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QuY TRINH XAY DUNG KHUNG NANG LUC
TAI CACDOANH NGHIEP DUQC PHAM VIET NAM

PO THI MAI QUYEN"

Trong béi cdnh nganh Durgc phdm Viét Nam dang ddy manh chuyén déi tir tiéu chudn WHO-
GMP sang EU-GMP, viéc xdy dung khung ndng Iuc bai ban tré thanh yéu to quyét dinh dé
chuyén héa cdc tiéu chudn ky thudt thanh hanh vi nhin su cu thé. Bai viét sir dung phuong
phap nghién citu da truong hop vd phong vdn sdu thong qua phén tich ndi dung dit liéu tir
cdc doanh nghiép dugc phdm ddu nganh, nhu: DHG Pharma, Traphaco va Imexpharm. Trén
co's¢ doi sodt voi cdc khung Iy thuyét kinh dién ctia Spencer, Lucia va hién dai ctia Campion
vd Armstrong, dé xudt quy trinh tich hop tap trung vao tinh khd thi va sy tham gia da chiec
nédng gin voi béi canh ctia nganh Duoc phdm tai Viét Nam. Quy trinh xdy dung khung nédng
Iire ndy o6 gid tri tham khdo cho cdc nha quan ly dugc phdm trong viéc t6i uu héa nguédn
nhén Iyc va dap ung cdc tiéu chudn chét lirgng quéc té

Ttr khé6a: Khung nang Iuc; doanh nghiép duoc pham; quy trinh xdy dung; tinh kha thi; tiéu
chudn ky thuat.

In the context of Vietnam’s pharmaceutical industry accelerating its transition from WHO-
GMP to EU-GMP standards, the systematic development of competency frameworks has
become a decisive factor in translating technical standards into specific human resource
behaviors. The article employs a multiple-case study method and in-depth interviews,
analyzing data from leading pharmaceutical enterprises such as DHG Pharma, Traphaco,
and Imexpharm. Based on comparisons with classical theoretical frameworks of Spencer and
Lucia, as well as modern frameworks of Campion and Armstrong, the article proposes an
integrated process that focuses on feasibility and cross-functional participation aligned with
the specific context of Vietnam'’s pharmaceutical industry. This competency framework
development process provides a valuable reference for pharmaceutical managers seeking to
optimize human resources and meet international quality standards.

Keywords: Competency framework; pharmaceutical enterprises; development process;
feasibility; technical standards.
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1. Dat van dé TTg cua Thu tuéong Chinh pht), muc tiéu
Theo Chién lugc quéc gia phét trién  trong tdm la nang cao nang luc san xudt
nganh Duogc Viét Nam dén ndm 2030 dinh
huéng nam 2045 (tai Quy€t dinh s6376/QD-  « NS ciia Trwong Dai hoc Thiwong mai
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trong nudc dé dat tiéu chudn cao, nhu: EU-
GMP hodc PIC/S-GMP. Su chuyén dich ti
tieu chuan WHO-GMP sang EU-GMP khong
don thuan 1a su nang cap vé may maoc hay ha
tang nha xuéng ma quan trong hon la su
thay doi ve chat trong quan tri hé thong chat
lugng (PQS). Trong do, yéu té con nguoi
dugc xem la trung tam.

Théch thtc 16n nhat cta cidc doanh
nghiép dugc nodi dia hién nay la viéc hién
thuc hoéa cac tiéu chudn ky thuat khat khe
nay thanh cac hanh vi va nang lyc cu thé cta
doi ngt nhan su. Khung nang luc dugc xem
la “cong cu cau noi” hitu hiéu nhat. Tuy vay,
da s6 cac nghién cttu hién tai chi tap trung
vao viéc liet ké danh muc nang luc (The
Content) ma bo qua quy trinh xay dung (The
Process) - yéu td quyét dinh tinh pht hop va
kha nang song sot cia khung nang luc trong
moi truong san xuat thuec té.

2. Téng quan céc nghién ctu quy trinh
xdy dung khung ndng lyc trén thé gi6i

2.1. Quy trinh cua Spencer & Spencer
(1993)!

Day la quy trinh nén tang dua trén ly
thuyét “Tang bang nang luc”. Spencer &
Spencer dé xudt quy trinh 6 budc tap trung
vao phuong phap phong van sy kién hanh vi
(BEI) dé xéc dinh cac nang luc phan biét gitta
nguoi lam viéc xudt sdc va nguoi lam viéc
trung binh. Quy trinh nay nhan manh vao
viéc thu thap dit liéu tho ttr thuc té trudc khi
ma hoa thanh tir dién nang luc. Quy trinh
nay gom 5 budc cot 16i:

Buorc 1: Xac dinh tiéu chi hiéu sudt, cac
thudc do thanh cong cu thé cho vi tri cong
viéc (vi du: ty 1é 16 hang dat chuén ngay lan
dau, s6 lugng sang kién cai tién quy trinh).

Buoce 2: Chon mau nghién ctiu qua hainhom
nhén vién “Xudt sdc” va nhom “Trung binh”.

Buéc 3: Thu thap dit liéu thong qua BEI,
stt dung phuong phdp phong van su kién
hanh vi (Behavioral Event Interview). Day la
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linh hon ctia mé hinh, yéu cau nhan vién ké
lai chi tiét cac tinh huong thuc t€ ho da xttly.

Buoc 4: Phan tich ditliéu va xay dung quy
trinh (Developing the model), stt dung ki thuat
phan tich ndi dung (Content Analysis) dé tim
ra cac mo thitc hanh vi xut hién 6 nhom xuat
sdc ma khong c6 & nhém trung binh.

Buoc 5: Tham dinh quy trinh, kiém tra lai
quy trinh v6i mgt nhém mau khéc hodc sttdung
danh gid 360 do dé xac nhan tinh chinh x4c.

2.2. Quy trinh ctia Lucia & Lepsinger (1999)

Quy trinh nay mang tinh hé thong, chia
lam 2 giai doan l6n: (1) Phét trién quy trinh
nang luc (xdc dinh muc dich, thu thap ditliéu,
phan tich) va (2) Ung dung quy trinh nang luc
(tuyén dung, dao tao, quan tri hiéu suat). Quy
trinh nay dugc danh gid cao vé tinh thuc thi
trong cac to chiic c6 cau tric phtc tap va tap
trung vao viéc tich hgp khung nang luc vao
“hé sinh thai” quan tri ctia t6 chiic. Quy trinh
ctia ho mang tinh thyc thi cao:

Buoc 1: Xéac dinh muc dich va pham vi.
Lam 16 khung ndng lyc dung dé lam gi
(tuyén dung, dao tao hay luong thudng).
Trong nganh duogc, muc dich thuong la dé
tuan thu EU-GMP.

Budc 2: Xac dinh cac vi tri trong yéu, tap
trung nguon lyc vao nhing vi tri c6 tac dong
16n nhat dén chét luong san phdm (nhu QA,
QC, San xuat).

Buoc 3: Thu thap thong tin tir nhieu
nguon, khong chi phong van ma két hop
quan sat truc tiép, phan tich tai lieu (SOP,
ban mo ta cong viéc) va thao luan véi cac bén
lién quan.

Budc 4: Phét trién du thao khung nang
luc, xay dung cac nhoém ndng luc va ddc biét
la c4c chi bao hanh vi theo tiing cap do.

Buoc 5: Hoan thién, tich hgp, tham dinh
lan cudi va dua vao cac quy trinh nhan su
hién httu.

2.3. Quy trinh cia Campion va cong su
2011

Michael Campion la mt trong nhiing
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gido su hang dau thé gigi vé tam ly hoc t6
chtic, dugc coi la “tiéu chudn vang” hién dai
cho viéc xay dung khung nang luc. Ong dé
xudt quy trinh tap trung vao tinh nghiém ttc
cta dw liéu va su két noi chién lugce. Quy
trinh dua trén “Thuc hanh t6t nhat” (Best
Practices).

Buoc 1: Phan tich chién luoc doanh
nghiép khong bt dau tir cong viéc ma bat
dau tir muc tiéu kinh doanh ctia to chtic.

Buoc 2: Phan tich céc bén lién quan, xac
dinh nhu cau ctia khong chi quan Iy nhan su
ma ca ban gidm ddc, quan ly truc ti€p va cac
chuyén gia ky thuat.

Budc 3: Thu thap dit liéu da phuong
phép, két hop ca BEI (ctia Spencer), thao
luan nhom va khao sat trén dién rong dé bao
dam tinh dai dién.

Budc 4: Phat trién mo ta hanh vi theo cap
do, xay dung cac thang do hanh vi dé giam
thiéu su cam tinh khi danh gia.

Buoc 5: Tham dinh vé mat phép ly va ky
thuat, bao dam khung nang luc tuan thu cac
quy dinh nghé nghiép va luat lao dong.

2.4. Quy trinh ctia Michael Armstrong
(2020)*

Michael Armstrong la tac gia ctia cuon
“kinh dién” vé quén tri nguén nhan luc. Ong
de xudt mot quy trinh tinh gon nhung cha
trong vao su tham gia ctia nhan vién va tinh
bén viing.

Giai doan 1: Chudn bi va truyén thong.
Armstrong nhan manh viéc phai truyén thong
cho nhan vién hiéu “tai sao chiing ta lam
khung nang luc” dé giam bot su khang cu.

Giai doan 2: Phan tich nang luc, sitdung ky
thudt su co trong yéu dé tim ra cdc hanh vi dan
dén sai hong hodc thanh cong trong qud trinh
lam viéc.

Giai doan 3: Thiét ké khung nang luc,
thong qua viéc phan nhém nédng lyc va thiét
ké cdu trac tir dién nang luc dé tra ctu.

Giai doan 4: Trién khai va danh gia dinh
ky, coi khung nang luc 1a mot thuc thé song
can dugc cap nhat khi cong nghé san xuat
thay doi.

Quaé trinh phét trién ly luan vé quan tri
nguon nhan luc dua trén nang luc, cac quy
trinh xdy dung khung nang luc da co6 su
chuyén dich manh mé nham thich tng voi
yéu cau ngay cang khat khe vé tinh chinh xac
va hiéu qua quan tri. Tuy nhién, viéc Iua chon
mot quy trinh phtt hop khong chi dimng lai &
viéc 4p dung mot cong thikc c6 san ma doi hoi
st thau hiéu vé nén tang triét Iy va ky thuat
trién khai ctia timg hoc thuyét dé thiét lap co
s& phuong phép luan viing chic cho nghién
ctu tai cdc doanh nghiép dugc pham Viét
Nam, noi dang dting trudc p luc chuyén doi
tir tieu chuan WHO-GMP sang EU-GMP.

3. bac thu nganh Dugc anh hudng dén
quy trinh xay dung khung nédng luc

Nganh san xudt dugc phdm c6 nhiing
ddc thu riéng biét so véi cac nganh san xuat
thong thuong, dieu nay buoc quy trinh xay
dung khung nang luc phai dugc diéu chinh.
Trong moi truong GMP, moi thao tac déu
dugc quy dinh chat ché boi quy trinh van
hanh tiéu chuén (SOP). Do d6, ndng luc ctia
nhan vién khong chila “biétlam” ma phaila
“lam dung theo SOP moi lac”. Nhan su trong
san xudt dugc phai dugc dao tao va danh gia
dua trén kha nang tuan thu nghiém ngdt cac
huéng dan dé bao dam chat lwgng san pham
cuoi cung.

San xuat duoc lién quan truc ti€p dén stic
khoe va tinh mang con nguoi, do do, quy
trinh xay dung nang luc phai chi trong vao
céc nang luc veé phan tich rui ro chit lugng
(QRM). Néang luc ky thuat trong nganh Duoc
can dugc tich hop tir cac bo tiéu chuén quoc
t€ (nhuICH Q9). Khung nang luc ciing khong
thé ton tai doc lap ma phai la mot phan ctia
ho so nhan su trong hé thong QMS. Quy
trinh xay dung vi thé can c6 su tham gia sau
cta bd phan bao dam chat luong (QA) dé
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thdm dinh tinh chinh x4c ctia cdc mo ta nang
lyc k¥ thuat.

Cach tiép can cua Spencer & Spencer
(1993)° rét hitu hiéu khi xay dung khung
nang luc cho cdc vi tri doi hai su tinh té€ va
nhay bén cao, nhu: dugc si R&D hodc truong
ca san xudt. Nhiing “ndng lyc chim” nhu tu
duy phan tich hé thong hay kha nang tukiém
soat dudi ap luc (khi xay ra sw co day chuyén)
duoc boc tach rdt ro qua BEL

Quy trinh ctia Lucia & Lepsinger (1999)°
pht hop voi cdc doanh nghiép duoc 16n (nhu
DHG hay Traphaco) khi ho can mot quy
trinh mang tinh hé thong dé chuidn héa hang
ngan nhan vién. Viéc nhan manh vao “xac
dinh muc dich” gitp doanh nghiép dugc
bam sat cac checklist cia Cuc Quan ly Dugc
hodc céc t6 chiic quac té.

Quy trinh ctia Campion va cong su
(2011)7 nhan manh vao tinh kha tri (Defen-
sibility). Trong san xuat dugc, khi c6 thanh
tra vé nhan su trong céc ky ddnh gid GMP,
quy trinh ctia Campion gitp doanh nghiép
ching minh duoc cac tiéu chuén ndng luc
duoc xdy dung dua trén bang ching khoa
hoc va thuc t€ van hanh, chit khong phai do
cam tinh.

Quy trinh ctia Michael Armstrong (2020)8
rat phtt hop v6i boi canh chuyén doi so trong
nganh Dugc Viét Nam hién nay. Khi cac nha
mdy ap dung ERP hay hé théng quan tri chat
luong dién tt, quy trinh xay dung nang luc
ctia Armstrong gitp doanh nghiép linh hoat
diéu chinh cdc tiéu chuin nang luc theo su
thay déi cia cong nghé van hanh.

4, K&t qua nghién c(tu va thao luan

Qua phan tich va nghién ctu tir cac
doanh nghiép dién hinh, nhuw: DHG,
Traphaco, Imexpharm, cho thdy, quy trinh
xay dung khung nang luc tai cdc doanh
nghiép dugc phdm & Viét Nam cé nhing
diém tuong dong vé cac giai doan nhung
khac biét vé cach tiép can chién lugc.
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Giai doan 1: Xdc Iap coso ditliéu dau vao
va dinh huéng chién luoc.

O'budc khéi ddu, cac doanh nghiép duoc
phdm Viét Nam thé hién su phan hoa ro rét
trong cach xac dinh nguon dit liéu nén tang
dé xay dung khung nang luc. Tiép can theo
tiéu chudn quoc té (Top-down) tai Dugc Hau
Giang (DHG), quy trinh bat dau bang viéc ra
soat so do t6 chiic va chudn hoa hé thong
dua trén yéu cau ctuia Japan-GMP va EU-
GMP dudi su tu van ctia Taisho. Muc tiéu la
tao ra mot khung ndng luc cé tinh tuong
thich toan cau ngay tr dau.

Tiép can theo chudn h6a mo ta cong vieéc
(Participatory), Traphaco chon xuat phét
diém la ra soat toan bo danh muc va ban mo
ta cong viéc (JD). Pay la budc tién dé quan
trong mang tinh tham gia sau cua céac bo
phan dé dinh vi lai c4c vai tro trudc khi xac
dinh néng lyc.

Tiép can theo phan tich khoang trong
(Gap Analysis), dugc Imexpharm (IMP) tap
trung vao viéc doi soat truec tiép gitta yéu cau
nhan su khat khe ctia EU-GMP d6i v6i cum
nha may IMP4 va thuc trang ky nang hién c6
ctia doi nga.

Giai doan 2: Xay dung ndi dung va cau
tric khung nang luc.

Giai doan thiét ké noi dung cho thay, su
uu tién khac nhau gitta nang luc hanh vi va
nang luc ky thuat chuyén sau. Ca DHG va
IMP déu tap trung manh vao cac nang luc
“van hanh thiét bi cong nghé cao” va “kiém
soat chat lugng tai nguon”. Theo Béo cdo
thuong nién 2023 cua IMP, quy trinh nay
nham dap tng cac yéu cau khat khe ctia
chimg nhan EU-GMP. Traphaco chu trong
viéc két noi gitta nang luc (P2) va két qua
cong viéc (P3). Quy trinh thiét ké tai day
nhdn manh viéc hoan thién hé thong KPIs
song hanh véi khung nang luc dé phuc vu bai
todn luong thuong va dai ngo. DHG tién
hanh chudn héa hé thong quan tri nguon
nhan luc va chuong trinh dao tao theo tiéu
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chudn quoc té, chuyén hoa cac tiéu chuan ky
thuat ctia Nhat Ban thanh cac bo tr dién
nang luc noi bo.

Giai doan 3: Tham dinh, van hanh va duy
tri khung nang luc.

bay la giai doan cac doanh nghiép
chuyén hoa “khung nang luc trén gidy”
thanh cong cu quan tri thuc té€. DHG kiém
ching quy trinh thong qua viéc van hanh
thuc t€ cdc day chuyén san xudt méi. Nang
lyc ctia nhan vién duoc xdc nhan khi day
chuyén dat cac chiing nhan GMP qudc té.
Traphaco két thac quy trinh bang viéc dua
toan by khung ndng luc lén hé thong
ERP/HRM. Viéc nay cho phép dénh giad nang
luc tu dong va lién tuc, giam thiéu sai sot
cam tinh. Imexpharm 4p dung budc danh
gid va cdp ching chi noi bo dinh ky. Day la
quy trinh bdt budc dé duy tri sy tuan tha
(Compliance) bén viing doi voi cac tiéu
chuén EU, bdo dam nhan su luon dua diéu
kién van hanh trong mai truong phong sach.

Nhu vay, quy trinh xy dung khung nang
luc tai cdc doanh nghiép dugc Viéet Nam
khong con la hoat dong nhan sy don 1é ma la
mot phan ctia chién lugc quan tri chdt lugng.
Su thanh cong ctia quy trinh phu thudc vao
ba yéu t6: (1) Tinh phép ly khi bam sét va
tuan tha quy dinh tai cdc thong tuctia Bo Y
té va tiéu chudn GMP. (2) Tinh tich hop, gan
lién v6i hé thong JD, KPI va luong thudng. (3)
Tinh ké thtra bang cach tan dung di liéu tur
céc bd SOP c6 san dé dinh nghia nang luc
chuyén mon.

Quy trinh cta cac doanh nghiép dugc
Viét Nam cuc ky chat ché vé mat phap Iy va
tiéu chudn nganh (GMP) gitp bao dam an
toan san xuat. Viéc tich hop khung nang luc
vao ERP, nhu Traphaco gitp quy trinh ddnh
gid tronén khach quan va ditliéu hoa c6 dinh
huoéng ky thuat ro rang khi tap trung tot vao
cac nang luc thuc hanh (Hard skills) tai
phong sach va phong Lab. Tuy nhién, diém
han ché nam & cho, cac doanh nghiép
thuong qua cha trong vao “lam dang SOP”

ma doi khi bo qua cac nang luc vé tu duy giai
quyét van dé, su nhay bén hoac kha nang
thich nghi khi moéi treong thay déi. Quy trinh
thuong mang tinh 4p ddt ttban du dn xuéng
dé dan dén su khang cu ctia nhéan vién van
hanh néu khau truyén thong (nhu Armstrong
dé xudt) bi coi nhe. Cac quy trinh bai ban
hién nay chti yéu thugc vé cac “onglon”, cac
doanh nghiép dugc vira va nho (SMEs) kho
long ép dung do thiéu nguon luc chuyén gia.

5. Két luan va dé xuit

Nghién ctiu vé quy trinh xay dung khung
nang luc tai cdc doanh nghiép dugc phdm
dién hinh, nhu: DHG Pharma, Traphaco va
Imexpharm cho thdy mgt su chuyén dich tat
yéu trong tu duy quan tri nguon nhan lyc tai
Viét Nam. Thay vi coi khung nang luc 1a mot
tai liéu nhan sy tinh, cdc doanh nghiép nay
da bién n6 thanh mot phan khong thé tach
roi ctia hé thong quan ly chét lugng dugc
pham (PQS). Quy trinh xay dung khung nang
luc khong c6 mot khuon mau duy nhat ma
phu thuc vao dong luc chién lugc ctia ting
don vi, tir viéc tuan tha khat khe chuan EU-
GMP (Imexpharm), chudn héa theo déi tac
quoc té€ (DHG) dén viéc toi wu hoa hiéu suat
qua so6 hoa (Traphaco). Thuc t€ trién khai tai
Viét Nam mot quy trinh vo6i 5 giai doan mang
tinh thuc thi cao, phu hop cho ca doanh
nghiép dang nang cap EU-GMP va cac
doanh nghiép muoén t6i uvu héa bo méy.

Giai doan 1: Dinh huéng chién lugc chat
luong thong qua viéc xac dinh muc tiéu (vi
du: dat EU-GMP nhom 1). Thanh lap “Hoi
dong nang luc” bao gom ca nhan su (HR) va
ky thuat (QA) c6 chung muc tiéu va ngéon ngtr
hanh vi va ngon ngtt ky thuat duoc thong
nhat ngay tit dau.

Giai doan 2: Phan tich tich hop thay vi chi
doc ban mo ta cong viéc, hay st dung SOP-
based Analysis. Chon ra céc “diém cham rui
ro” trong quy trinh san xudt (theo ICH Q9) dé
dinh nghia nang luc can thiét nham kiém
soat rui ro do.
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Giai doan 3: Thiét ké da tang (Multi-level
Design). Chia khung nang lyc thanh 3 tang
10 rét. Tang tuan thu (Compliance) bat buoc
cho moi nhan vién (GMP, HSE). Tang
chuyén mon (Functional) theo tumg vi tri
(dap vién, kiém nghiém, QA). Tang hanh vi
(Behavioral) gom c6 cac nang luc mém (giai
quyét su ¢, giao ti€p trong phong sach).

Giai doan 4: Tham dinh va tht nghiém
kép (Double Validation). Trong do, budc 1
tham dinh vé mat ky thuat; budc 2 tham dinh
vé mat tam ly t6 chic (Pilot Test trén mot
nhém nho) dé do lwong miic do chap nhan
ctia nhan vién.

Giai doan 5: Van hanh so va cai tién lién
tuc. Dua vao phan mém quan tri va thiét 1ap
chu ky soat xét 2 nam/lan. Két noi khung
nang luc véi 19 trinh dao tao dé nhan vién
thdy dugc loi ich ctia viéc phét trién nang luc.

D€ xay dung va van hanh thanh céng
khung nang luc trong bdi canh nang cap tiéu
chudn san xudt, cdc nha quan ly can luu y cac
diém sau: (1) Xay dung tinh “kha tri”. Moi chi
bao hanh vi trong khung nang luc phai duogc
xay dung dua trén bang chiimg thuc té tit SOP
va céac phan tich rui ro chét lugng. Diéu nay
khong chi gitip quan tri nhan sy hiéu qua ma
con la “tdm khién” viing chéc trong céc ky
hau kiém ctia Cuc Quan ly Dugc hodc céc t6
chtic quoc té (EMA, FDA). (2) Pha bo “rao
can phong ban”. Quy trinh xay dung ndng
luc phai c6 su tham gia truc ti€p va xuyén
suot ctia bo phan QA/QC va san xuat. HR
dong vai tro diéu phoi phuong phap luan
nhung khoi ky thuat méi la nguoi quyét dinh
ndi dung nang luc chuyén mon. (3) Dau tu
vao nang luc so. Khi cdc nha méy tién t6i van
hanh thong minh, khung nang lyc can sém
b6 sung cac nhoém ky nang ve khai thac di
liéu, van hanh hé thong ERP/MES dé€ nhan
vién khong bi tut hau so véi ha tang cong
nghé. (4) Truyén thong va xay dung van hoa
doanh nghiép. Can ap dung triét ly cta
Armstrong vé viéc truyén thong minh bach,
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theo do, nhan vién phai hiéu khung nang luc
1419 trinh d€ ho phat trién nghé nghiép va
bao vé uy tin chuyén mon, chitkhong phai la
cong cu dé dao thai(J
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