientific interests and number of his
research works are really great.

Professor loseb Kvachadze became o Candidate of
Medical Sciences in 1955. His thesis for o degree of a
Candidate of Medical Sciences entitled "Specific of
Gastric  Secretion Dystrophic Infants” was defended
successfully.

The unique clinical material and profound experience of
congenital perinatal infection were generclized by losebh
Kvachadze in his scientific work for a degree of a Doctor
of Medical Sciences entitled "Congenital Toxoplasmosis"
and defended in 1970.

loseb Kvachadze was elected o Professor at Department
of pediatric hospitel of Thilisi. Stote Medical University in
1970, From 1972 to 1993 he was the Head of
Department of hospitel pediatric of Tbilisi State Medical
University.

In 1984 He became the Honoured Scientist of Georgia.

Professor loseb Kvachadze had a wide experience in the
clinical practice. His clinical and scientific interests
included: general pediatrics, collagen diseases, problems
of fetus and neonatal intrauterine infections (chiomidiosis,
toxoplasmosis), rheumatic diseases, sepsis,
diseases, malabsorption diseases.

metabolic

During his career as a doctor, lecturer and scientist loseb
Kvachadze managed to publish 30C reports both in
Georgia and abroad.

He is the author of 7 monogrophs ond textbook of
pedictrics —"Children Deseases"

Under his guidaonce 30 researchers have successfully
defended their candidate and 2 doctor dissertations.

Professor loseb Kvachadze was: President of Georgian
Association of pediatrics, Vice-President of Georgion
Association of rheumatics, Member of Board Association of
Pediatrics, - Member of Russian Association of Pediatrics,
Member of editorial board of medical journals.

He died in 1993.

loseb Kvachadze was notable for his selfless attitude to
his patients, firmness and goodwill in relation to his
students, strong love of life, high professionalism, wit and
great erudition not only in pediairic, but also in many
fields of medicine. He was a prominent Georgion scientist,
the founder of modern pediatric ot the XX cenfury in
Georgia.

lrma Korinteli

XuBHE M OJeATEIBHOCTDb
npodpeccopa HMocmumba Keauagnse

31 oktabps 2005 roge ucnonHunock 80 ner co OHA DOXAEHMA
WMocnpa  Maxapobneswda Keauagse, OBHOTO M3 BbIAAKWMXCH
NPEACTABATENSA  [DY3MHCKOW NEAMaTDiMn, B KOTODOM  OpraHuyHO
COYETANNCH Ka4ECTBE ONLITHOTO KNVHWMUMCTA, YYEHOTO, PYKOBOAWTENS
¥ Neaanora.

W.M. Keadaase poouncs 8 1925 rogy. B 1846 r. ¢ 0TnvuMEM OKOHYMN
TBANMCCKUA TOCYAADCTBERHLIM MELULMHCKIA WHCTHTYT

B 1955 1. .M. Kpauznse 3auiiaeT KanauaaTekyio QnCCepTaumto, 8 8

1970 1. - ROKTOPCKYHC AMCCEPTaUM, nocesueHHan npobheme
TOKCONNA3MO33. B TOM e rOfly €My [pWCBaWBAEICH 3BaHMe
npoteccopa.

C 1972 r. do xoHua xu3uu npotheccop MM, Keauapase sosrnasnsan
Kacbenpy rocnuTaneHoM neguartnpuid TOMAKCCKOrO rOCYAaPCTBEHHOM
MELMLMHCKOTO YHUBEPCUTETA.

B 1984 r. nonyuwn 383HWE 32CNYKEHHOIO ASATENS HAYKM.

Haysnbie wecnegosanua npodeccopa MM, Keauagse noCBALEHb!
VBYHEHWIO  ATUONCTAY,  WMMYHONOM MK, AMMYHOTEHETUKA,  KITARUKUA,

AMArHOCTVIKA 1 DAUMOHANEHCTO NEYeHns pasnvdHbix 3abonesatui v

neten.

Hapagy ¢ atum, npogeccop WM. Keauagae wHTepecosancs
BONPOCAMM  DEBMaTU3MA, AvDdY3HLIX OONE3Helh COeAMHUTENLHON
TK3HW, CEMCKHCa, NMaTCrnofM HeOHATanbHOMo NMepuoaa. BPOMABHHSIX
WHEEKLWA 1 5P

Mpodeccop VM Keauanae - astop 300 HayuHux pabot, ua koux 16
oNyBAMKOBAKL! 32 DYDEKOM, B TOM HWCNe MOHOMpatni 1 yueDruMK -
‘Hetcume  Bonesww”, DYKOBOLCTBO [NR  BDadYel, neauaTpoB
CTYEHTOB MEABY30B.

Mon  pyxosogcieom UM, Keadapze
KEHAMBATCKUX ¥ JOKTOPCKUX AVMCCEDTaUMiA.

sawpmuerc  Bonee 30

YUacTHUK  MHOTVX  MEXOYHAPOMHBIX KORIPECCOB, NOMETHBIA uMeH
BeembipHOTG  0DWIECT8a JETCKMX Bpaded, NPeswieHT acouuaumw
Nefuarpos fpy3un, BAUE- NPE3WAEHT PEBMATONOroB [py3uu, uneH
PEOKONNEriy MESUUMHCKAX HYDHAN0B - BOT HENONHLIM NEPEYEHs ero
perannen v sacnyr.

Cronuancs npodeccop WM. Keavapae 8 1993 rogy.

Caoei xu3kbio v gestenbrocTio Mpodeccop VM. Keauagae sHec
IHBYATENBHBIV BKAGA B P33BUTUE OTEHECTBEHHOM NeauaTpuu

Hpyva Kopuwmenu
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Clinical trials
Alexander Telia

Thilisi State Medical University, Georgia

INTRODUCTION

A clinical trial can be defined as "any form of experiment
involving patients”. The objective of a clinical trial is
usually to determine whether a treatment is safe and
effective for treating a particular disease. An important
of such an experiment is that it is conducted on a sample
of patients with a disease to generate results on which
future treatment of all such tents with the same disease
can be based. Planned experiments on healthy volunteers,
such as bioavailability studies and dose-finding studies
during the early phase | testing of new drugs are
sometimes considered to be clinical trials but more often
they area not. The term "volunteer studies" is sometimes
used for studies but because all clinical trials require
informed consent and hence ‘"volunteering" by
participants, this term best avoided [1].

CONTROLS IN CLINICAL TRIALS

To infer whether a given treatment has worked,
comparisons are required. The comparison may be of the
states of patients (i) the states of patients before and
after administration of the treatment (ii) the response of
patients given the treatment and those of past patients
(historical controls) who were given no or other
treatments, or (iii) the response of patients given the test
treatment and those of other patients given a control
treatment, in the same study. Without a control group,
interpretation of results is usually difficult. For example,
consider a trial of a new remedy for the common cold. If
treatment effects are measured two weeks after
administration of the treatment, then a success rate close
to 100% is to be expected simply because of the natural
history of the infection. It is obvious that, except in
exceptional circumstances, a clinical trial using concurrent
control patients is likely to give the more robust results
than one based on historical controls. The need for
controls in the assessment of drugs was recognized in the
early part of the 20™ century. For example, in a study
published in 1931, Burns Amberson, McMahon and Pinner
recruited 24 tuberculosis patients and divided them into
twelve pairs, with the cases individually matched with
each other on the basis of clinical assessments. Group A
was then assigned to receive the drug and Group B
served as a control with the assignment based on "a
single flip of a coin" [2].

BLINDING IN CLINICAL TRIALS

Most investigators have firm views about which of a
range of alternative treatments is more effective and
often, which is more appropriate for particular groups of
patients. As a result, there is a strong temptation by
investigators to channel particular groups of patients to
particular treatments (channeling effect). Moreover, there
is also a risk of the investigators subconsciously losing their
objectivity in their assessments of treatment effects simply
because of their clear preference for particular
treatments. Therefore in the design of clinical trial, efforts
are made to overcome these potential sources of bias.
Blinding (or concealment of treatment allocation) is an
effective way of doing this. As both patients and

investigators are potential sources of such biases, blinding
of both patient and investigators (double-blinding) is
preferred over single-blinding. The issue of blinding is
however still a controversial issue. For example, there is
increasing recognition of context effects (non-specific
treatment effects other than a placebo effect). Blinding
nullifies such effects and may underestimate the efficacy
of a particular drug in day to day clinical practice.

Moreover, blinding may of course be ethically
unjustifiable in some circumstances as patients’ preferences
are ignored.

RANDOMIZATION

Perhaps the most important development in the design of
clinical trials was the introduction of randomization of
treatment allocation. In other words, each patient is
assigned to receive one of the freatments being
considered in a clinical trial by a random assignment
process (throw of a dice or computer generated random
numbers). The idea of randomization, first introduced in
the design of agricultural experiments by R.A. fisher,
ensured that true treatment effect could be separated
from other effects arising from differences in
experimental conditions or differences in the subjects
studied. The success of randomization in increasing the
reliability of experimental results, and hence of inferences
that are drawn from them, is due to the fact that it
controls for influential factors that the investigators are
unaware of. In other words, one can never be sere that
patient groups, assigned to receive different treatments
are truly comparable. Randomization should ensure ever
distribution across the treatment groups. It is worth noting
that the study by Burns Amberson et al, discussed earlier
did not use effective randomization. The investigators
assumed that they could identify all prognostic factors.
Group but not individual randomization was resorted to.
Effective randomization, balances any unknown, but
potentially influential, factors out across the treatment
groups. A further benefit of randomization is that it should
control the channeling effect mentioned above. Such
channeling is often subconscious randomization did not
feature clinical trials until Bradford Hill introduced it
formally in a trial of streptomycin for tuberculosis in 1948.
Today randomization is regarded as an essential feature
of a well conducted clinical trial [3].

WHEN RANDOMIZATION FAILS

Randomization may fail when the randomization process is
itself biased. For example, bias may be introduced when
patients are assigned to treatment groups on the basis of
when they attend the clinic. More often, randomization
may fail because of small sample sizes. For example
consider the extreme case of a trial involving four patients
two of whom have, in addition to the disease being
considered, a concurrent disease which affects the
response to treatment. If the patients are subdivided into
two groups of two and each patient is randomly assigned
to receive one of two groups, then there is a 33% chance
that both patients with the concurrent disease will be in the
same treatment group. Be increasing the sample size, such
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imbalance is made less likely. Increasing sample size of
course also protects against clinically meaningful
differences in responses being missed.

PROBLEMS WITH RANDOMIZED CONTROLLED TRIAL
(RCT)

Although the randomized controlled trial is widely
regarded as the gold standard for evaluating the
efficacy and safety of drugs, in practice they have
several shortcomings which may limit their usefulness and
reduce the validity of inferences made from their results:
(i) Even well designed trials are generally powered to
detect a change in the primary efficacy outcome measure
and therefore usually do not have the necessary size to
detect clinically important differences in adverse reaction
profiles or new but rare adverse reactions. (ii) Clinical
trials are generally short in duration because of both cost
and practical reasons. Retaining patients in long-term
trials is e very difficult task. Therefore robust can only be
made about the short-term efficacy of the treatments
being investigated from the results of most trials. this can
be a major problem with the assessment of new
treatments for chronic diseases such as rheumatoid
arthritis or recurrent diseases such as asthma and
psoriasis. Assessment of drugs intended to prevent
disease is also a major problem. For example, lipid-
lowering drugs may be administered for decades while
even the best trials are conducted for a few years only. In
estimating the efficacy of such drugs, extrapolation of
results is the norm. (iii) The primary outcome measure
chosen by investigators may not be the optimum and in
some cases may not even, e relevant for clinical decision-
making. Surrogate outcome measures are for example
often used in efficacy trials. (iv) Clinical trialists and
indeed ethics committees do not generally like the
inclusion of "complicated patients” such as the very young,
the elderly, those with concurrent disease and those on
concurrent medication in clinical trials. Yet such patients
make up a large proportion of patients in clinical practice
and not treating them is generally not an option for the
clinician. (v) Clinical trials usually give little guidance on
the value of dose adjustments because few doses are
usually evaluated. Yet in clinical practice there is a great
need for such guidance. With adjustment of doses, the
separation of adverse effects from beneficial effects may
be impossible because of non-parallel dose-response
curves for efficacy and adverse effects.

OBSERVATIONAL STUDIES

Given the limitations of randomized controlled trials it is
not surprising that there has been much discussion and
debate about how practitioners should use the results of
such trials for guiding their practice. Indeed there are

REFERENCES:

some clinicians who argue strongly that observational
studies provide better guidance a historical discussion of
the controversies surrounding the introduction of the
randomized controlled ftrial is provided by Mark [3]. No
illustrate the current debates about the relative value of
randomized controlled trials and observational studies, a
recent question posted to the Cochrane skin group on its
electronic discussion group asked: "Which is preferable a
poor trial or a good observational study?" Although there
can clearly be no simple answer to it, the question
generated substantial debate. To even begin to provide
an answer, there is clearly a need to have more
information about the clinical question being posed and
what was meant by "poor" and "good". This is often more
difficult than is initially apparent. For example, even for
the assessment of published randomized controlled trials
there are more than 25 quality instruments available and
there is no consensus as to which is to be preferred [4].
Moreover, in practice the aim is to integrate results from
both, randomized controlled trials and observational
studies.

REPORTING CLINICAL TRIALS

To comprehend the results of a randomized controlled
trial (RCT), readers must understand its design, conduct,
analysis and interpretation. That goal can only be
achieved through complete transparency from authors.
Despite several decades of educational efforts, the
reporting of RCTs needs improvement. Investigators and
editors developed the original CONSORT (Consolidated
Standards of Reporting Trials) statement to help authors
improve reporting by using a checklist and flow diagram.
The revised CONSORT statement presented in this paper
incorporates new evidence and addresses some criticisms
of the original statement. The checklist pertain to the
content of the Title, Abstract, Introduction, Methods, Results
and Discussion. The revised checklist includes 22-items
selected because empirical evidence indicates that not
reporting the information is associated with biased
estimates of treatment effect or the information is essential
to judge the reliability or relevance of the findings. We
intended the flow diagram to depict the passage of
participants through an RCT. The revised flow diagram
depicts information from four stages of a trial (enrolment,
intervention allocation, follow-up, and analysis). The
diagram explicitly includes the number of participants, for
each intervention group, included in primary data
analysis. Inclusion of these numbers allows the reader to
judge whether the authors have performed an intention-
to-treat analysis. In sum, the CONSORT statement is
intended to improve the reporting of an RCT, enabling
readers to understand a trial’s conduct and to assess the
validity of results [5].
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